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JlucroBka: HHGoOpMANHs 32 HOTPeGHTEIs & 7276€-F 10 -01- 2025
Huiaoruun6 Buatpuc 150 mg Tﬂhpﬁﬂ D1 1 b ot A e o A e
Nilotinib Viatris 150 mg hard capsules

Husnoruuud Buatpuc 200 mg TBbpAH Kancy/u
Nilotinib Viatris 200 mg hard capsules

HU10TUHUO (nilotinib)

[IpoyeTeTe BHHMATE/IHO UAJIATA JIHCTOBKA, IIPeJH 1a 3alI04HeTe A IpHeMAaTe TOBA JIEKAPCTBO, Thii

KaTo T CbAbpiKa BakHa 3a Bac undopmauus.

- 3anaseTe Ta3u JIMCTOBKA. MojKe J1a Ce HaJIOKH J1a 51 IPOYETEeTE OTHOBO.

- AKO UMaTe HAKAKBH JOMBJIHUTEIHHU BbIIPOCH, nonuTaite Bawus nexkap uau dapmariesr.

- ToBa nekapcTBO € npeanucaHo JH4YHO Ha Bac. He ro npeorcrbnsaiite Ha aApyru xopa. To Moxe z1a
UM HaBpeau, HE3aBUCUMO 4e MpHU3HALIMTE Ha TAXHOTO 3a00JjisiBaHe ca chlUTe kaTo Baluure.

- AKO MOJTy4HTE HAKAKBH HEXEJIaHH JIEKApCTBEHHU peaKklMH, yBeaomere Baiuus nexap uau apmarnesr.
ToBa BKJIIOYUBA H BCHYKH Bb3MOXXHHU HEXKEJIaHU PeaKLMHi, HEONHUCAHHU B Ta3u JJUCTOBKA. BuxTe Touka

4.
KakBo CbABbpPiKA Ta3H JIHCTOBKA

KakBo npejacrasiasasa Hunotuuu® BuaTpuc v 3a KakBO ce U3noJ3sa
KakBo Tps0Ba na 3Haere, npeau aa npuemere HunotuHud Buatpuc
Kak na npuemare Hunotuuu® Buatpuc

Bb3MOXHH HEXENaHu peaKuHH

Kak jna cbxpanssare Hunotuuud Buarpuc

ChabpkaHue Ha ONaKoBKaTa U JOMbJIHUTEHA HH(pOPMALIKS

1. Kaxkso npeacrasiasiBa Huinotuuu0 BuaTpuc 1 3a KaKBO ce H3110/13Ba

Kakso npeacrasiasisa Huirorunué BuaTpuc
Hunotuuud Buarpuc e nekapcTso, CbAbpiKalllo akTHBHO BELECTBO, HAPEYEHO HUIOTHHHUO.

3a kakBo ce u3noJszsa Huioruuud Buatpuc

HunotuHu® BuaTtpuc ce u3nosssa 3a jeueHHe Ha BUJ JIEBKEMHSI, HApeYeHa XpOHUYHA MUEJIOUIHA
NieBKkeMusl, nojioxkurenta 3a Ounaaenduiicka xpomosoma (Ph-nozutusna XMJI). XMJI npejacraBisiBa pak
Ha KpbBTa, KOUTO BOAMU 10 00pa3yBaHe Ha MpeKajJeHO MHOro aOHOPMHH OeJin KPbBHH KJIETKH.

Hunotunu® Buarpuc ce npuiara npu Bb3pacTHU U NeAHaTPUYHHU NMALMEHTH C HOBOAHArHOCTHLMpaHa
XMJI vnu npu nauneHtd ¢ XMJI, KOUTO Beye HE Ce MOBAUABAT OT NPEAILIECTBALIO JIeYeHHE, BKJIHOYBALLIO
UMaTHHUO. ChILIO Taka ce npuJiara rpu Bb3pacTHU U NMEAUATPUYHH MMALIUEHTH, KOUTO UMAT CEPHO3HH
HEXEJIaHW peakLMy OT NPEeALIEecCTBallOTO JIEYEHHE U MTOpaau TOBA HE MOraT Aa ro npo/abjpKar.

Kak geiictBa Huiiornun® Buatpuce

[Ipu nauuentu ¢ XMJI, npomsna B JIHK (reHetuunust MmaTepuas) nopaxaa cCurian, KoiTo kapa
opraHusma aa npomssexzaa abHopmHH 6enu KpbBHHU KaeTKH. HunoTuHuOG Buatpuc 610kupa TO3M CUrHa U
[10 TO3W HA4YMH criupa oOpa3yBaHETO HA TE3H KJIETKH.

IIpocaeasBane no Bpeme Ha jevyeHneTo ¢ Hunornuud Buatpuc
[1o BpeMe Ha 1Ie4eHHUETO LIE CE MPABAT PEAOBHM U3CJEABAHUSA, BKIIOYUTEIHO U3CAEABAHUS

Upes Tax 111€ ce npocieassa:



- KOJTMYECTBOTO HA KPBBHHUTE KIETKU B opraHu3Ma (6enu KpbBHHU KNETKH, YEPBEHH KPbBHH KJIETKH H
TpOMOOLIMTH), 3a 1A C€ YCTAHOBH Kak noHacsare neueHueTo ¢ Hunotnuub Buarpuc.

- GyHKUHUATA HA NaHKpeaca U YepHUs 1pod, 3a Ja ce YCTaHOBY, KaK MOHACATE JICYEHHUETO C
Hunorunud Buarpuc.

- HUBOTO Ha €JICKTPOJIMTUTE B TANOTO (Kanui, MarHesnii), Te ca BaXHU 3a PYHKLHOHHPAHETO Ha
ChPLETO.

- HHBOTO Ha 3aXapTa U MA3HUHHUTE B KPbBTA.

Chbpaeunara 4ecTOTa CbIIO ILE CE MPOBEPABA, KATO CE U3MOJ3BA MALLIMHA, KOATO H3MEPBA EJIEKTPHYECKaTa

AKTHBHOCT Ha ChPUETO (M3cneaBaHeTo ce Hapuya “EKI™).

Bawusr nekap pegoBHO Lie oLieHsABa edeKTa OT feueHueTo Bu 1 Lie npeleHaBa, 1any Tpabsa aa
npoasipkasare Aa npuemare Hunotunud Buatpuc. Ako Bu € ka3aHo aa npeycTaHOBUTE IpHEMa HAa TOBA
nekapcTBo, BaluusT nekap e npoAbkH Aa caeau Bawara XMJT u Mmoxe 1a Bu kaxe pa 3anouHere
OTHOBO npuemMa Ha Hunotunu® Buatpuc, ako cscTOSHNETO BU Mokaxe, ue ToBa € HeoOX0AHMO.

AKO HMaTe BBIIPOCH 3a TOBa Kak acHcTsa HunotnHud Buarpuc unu 3aio e npeanucada Ha Bac unu Ha
Baitieto aete, Moias o0bpHeTe ce kbM Balnws nekap.

2.  Kakso Tps0Ba aa 3HaeTe, npeau Aa npuemetTe Hunotnuué Buatpuc

(Cna3zBaiiTe BHUMATENIHO BCHUKH UHCTPYKLUMH Ha NeKapsa. Te Morar a ce pa3fivyaBar oOT obLaTa
HHGOpPMAaLIHN, ChABPKALLA CE B Ta3H JIMCTOBKA.

He npuemaitte Hunoruuub Buatpuc

- aKo CTE anepriuHi KbM HWIOTHHHO WIIH KbM HAKOA OT OCTaHAJIHTE CbCTABKH Ha TOBA NIEKAPCTRO
(M30pOCHH B TOUKA 6).

AKO cYHTaTeE, Ue MOXKE 213 CTE aNepruydHy, MHpopmupalite Balus ntekap npean Aa npuemMeTe

Hunoruuu6 BuaTpuc,

IlpeaynpexneHHs H npeANaiHyu MEePKH

I'oBopeTe ¢ Baiuus nexap unu papmauesT, npean na npueMere Hunotnuu® Buarpuc:

- aKO CTe MPEXKHUBEIH ChPAEHUHOCHAOBO ChOUTHE, KATO CHPACUEH IPHCTDI, TPhAHA HoKa
(cTeHOoKapaus), npobyieMH ¢ KPbBOCHAOAABAHETO HA MO3bKA (WHCYNT) UIH NPobNeMH € KPEBOTOKA
B KpaluuuuTe (KIayaukauno), HaM ako HMaTe pUCKOBH (PaKTOPH 3a ChbpAEYHOCHAOBO ¢LOKTHE,
KATO BUCOKO KpBBHO RansArade (XHNepToHus), nnader nau npodbaeMu ¢ HUBOTO Ha MA3HUHUTE B
KpbBTA (MUNUIHN HAPYUICHUA).

- aKko UMaTe ChpAevHO 3a0019BaHe, KATO NPOMEHEH €JEeKTPUYECKH CUTHAN, HApeyeH “yabnKaBaHe
Ha QT unTeppana”.

- aKO MPOBEX/JATe JIieYeHHe C JeKapCcTRa, KOHTO NOHMXKABAT XONECTEPOa B KpbBTa (CTATHHH) HAH
MOB/IMABAT PUTBMA Ha CHPUETO (AHTHAPUTMHUYHH) UM NTOBJIUABAT uepHUa apob (Bx. “Jpyru
nexkapersa H Huanortuun6 Buatpnuce”).

- aKo CTpazaTe OT JUICA HAa KaJIMH HJIW MarHesui.

- ako uMare 3abonsgBaHe Ha YepHUA Apod UNHK MaHKpeaca.

- aKO HMaTe CUMIITOMH KaToO JIECHO NOJNyYaBaHe HA CHHUHHU, YMOpPA UM 3aAYX, KU aKO YECTO
Gonenysare OT HHOEKLIHH.

- aKQ CTe ApeThPHEIN XHPYPruuHa onepalds, BKAKYBALa OTCTPaHsiBaHe Ha LIeNUA cToMax (ToTasHa
racTPEKTOMHUSR).

- aKo CTe UMAJIH UM MOXe cera Ja uMaTe HHdekuusa ¢ xenatuT B, Tosa e Taka, 3auoro HunotuHuo
BuaTpuc MOXe Aa NPHYHHHA NTpeMHUHaBaHeTo Ha HHQeKLHATa ¢ XenaTHT B OTHOBO B aKTHB
dopMma, koeTo MOXe aa Obae daTanHo B HAKOU cnyuaM. [TauueHTuTe e 6bvaaT BHU
MnperjaenaHdd OT JeKap 3a MpU3Haly Ha Ta3u HHeKL U, NPesH 1a 3aNoYHe NeYyeHH

AKO HAKOE OT Te3U CHCTOAHUA Ce OTHacA 3a Bac yau Batuero aere, ypeaomere Bailns




[To Bpeme na neyenue ¢ Hunotnunb Buarpuc
- aKo rpunagHere (3aryburte Ch3HaHKHE) UM UMATE HEMPABUIIEH ChPJAEUYEH PUTBM, JOKATO CTE Ha

NeyeHne ¢ TOBa NeKapcTBo, nHpopmupatiTe Bamuns nexap HezabaBHo, ThH KaTo TOBA MOXKeE 1A €
MpU3HAK HA CEPHO3HO ChpACHHO 3abonapaHe. Y abmkeHUAT QT uHTEpBan UM HENPABHAHUAT
CbpAeUYEH pUTBM MOTAaT Ja JOBEAaT A0 HACThMBaHE Ha BHe3anHa cMbpT. UMa crobilieHus 3a
HEYECTH CJ1y4aHd Ha BHE3anHa CMEBPT NPH NAUMEHTH, JIEKYBaHH ¢ HUJIOTHHHD.

- aKo MOJIyUHTE BHE3ANHO chpueOUeHe, CHITHA MYCKYJTHA C1abOCT WM napannza, rbpuOBE HIIH
BHE3alHa MPOMAHA B HAUHHA Ha MUC/IEHE WU Chb3HaHUEeTO, HH(opMupaiite Baiunsa nexkap
He3a0aBHO, T KATO TOBA MOXE Jla ca NPU3HaLM Ha Obp30 pa3najaHe Ha PAKOBUTE KIETKH,
HapeyeHo TyMOp JH3HC CHHApOM. ChoGLIaBa Ce 3a peIkK CydaH Ha TYMOP JIM3KC CHEAPOM MpH
MANUCHTHTE HA NEYCHHE C HUIOTHHHO.

- aKo MOJY4YHUTE rPbAHa 60sKA UK AUCKOMMOPT, CKOBAHOCT UMK ci1abocT, npodiieMU MIPH XO0ASHE HITH
¢ peura, 6onKka, 3aryba Ha LUBAT WIH ycellaHe 3a CTY B HAKOH kpaiiHuk, ungopmupaiite Bamna
Aexap #e3abaBHO, THiT KaTO TOBA MOXeE Ja ca MPU3HALH HA CHPACYHOCHAORO ChOUTHE, UMa
CbOOLICHHS 32 CEPHO3HH CHPACUHOCHIOBH CHOUTHA, BIIIIOUATENHO TpobieMH ¢ KPbBOTOKA B KpaKa
(nepudepHa apTepHanta okiy3MBHa 601eCT), HCXxeMHUUuHa 60M1ecT Ha ChpUeTO U npobieMH ¢
KpbBOCHabAABaHETO HA MO3bKa (MCXeMHUYHA MO3BbYHOCH0BA H0NECT) Npy NaUEHTH, TpHEMalLH
HUIO0TUHHO. Bawmar nekap tpsabsa ga npoeepd HUBOTO HAa MasHUHUTE (IMMUAKTE) U 3aXapTa B
KpeBTa Bu, npean 3anouBane Ha neveHuero ¢ Hunotunud Buatpuc 1 no speme Ha jieyeHHeTo.

- aKo NOJyYUTE OTOLM HA KpaKata UNM PBUETE, FeHEpaNU3UpaH OTOK WK 6bp30 Haz#aBaTe Ha Tervo,
nHopMHpaiTe Balna nexap, Tbil KaTo TOBa MOXKE A& ca MpH3HALK Ha TeXKa 3a/phXKKa Ha
T€YHOCTH. AMa cbobileHns 3a HeYecTH CiyyvaH Ha 3apbXKKa Ha TEeYHOCTH NPH NaLMEeHTH Ha
JeYeHHE C HUAOTHHUO.

AKO CTe nalMeHT HJIH AeTe, KOXTO ce NekyBaT ¢ Hunotunub Buarpuc, ypeaoMere ekaps, ako HAKOE OT

ONMHUCaHHUTE MO-Tope CLCTOAHMS ce OTHAcCA 3a Bac unu Baiuero aere.

Hdena u roHOIUIN

Hunotunn6 Buatpuc e cpeactso 3a nedueHue Ha Jeua ¥ oHowH ¢ XMJL. Jluncea onut ¢ ynotpebata Ha
TOBA JIEKAPCTBO NPH JA€Ua HA BB3PacT Nol 2 roauHU. Jluncea onut ¢ ynorpebara Ha Hunotunud Buatpuc
[Ip¥ HOBOJAHArHOCTULMPAHH NMaLlMEHTH Ha BB3pacT noj 10 roquHu U UMa OrpaHUYEH OMUT NpH NalHeHTH
Ha Bb3PacT NoA 6 FOJHHH, KOKTO Beue He e MOBAMABAT OT NMpeAlleCTBaIIO NeueHte 3a XMJL

Hsikox neua u woHowu, npueMaiiy Hunotunu® Buatpuc, Moxe aa uMar no-6aBeH 0T HOpMaiHHA PacTeX.
JlexapsaT peOBHO LIE NPOCAEAABA pacTexa.

Apyru nexkapcrBa H Hunornuu6 Buatpuc
Hunotuuub Buartpuc Moxe na B3aUMOIeHCTBa ¢ HAKOH APYTH NIEKApCTRA.

TpsbBa na kaxxere Ha Bawns nexap unu gapMaleBT, ako MpUeMare, HaCKOpPO CTe NPHEMAIU HAH €

Bb3MOXHO Ja MPHEMETE APYru iekapcTsa. B 4aCTHOCT, TORA BKJIKOUBA:

- AaHTHApPUTMHYHH IEKapCTBa — H3MOJI3BAHH 32 JIEUCHHKE Ha HENPABUEH CLPACUEH PUTHM,

- XJIOPOXHH, XaJlOPaHTPHH, KNaPUTPOMHLIMH, XAIONEPHION, METAJOH, MOKCH(JIOKCALIHH —
JexapcTea, KOMTO OUXa MOTTIM 1a UMAT HexwenaH eeKT BbPXY eNEeKTPHYECKaTa aKTHBHOCT Ha
ChpLETO,

- KETOKOHA30JI, MTPAKOHA3(, BOPHKOHA30J, KNIAPUTPOMUILHH, TETUTPOMULIMH — H3NO/I3B3HH 32
NIeYEeHHE Ha MHEKLIMH;

- PHTOHABUD — JIEKAPCTBO OT Mpynarta Ha NPOTEa3sHUTE UHXUOUTOPH, H3MON3BAHO 34 NEYECHHE HA
Bupyca Ha CIIHH,

- xapbaMaszenuH, peHobapburan, GeHUTOUH — UINONIBAHM 32 NEUEHHE HA ETTUIICTICHSA,

- puaMIRLHH — U3MOJ3BaH 32 JeueHHue Ha TyOepKkynosa;

- KbJIT KAHTAPUOH — PACTUTENIEH NPOAYKT, KONTO ceé M3non3Ba 3a ACYEHHE Ha [
ChCTOSHHA (CBILO HU3BECTEH KaTo Hypericum perforatum);




- MHMAA30J1aM — H3MOJ3BaH 3a HaMansABaHe Ha TPEBOXXKHOCTTA NPeIH OnepaLus;

- andeHTaHnn U HEHTAHUN — U3MOA3BAT Ce 3a JieyeHHe HAa 6onka U KaTO YCIMOKOMTENHH JEeKapCTBa
(cemaTHBH) MPELU HITH 110 BpeMe Ha ofepalins AN MeARLHHCKH NTPoueay pH;

- LUKIOCNOPHH, CHPONUMYC H TAKPOIUMYC — IEKAPCTBA, KOUTO NMOTUCKAT CNOCOOHOCTTAa Ha OpraHu3Ma
na ce Gopu ¢ MHQeKUHUTE; M3NON3BAT ce OOMKHOBEHO 33 MPEAOTBPATABAHE HA OTXBBLDISHE Ha
TPaHCIIAHTHPAHHU OpraHu KaTo 4epeH Apod, cepue u 6B0pek;

- ARXUAPOEPrOTAMUH H €proTaMMH — M3N0JI3BAT CE 32 ICUCHUE HA AeMEHLHS;

- JIOBAaCTaTHH, CHMBAaCTaTHH — H3MON3BAT CE 33 JICYEHHE HA NOBHUILEHH HUBA HA Ma3HUHUTE B KPbBTA;

- Bap(apHH — H3NOJI3BaH 3a JICUEHUE HA HAPYLICHUA B CbCUPBAHETO HAa KPBbBTA (KATO KPhBHH
CBCHPELIH WK TpoMO0o3H);

- acTeMH30J1, TepheHanyH, UU3anpua, NUMO3u, XMHUAKWH, OenpPHANT WM eproTAMHHOBH AJTKAJ0HH
(eprotaMHH, IUXHPOEPrOTAMHH).

Te3au nekapcTBa TpadBa 1a ce U3BArear, A0KaTo npoBexjaare jgeueHue ¢ Hunotunu6 Buartpuc. Ako
puMeMare HAKoe OT TAX, Baliuar nekap Moxe na Bu npeanuiie apyry antepHaTHBHM NEKapCTBa.

AKO npHeMare CTaTUH (BUJ IEKapCTBO, KOSTO MOHMKABA XOJIeCTepona B KpLBTa), roBopeTe ¢ Batins
Nexap Hin papMauesT. AKO Ce [pueMa ¢ OfpeaeNeHH CTaTHHY, HunoTuun6 Bruarpuc Moxe fa yBelnuu
PHCKA OT NPOBIEMH ¢ MYCKYJIHTE, CBbP3aHH ChC CTATUHHTE, KaTO B PEAKH CIy4ad MOXE 1a A0BEAE RO
CEepHO3eH MYCKYJICH pa3nal (pabaoMUoIn3a), KoilTo Aa aosese 10 66peuno yBpexkaaHe.

OcBeH ToBa, HHOpMHpaliTe Bamiua nexkap unu gapMaieBT Npeau Ka 3aOYHETE Ja IpHeEMaTe
Hunotuuud Buatpuc, ako npueMate HEKAKBH aHTHALIMAM, TOBA €A JIEKAPCTBA NPOTHB KHCENHHH. Te3n
nexapctea Tpadpa ga ce npueMar otaenHo ot Hunoruund Buarpuc:

- H2 6noxepu, KOUTO HamanaBat o0pasyBaHEeTO Ha KMCenrMHa B cToMaxa. H2 6nokepuTe Tpsabea aa ce
npueMar npudbauszurento 10 yaca npeay U npubnnzurendo 2 yaca ciex npueMa Ha Hunotnun6b
Buarpuc,

- aHTHALMAN, ChABPXKALLM ATYMUHHEB XHAPOKCH/l, MATHE3HEB XHIAPOKCHA H CHMETHKOH, KOHTO
HeyTpallH3upaT BUCOKATA KUCEJIMHHOCT B CTOMaxa. 1e3u nekapcTBa TpaOBa Aa ce npuemMar
NpUOIH3UTENHO 2 yaca Npeau UK Npuban3uTesHo 2 Yaca cnef npuema Ha Hustotunubd Buatpuc.

Coilo Taka, TpsabBa Aa crofluTe Ha Bawna nekap, ako seuye npuemate Hunorunu6 BuaTtpuc u Bu e
pesnrMcalo HOBO JIEKAPCTBO, KOETO MPEAU HE CTE NMpUeMalH No BpeMe Ha ieueHne ¢ HunoruHub
Buatpuc.

Hunorunant® BHaTpuc ¢ XpaHa 4 HAMHTKH

He npuemaiite Hunotnnu6 BuaTtpuc ¢ xpana. Xpanarta Moxe aa 3acuiy abcopbuusara Ha Hunotuuub
Buatpuc ¥ 1o TO3M Ha4YKH Ja NOBHIUM Koau4ecTBOTO HunotTnHKuO Buatpuc B KphBTa 10 HHBO, KOETO €
Bb3MOXKHO Aa By HaBpean. He nuiite cok oT rpefindpyT U He sxTe rpeitindpyTt. ToBa MoXe na yBeaHuH
KonuuecTBoTO HAa HU10THHKG BuaTtpuc B Kpb8Ta A0 HUBO, KOETO € Bh3MOXKHO Ja BH HaBpeaH.

bpeMeHHOCT H KbpMeERe

- Huaoruuubd BuaTpuc #e ce npenopbuBa no speMe HA 6peMEeHHOCT, OCBEH B ClTy4ait Ha
KaTeropuyHa HeoOXoAUMOCT. AKo cTe OpeMeHHa UK npeanoaarare, ye Moxe aa cre OpeMeHHa,
Kaxcete Ha Baiuus nekap, koiTo e 06cnau ¢ Bac aanu MoxeTe Aa NpoABKHUTE a IPHEMATE TOBA
JIEKapCTBO M0 BpeMe Ha OpeMEeHHOCTTA.

- Ha :xeHu, KOHTO € Bb3IMOXKHO Aa 3abpeMeHenT, ce Npenopbusa fa U3NOA3BAT BUCOKO €PEKTHBHH
METOJIH 33 KOHTpaLEenuMs o BpeMe Ha JIEYEHUETO H B NPOALIDKEHHE HA ABE CEAMULIM Clie]l CnupaHe
Ha TEYEHUETO. |

- He ce npenopbusa KbpMene 110 BpeMe Ha jevyeHue ¢ Hunoruuu®b Buarpuc U B npoablkermse. s

ABe CeAMHIH C/IeA MTPUEMA HA NOCNeAHaTa 103a. AKO KbpMHUTe, KaxkeTe Ha Batuus / o A
AKkO cTe OpeMEHHA HIH KBPMHUTE, CMATATE, Y€ MOXKeE Ja cTe OpeMeHHa WM IJIaHUpaTe i/r CMOHHOLT, &
-k k‘_:. . 1h1

nocbBeTBaiiTe ce ¢ Ballivg nekap nin gapMaleBT npead ynorpebara Ha ToBa aekapcTD




lilopupane u pabora ¢ MalIHBK

AKO cJie] IpueMa Ha TOBA JIEKAPCTBO MOJYUHTE HEXENAHU peakUuu (KaTo 3aMasHOCT U HapYIUEHUd B
3pEHUETO) ¢ MOTEHLHAIHO BIKAHNE BbPXY crnocobHocTTa 3a He30nacHo wodKpaHe unu pabora ¢
UHCTPYMEHTH HJIM MAlLIMHH, TpAOBa fa ce BL3AbpXKaTe OT Te3u ASHHOCTH, NOKATO PeakLuaTa OTMHUHE.

Huaornnub BuaTpuce chabpxa J1aKTO33
ToBa nexapcTeo CHABPKA JJAKTO3a (M3BECTHA CBILO KATO MNevHa 3axap). Axo Bawuar nekap Bu e kazan,
ye UMare HEMOHOCHMOCT KbM HAKOM 3axapH, CBBPXKETE CE€ ¢ HEro npeld Ja NpHEMeTe TO3H NEKapCTBEH

MPOAYKT.

Huaotuun6 Buatpuc 150 mg coabnpxa HATpHiA
ToBa nexkapcTBO ChbABPKA NO-Malko OT 1 mmol Hatpuit (23 mg) Ha ZO30Ba €AHHHIIA, T.€. MOXE Aa ce
KaXe, Ue NPaKTHYECKU HE ChABPIKA HATPHH.

3. Kak aa npuemaTe Hunomnnn6 Buatpuc

Bunaru npHeMalTe TOBA JieKapcTBO TOHHO KakTo Bu e Kkasan Bawuar nekap uid gapmaleBT. AKO He CTe
CUFYPHH B HELIO, NonuTaite Baliusa nexap uny dbapMalesnT.

Koaxo Hunornuun6 BuaTpuc aa npuemMere

Ynorpeba npy Bb3pacTHH
- [IanuenTH ¢ HoBoararHocTHuHpana XMJI: [Ipenopbvustentara 1o3a ¢ 600 mg nueBHo. Ta3n

J03a ce MIOCTUra KaTo ¢e B3eMAT ABE TBbPAU Kancynu OT 150 mg nBa mbTH QHEBHO.

- I1aiHeHTH, KOHTO Bede He ce MOBJAHSBAT OT NnpeatecTBaino Jeuesue 3a XV :
[IpenoprunTennara no3a € 800 mg aHeBHO. Ta3u 1032 ce NOCTHra Ype3 NpHEeMaHe Ha JBe TRLPAH
karcynd no 200 mg ABa MbTH JHEBHO.

Yrnorpeba npy Jena ¥ IOHOLIY
- Jlo3ara, KoATO L1e Ce Mpunara npy Bawero aeTe, wie 3aBUCH OT HETOBUTE TErJio U PuCT. JlekapsT Lie
U3YKUCIH TOYHATA J03a M 1ie By kaxe kou U Koako kancyau HunotuHu® Buatpuc aa nasate ga

Bawero aere. Obuiata AHEBHA 1032, KOATO LU AaBaTe Ha Bawero aere, He TpAbBa Aa HaABHIlIABA
800 mg.

Baiinar JIEKap MOXE ia Bu NpCAIMHLIEC MTO-HHCKA 1034 B 3aBUCHMOCT OT TOBA, KaK CC INOBJHABATE OT
JICHEHHETO.

Crapuecka Bp3pacT (Bb3pACT HA H HAZ 65 roaunn)
Hunotnuu® Buarpuc MoXe fa ce W3MOJI3Ba OT MALMEHTH Ha Bb3pacT Ha/Had 65 roguHH B CHILHUTE JO3H,
KaKTO U MpH OCTAHAIUTE Bb3PACTHH.

Kora ga npuemere Hunornund Buatpuc

[IpueMaiiTe TBBPAXUTE KANCYJIH:

- JBa NbTH AHEBHO (NpuOAU3UTENHO HA BCceKH 12 uaca),

- MNOHe 2 Yaca clie/] KaKBOTO # 12 € XPaHEHE;

- cien TOBa H3uakakTe 1 yac npeau Ja ce XpaHHuTe OTHOBO,
AKO HUMaTe RBIIPOCH OTHOCHO TOBA, KOra Ja NpUEMaTe TOBA JIeKapCTBo, nonurtante Balus nekap unu
¢apmauenT. [Ipuemst Ha Hunoturnb BuaTprc no ea4HO U CHUIO BpeMe BCekH AeH Itie Bu noMorHe ga
3aMOMHKTE KOra a npMeMare TBbpAUTE KarcyJiH.

Kak aa npuemate Hunotunné Buatpuc




- [lorneiuaiTe TBLPAUTE KANICY Y LEIU C BOAA.

- He npueMaiiTe HHKaKBa XpaHa € AHOBPEMEHHO C TRBPAUTE KarcCyJiu.

- He otBapsiite TBbpaUTE Kancynu. Ako Bue unu Baluero nere He Moxe/Te 1a norbnHe/Te
Kancyhara usna, TpAbsa na ce M3noa3BaT APYrH jJexapceTea ¢ HUNoTHHUG BMecTo Hunotunu6 Buatpuc.

Koako abaro aa npuemate Huaoruau6 Buarpuc
[IpopskaBatiTe na npueMate Hunotuu® BuaTpuc Bceky AeH TONKOBA ABJAr0, KOMKOTO BU e xazan

Bainuar nexkap. ToBa € ABNrOCPOHHO NeYeHHE. Ballnar 1ekap peloBHO LUe NpocieasBa CbCTOAHHETO By,
3a & IpOBEpHU JaJlH ICYCHUETO UMAa KeNaHUs edexT.

Bamuar nekap Moxe 1a oOMHUCIn npeycTaHoBsABaHE Ha jieuenneTo ¢ Hunotnanb Buatpuc B3 OCHOBA Ha
crietupHIHN KPHTEPHH.

AKO ¥MaTe BBIIPOCH N0 OTHOLIEHHE HA TOBA KONXO ABITO Aa npuemare Hunotuuud Buatpuc, nonuratite
Bawus nekap.

AKO cTe npHeJH noBeuye oT HeoOxoaumaTa 1032 Hunomunud Buatpuc

AKO CTE nNpHENH noseue oT HeodxoauMara no3a HuioTHHUO Buatpuc unu ako HAKOH Apyr cly4aiiHo
npueme Bailiute TBEpAM Kancynau, HezabaBHO ce CBbpXKETE 3a ChbBET C Jiekap WK ¢ 6onuuua. INokaxere
UM OMAaKOBKaTa ¢ TBbPAUTE Kancyiau H Ta3u JUCTOBKA. Bb3MOXKHO € fa ¢e HAIOXKH JONBJHHTEIHO
NIeYeHHKe.

Axo cte nponycHau aa npueMere Hunornuub Buarpuc
AKO CTe NponycCHalIH 103a, IPpHEMETE ciepalliaTa CH 1033 TaKa, KakTo € HazHadyeHo. He B3eMaiite ABoiiHa
1032, 3a 1a KOMIIEHCcUpaTe NponyCcHAaTUTE TBBPAH KarncCyJu.

AKo cTe cnpean npuema Ha HunoTuHub Buatphc

He cnupaiite npveMa Ha TOBa JeKapCcTBO, A0KATO BalunaT nexkap He Bu Kaxxe Ja ro HanpaBHTe.
CnupaHero Ha HunotuHu® Buarpuc 6e3 npernopbka ot Baluus nexap By u3nara Ha pucCK OT BJlOllIaBaHe
Ha Batuero 3abonsiBaHe, KOETO MOXKE Ja MMa XKHBOTO3acTpalliaBally MOCAEACTBHA. 3aXb/DKUTENHO
obcwaere ¢ Baius nekap, MeJMUMHCKA cecTpa M/ Uay papMaLeBT, aKO OOMUCIATE Aa chpeTe npueMa Ha
Hunotunud Buatpug. |

Axo Bamuar sekap Bu npenopsua aa npeycraHoBuTe JiedeHHeTo ¢ Hunornuubd BuaTpuc

Bawuat nexap peaoBHO We oleHABa edeKkTa OT neyeHuero By ¢ noMowra Ha cnelUIHH
HHArHOCTMYHH TECTOBE U LUE NpeUeHH Aann TpaOBa Aa NPOALIKUTE fa NPUEMATE TOBA JIEKAPCTBO. AKO
By e kazaHo pa npeyctaHoBUTe npdeMa Ha HunoruHu® Buatpuc, Bawuar aekap e npoas/KY a4
HabntonaBa BHUMaTeNHO Balara XMJI npeny, no BpeMe U ciiell KaTo CTe NpeyCcTaHOBKIIY NIPHEeMa Ha
Hunotuuu® Buatpuc m Moxe aa Bu kaxe aa 3anouHere 0OTHOBO npreMa Ha HunotuuuG Buarpuc, ako
ChCTOAHHETO BH nokassa, 4e ToBa € HAJOXCHTETHO.,

AKO UMATe HAKAKBU JOMBJAHUTENHM BBIIPOCH, CBBP3aHHU ¢ ynoTpebara Ha TOBa JIEKapCTBO, MOMUTANTE
Bamms nexap unu dapmalneBr.

4, Bb3MOKHH HEXKENARN PEaAKLIHH

KakTo BCHYKH JIEKapCTBa, TOBA JIEKAPCTBO MOXKE A& NPCAH3BHKA HEXENAHH peaKliid, BBIIPEKH 4HE HE
BCCKH I'H 11OJiy4yaBa. [ToBeyeTo HexenaHu PE€aKLHH Ca JICKH 10 YMCPCHH H OOUMKHOBEHO H34e3BaT clejl
HAKCJKO AHH A0 HAKOJKO CEAMHILIH OT JICYCHHCETO.

HAKOH HexKeJaHH peaKllHH MOXKe Aa OLAAT CepHO3HH.

- MPU3HAIH Ha MYCKYJ/IHO-CKejleTHa 6onka: 60nka B CTABUTE U MYCKYJIUTE

- NpU3HALM HA CHPAECYHO HapyuIeHHE: O0NKa B rpbAHUA KOIU HIIH AUCKOMQOpPT, BH
KpbBHO HaJIAraHe, HeMpaBuleH ChpAeUueH pUTHM (YCKOpeH i 3abasen), CoplLe




YCKOpEH IYJIC), PUIaIbK, TIOCHHABAHE Ha YCTHHTE, €3MKA TN KOXATa

- [IpU3HALIM Ha 3anylueHa aprepus: 6onka, AHckoMPopT, cnabocT WK cnasMu Ha MYCKYJIHTE, KOETO
MOXeE Jla ce IBb/KH Ha HaManeHo KpbBocHalaaABaHe, #3BM 110 KpaKaTa UK pblieTe, KOMTO 3apacTBaT
6aBHO MM BROOLUE HE 3apacTBaT, BUANMH NNPOMEHH B 11BeTa (MOCHHABaHEe WM NoOeAHABAHE) HIH
B TeMnepaTypara (MW3CTHBAHE) HA 3aCETHATHUA Kpax, pbKa, NPbCTUTE HAa KpaKaTta WiH pbLETe

- MpU3HALM Ha NOHKWXeHa ¢GYyHKLHUA HA LWMTOBHHATA X/1€3a: MOBHLIABAHE Ha TErn1oTo, yMopa,
Kocomnaa, MycKyJiHa ciabocT, UyBCTBO 3a CTYA

- MpH3HALM Ha CBPbXaKTHBHa QYHKLHNA HA LIINTOBUAHATA KJI€3a: YCKOPEH MYNAC, H3NbKBAaHE HA O4YHUTE,
3aryfa Ha Tersio, NoAyTHHA B NPEAHATA YACT HA LIHATA

- [MpU3HaLM Ha 3a00nABaHNA Ha OBOpEUHTE WK NHKOYHUTE NBTHILA: KK, CYyXa KOXa,
pa3/ipa3HUTENHOCT, ThMHA YPHHA, HAMANIEHO KOJIHUECTBO Ha OTACNICHATA YPHHA, 3aTPY AHEHO H
OONE3HEHO YPUHHPAHE, 3aCUNIEHO YCellaHe 3a MO3UBH 32 YPUHUPAHE, KPBB B YpUHATa, HeoOHUaeH
LIBAT HA ypHHATA

- MpH3HAUU HA BHCOKH HHBA Ha KPbBHA 3aXap: MHOTO CHJIHA XKaX 4, FONAMO KONKYECTBO OTIENEHA
YpUHa, NOBUIIEH ANETHT NPH HAMANABAHE HA TENMECHOTO TErN0, YMOPAEMOCT

- MPH3HALUYN Ha CBETORBPTEK: 3aMASHOCT UJIH YCELIAHE 34 CBETOBBPTEXK

- NMPH3HAlUY Ha AaHKPEaTUT: CHJIHa OONKa B ropHaTa (cpeHa Wil JABa) 4acT Ha KopeMa

- NpU3HalUM Ha 3a00naBaHus HA Koxara: Oone3HeHN YyepBeHH OydKH, KoxHa 00JKka, 3aUepBABaHe Ha
KOXKaTa, JIolleHe UK obpa3yBaHe HA MEXypH

- MPU3HALY HA 33JpbXKKa HAa BOAA: ObP30 MOKaYBaHe HA TENECHOTO TErNo, NOXYBAHE Ha pbLETE,
rJe3eHUTE, XOAUIATa UIIH JIULETO

- IIPU3HALIN Ha MUTPEHA: CHAHO rmaBoboIHE, YECTO MBTH CHIPOBOJCHO OT rajcHe, IOBPBILAHE U
YyBCTBHTEIHOCT KbM CBETJIHHA

- npuU3HaLM Ha 3abongBaHe HA KPBbBTA: BUCOKA TEMIIEPATypa, ecHo obpa3ysaHe Ha CHHUHH HIIH
HeODACHHMO KbDBEHE, TEXKHN UK HeCTH HHDeKLUH, HeobackHumMa ciabocTt

- npu3HalHd Ha obpa3yBaHe Ha TpoMO BLB BeHaTa: NoAyBaHe H 0oJika B €1Ha HacT OT TAIOTO

- MpU3HauK Ha 3a60nsaBaHHA Ha HEpBHATA CUCTeMAa: ¢1aboCT UK nMapajii3a Ha KpaiHHLUTE UIH
JIMLETO, 3aTPYAHEHNA B rOBOPa, CHIIHO riapofonune, BUXKAAHE, yCeLIaHe WM YyBaHe Ha Hellla,
KOHTO He CbhLUECTBYBAT, NPOMEHU B 3peHHeTo, 3aryfba Ha cb3HaHKe, OOBPKAHOCT, 1€30pPHEeHHTALHS,
TPEMOD, YCELIaHe 3a MpaBy4KaHe, D0JIKa WM U3TPBIIBAHE HA MPLCTUTE HA PBHLETE H KpakaTa

- npusHauM Ha 6enoapobHu 3abonapaHus: 3aTpyAHEHO WK BONe3HEeHOo AMilaHe, Kalll/ivla, XpHUITOBe
chC UM 6ea TeMnepatypa, NogyBaHe Ha XOAUIIATA HIIH KpakaTta

- pUH3HaLUH Ha CTOMALUIHO-4peBHH 3abonsABannA: KopeMHa OoJika, rajeHe, oBpbillaHe Ha KPbB,
YEPHHU KM KbDPBABH HINPAXHCHHUA, 3aMEK, KHCEJIMHHU, CTOMAILIEH peIIYKC, MOAYBAHE HA KOopeMa

- NpU3HaLK Ha YepHOEPOOHO 3a60oNaBaHE: NMOXKBATABAHE HA KOKATE H OUUTE, IafIcHe, TUIICa Ha
aleTHT, ThMHO OLBETABaHE Ha ypUHaTa

- NpU3HALHK Ha YepHOAPOOHA HHEKLHA: MOBTOPHA NOABA (peakTHBHPaHE HA HH(DEKIIUA Ha XeNaTHT
B)

- NpU3HaLUH Ha 3abonABaHMUs HA OYHTE: 3pUTETHU HAPYLLUEHH, BK/IIOYBAILH 3aMBIIEHO 3pEHME,
ABOHHO BHXKJaHE WY BHXIAHE HA CBETKABULIM NpPeJ OYHTE, HAMAJIEHA 3pHTENIHA OCTPOTa MM
3aryfa Ha 3peHHe, KPBBOM3JIUB B OKOTO, MOBHIIEHA YYBCTBUTEJIHOCT HA OMUTE KbM CBETIHHA,
Oonka B OKOTO, 3a4epBABAHE, ChPOEK UNK Apa3HEHE, CYXO OKO, MOAyBaHe WK CbpOex Ha
KJIENaYyHTe

- MpU3HALK HA eJIEKTpoIMTeH AucOananc: rajieHe, 3ayX, HENPaBUIEH ChpAEUEH PUTHM,
MOMBTHABAHE HA YPHHATA, YMOpa W/WUIHA AUCKOMQPOPT B CTABHUTE, CBbP3aHHU C OTKIIOHEHHS B
KPBBHUTE H3CAeABaHMs (KATO BUCOKY HUBa HA KaNuif, MUKOYHA KHCENHHa U hocop U HUCKH HHBA
Ha KAL)

CebpKeTe ce BeaHara ¢ Bauiua nekap, ako 3abenexure HAKOS HeXKENaHa peaklys, H3bpoeHa no-rope.

Haxou Hexe1aHH peakiHi ¢a MHOI0 YeCTH (MOTaT Ja 3acerHar noseue ot 1 Ha 10 ayuuu)
- Anapus

- rnaBobonue

- JIMIICA HA €HEPIUS




MYCKY/Ha 00/Ka

cbpbesx, oOpHe

rajieHe

3arex

NOBPBILAHE

Koconaj

O0Jika B Kkpakara, KOcTHA 6onka ¥ 6051Ka B repba nNpHU NpeycTaHoBsABaHE Ha JeueHueTo ¢ Hunotuuub
Buarpuc

3abaBfAHe HA PacTeXka NpH Jela ¥ IOHOILH

MHQEKLHH Ha TOPHHUTE AUXATENHH [TbTHLA, BKJIIIOUHUTENHO Bb3NAJICHO MbPJIO, XPEMa WM 3anylleH
HOC, KHXaHe

HHCBK OpOM KPBBHH KJIETKH (YEPBEHU KPBBHH KJIETKH, TPOMOOLMTH) AN XeMOrnoGuH

BUCOKH HUBA HA IUNa3a (MoKa3aTe/IHM 32 PYHKLMATA HA [TaHKpeaca)

BMCOKH HHBA Ha OUNUpyOuH (nokasatenHu 3a GyHKUMATA HA YEpHHA Apob)

BHCOKH HHBA Ha aflaHUH aMHHOTpaHcPepasa (4epHoApoOHH eH3UMMU)

HsixoHn HexenaHH peaKilHH ca yecTH (MOTaT Ja 3acerHar xo 1 Ha 10 gyuuu)

NHEBMOHHA
Oonka B kopeMa, CTOMalleH ZUCKOMGOPT ciie HaXpaHBaHe, ra3oee, NoAyBaHe uian 6anoHupaHe Ha
KOpeMa

KOCTHH OONKH, MYCKYJIHH Crla3MH

bosika (BKIIIOYHTENHO GONKa BbB Bpara)

CyXa KoXa, aKkHe, HaMaJIeHa YyBCTBHTENIHOCT Ha KOXAaTa

HaMallsBaHe UJH YBEJIUYABAHE HA TEr10TO

0e3cbHHE, AeNpPeCHs, TPEBOKHOCT

HOLUHH Y3NOTABAHMSA, 3ACUJICHO U3NOTABAHE

061110 Hepa3nonoxeHue

KPbBOTEUECHHE OT HOCA

MpU3HALM Ha noaarpa: 60Ae3HEHH ¥ MOAYTH CTaBH

HECMOCOOHOCT 33 NOCTHraHe HIIH 3aAbPXKAHE HA ePEeKIUA

rpUnonoaodHH CHMNTOMM

BB3MAJIEHO I'bPIo

OPOHXHT

fosika B yXOTO, UyBaHe Ha 1IYM (HaIp. 3BbHEHE, OyUeHe) B yILINTE, KOWTO HAMa BLHILEH H3TOYHHK
(HApHYAHO CBLIIO TUHHTYC)

XEMOPOKIH

TEXBK MEHCTPYaNEH UKD

chpbex BLB QONUKYIHTE HA KOCATa

MJIEYHHIIA B YCTATA WK BNAarajiuileTo

NIPU3HALIM Ha KOHIOHKTHBHT: OTJE/SHE HA CEKPET OT OKOTO, IPHAPYKEHO ChC CHPOEK, 3aUepPBABAHE
H NNOAYBaHE

Ipa3HEHE Ha OKOTO, 3a4E€PBEHH OYH

IPU3HALIY HA XHIIEPTOHHUA: BUCOKO KPBBHO HanaraHe, rnasofonue, 3amaiiBaie

3a4yepBABAHE

MpU3HALIM Ha nepHdepHa aprepyania okny3usHa fonect: 6onka, suckomdopT, ¢nadbocT UK
CMAa3MHU B MYCKYJIUTE HA KpaKaTa, KOWTO MOraT Ja Ce IbJDKAT Ha HaMaJlleH KPbBOTOK, S13BM 110
Kpakata WM pbLeTe, KOUTO 3apacTBar 0aBHO UM BLOOLLIE He 3apacTBaT, BUAUMH NPOMEHN B LIBETA
(mocuHsABaHE WK nodneaHABaHE) WM B TeMIlepaTypaTa (U3CTHBaHE) Ha KPaKaTa UM PBLETE
(BB3MOKHH [IPH3HALIM HA 3aNyUiBaHEe Ha apTepUHUTe HA 3acerHaTus KpaltHHK, pbKa, IPhCTH Ha
Kpakara Wiy pbliere)

334yX (HapA4aH IO AUCITHES)

A3BU B yCTaTa ¢ BB3MaJICHHE HA BEHUUTE (HApH4YaHO CBILIO CTOMATHT)

noBHLIEHK HUBA HA aMUNa3aTa B KPbBTA (NOKA3aTENHH 32 PYHKLMATA HA NMaHKpea




TIOBHLIEHH HHBA HA KPEATUHUH B KPbBTA (MOKa3aTeNHH 3a dyHkuuara Ha 6p6permTe)
NOBHIUEHH HUBA HA ankanHata docdarasa UM KpeaTHHHH PochOKHHA3A B KPbHBTa
[TOBHILEHW HHBA HA acnapTaT aMHHoTpaHcdepasa B KpbBTa (HepHOAPOOHH eH3UMH)
OBHILUEHH HWBA Ha raMa-rilyTaMunTpaHcdepasa B KpbaTa (UepHOIpOOHH €H3UMH)
[PU3HALM HA JIEBKOTNIEHUSA HJIH HEYTPONEHUA: HUCKK HUBA HA 6elli KPBBHH KJETKH
NOBHIIABAHE HA Oposi Ha TPOMOOUUTHTE UMM OENMTE KPBBHU KNAETKH B KPBBTA

HUCKH HUBA Ha MarHesuii, kanuh, HaTpuid, kanuui nnu gocop B KpbBTa

NOBUINEHH HHBA HA Kanui, kanuuii unu ¢ocdop B KPbBTA

BHCOKH HHBA HA Ma3HHHH (BKIIOUHTENIHO XONECTEepON) B KPhBTa

BHCOKH HMBA HA IIMKOYHA KHCENKMHA B KPBBTA

Hakon HexenaHH peakuHH ca HedecTH (MorarT Aa 3acerdart a0 1 Ha 100 gyuin)

aeprus (CBpbXUyBCTBUTENHOCT KbM Hunotunud Buarpuc)
CyXO0Ta B ycTara

6onka B obnacrra Ha rbpAUTE

Oonka U ZAHCKOMGOPT OT elHATA CTPaHa Ha TAIOTO
MOBUILEH ANCTUT

YyroJl€MsABaHEe Ha I'bPAUTE NPH MBXKE

Xeprec BUPYCHa HH(EKIIUs

MYyCKYJIHA Y CTaBHA CKOBAHOCT, OTOK Ha CTABUTE

ycelllaHe 3a NpoMAHA B Te/leCHATa TeMiepatypa (BKIKHYUTENHO YCEIIAHE 3a FOPEIIHHA, YyCelllaHe 3a
CTYA)

HapyLUeHO YCELUaHe 3a BKYC

YEeCTO YPHHUPAHE

NPHU3HALM Ha BL3NANECHHME Ha CTOMAILHATA JIMraBula: 60JKa B KOpeMa, raaeuHe, oBpbilaHe, ZTHapus,
oJlyBaHe Ha KOpeMa

3aryba Ha naMer

KOXHA KMCTA, H3ThHABAHE WM 3ajebengaBane Ha koxara, 3anebenapaHe Ha Hali-BLHUIHHAA cNoll Ha
KOXAaTa, IPOMSHA B L[BETA HA KOXATa

MpU3HALM Ha NICOPHA3NC: 3a1ebeNeHU NakH OT 3auepbBeHa/cpedpucTa KoXKa

NoBHLIEHA YYBCTBUTENHOCT HA KOKATA KbM CBETJIMHA

HaMa/lsiBaHe Ha ClTyXa

Bb3MaNieHHe Ha CTABUTE

He3aAbPXKAHE Ha YpUHA

Bb3NaJleHHe Ha YepBaTa (HapM4aHo ChbLIO EHTEPOKOJIHUT)

aHanes abclec

NOAYBaHE HA 3bPHATA HA IBPAUTE

CHMIITOMH H& CHHAPOMa HA HECNTOKOHHUTE KpakKa (HEKOHTPOJMHPYEM HMITYC 32 ABUXKEHHE Ha 4acT
OT TANOTO, OOUKHOBEHO KpakK, ChIIPOBOACHO OT HENPUATHH YCeilaHUs)

NPU3HALIY Ha CEIICUC: MOBULLIEHA TEMIIEpaTypa, 60nKa B rpbAHUA KOL, TOBHLLIEHA/YUeCTeHA
Chp/Ji€UHA YECTOTA, 3a1YX U/ YUYECTEHO AHullIaHe

HHpeKnHa Ha KoxaTa (moakoxen abuec)

OpagaBydUu |

yBeJqu4apaHe Opos Ha onpeneneH THN 6enu KPbBHH KJNeTkH (HAPHYAHO €03HHODHIHA)

NMPU3HALK HA TUMPONEHH: HHChK Opoli Ha OellnTe KPbBHH KJIETKH

MOBUILIEHH HMBA HAa NapaTHPEOHAHUS XOPMOH B KpLBTA (XOPMOH, KOHTO perynupa HUBara Ha
kanuus 4 pocgopa)

NOBHILIEHH HUBA HA NTIAKTAT AEXHAPOreHa3a B KPbBTA (EH3UM)

NpH3HALK Ha HHCKH HMBA HA KPBBHA 3aXap: rajcHe, U3NOTABAHE, CJ1a00CT, CBETOBBPTEX,
TpenepeHe, rinasodbonue

nexuaparanus

OTKJOHEHHA B HUBATA HA Ma3HUHUTE B KPbBTa
HEeBOJIEBO TPENEpeHe (HapUYaHO OLlle TPEMOP)
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Hsakon HexxeNnaHH peaKlnu ca peaxku (Morat aa 3acerdat Ao 1 sa 1 000 gyuu)

-k

3aTPYAHEHA KOHLICHTPALIUSA

HETIPUATHO H HEOOHUYaRHO yceLllaHe NpH JONHp (HAPHYAHO ChILO AH3ECTE3H)

yMOpAEMOCT (HapHyaHo ChII0 yMOpa)

yCellaHe 3a MpaByYKaHe HJIM U3TPbIIBAKE HA [PBCTUTE HA PBUETE U KpaKaTa (HapU4aHO Chilo
neprdgepHa HEBPONATHSA)

napanq3a Ha HAKOH OT TULIEBUTE MYCKYJIH

YyepBEHO NETHO B 6AN0TO HA OKOTO, NPHUMHEHO OT CNYKAaH KPbBOHOCEH CbJ (HAPHYAHO ChILO
KOHIOHKTUBANIEH KPLBOU3/IHNRB)

KpBbBOH3NHMB B OKOTO (HApUMaHO CBLLO O4eH KPbBOM3NHB)

Apa3HEHE Ha QUHUTE

pU3HALUH HA ChpAeYeH yaap (HapryaHo ChLO HHQPAPKT Ha MHOKapAa): BHE3aIHA U cuiiHa 0oJiKa B
PBAHKA KOLL, YMOpa, HEpaBHOMEPEH MY JIC

MPU3HAILK Ha CHPJACYEH LIYM: YMOpa, AMCKOMPOPT B I'bPAUTE, CBETOBBPTEXK, 60JIKA B IPhHUSA KOLLI,
NaIMUTALHH

rbOHUHa HHQEKLMA Ha KpakKa

MPU3HALH HAa ChPACYHA HEAOCTATBYHOCT: 3a1yX, 3aTPyJHEHO AUILAHE IPH JIAraHe, NoJyBaHe Ha
XOAWJIaTa WK KpaKara

fonka 3al rppAHATA KOCT (HApUYaHa CHILO NEPUKADAMT)

IpU3HALM HA XUMEPTOHHUHA KPH3a: CUITHO INaBoboNIHE, CBETOBBPTEXK, raicHe

Oonka B Kpaka U cnabocT npu xoaeHe (HapuuaHa CbL0 HHTEPMUTEHTHO KIayAHKALKO)

NpHU3HALIM Ha CTECHABAHE HA apTEPUHTE Ha KpakaTa: Bb3MOXHO NOBUILABAHE HA KPBBHOTO
HansAraHe, OOJIE3HEeHH CriasMy B €AMHMA UK ABaTa xba0oka, OegpaTa WM MYCKYNIMTE Ha npaceua
cael ornpeaencHy JeHHOCTH KATO XOASHE WK W3KauBaHe Ha CThJOH, U3TPBIIBaHE HIIM CabocT Ha
KpaKarTa

obpasyBane HA CHHHHH (D€3 HapaHABaHE)

MACTHH OTJIaraHUs B apTEPUHHUTE, KOSTO MOXKE Ja NPUYNHH 3anyliBaHe (HApHUaHO ChlLO
aTepocKaeposa)

MPU3HALH HA HUCKO KPbBHO HaNAraHe (HapHuyaHoO ChLUO XUNOTOHHKA): CBETORBLPTEXK, 3aMaiBaHe Uy
NPUNagLK

npu3HauH Ha 6enoapobeH oToK: 3aayX

MpHU3HaLM Ha [JIEBpaJieH U3NUB: ChOUpaHe HA TEHHOCT MEXAY C0eBeTE ThKaH Mexay OeuTe
apoboBe U rPbAHUA KOLL (KOETO B TEXKa opMa MOXE 12 HaMaJIi CocOOHOCTTa Ha ChPLETO Aa
H3TNACKBa KPbB), O0NKa B rPbAHUS KO, KALUIKLA, XBALAHE, YYECTEHO AHIIIaHe

MPU3HALHK HA HHTEPCTHLUHANHO DenoapobHo 3abossBaHe: KallKila, 3aTpyAHEHO AHLIaHE,
OoneszHeHo AUILIaHE

NpH3HaLY Ha nneBpanHa 60yka: 60J1ka B IpbAHHUA KOLL

NpU3HALM HA [IEBPUT: KatlliMLa, 60aKa Npy A4LuaHe

Jpearas rnac

npusHauy Ha fenoApobHa XMIIEPTOHHA: BUCOKO KPBbBHO HA/IArAHE B apTepuuTe Ha feaute apobose
XPHIIOBE

YyBCTBUTENHH 3b0H

MPU3HALH HA Bb3NalicHHe (HapM1aHoO ChILO F'MHIMBHUT): KbPBEHE OT BEHIIUTE, UYBCTBUTE/IHY HIIH
YroneMeHH BeHUH

MOBULICHU HUBA HA YPEA B KpBBTa ([okasaTeHa 3a Ob6peunara GgyHKIUA)

MPOMEHH B KPbBHUTE NPOTEWHU (HUCKH HHBA HA rIoDYJIHHH MM HATUYUE HA NTAPAnpPOTEHH)
MOBUIIIEHU HUBA H2 HECBBP3aH OUIUpyOHH B KpLBTa

MOBHIUCHU HUBA HA TPONOHUH B KPBBTa

3avepBABAHE W/HJIH MOAYBaHE W €BEHTYAIHO OejleHe Ha KOXaTa Ha AJIAHHTE H XOAMIaT
HapeuyeHHus CUHHIAPOM ,,pbKa-Kpak™)

OpagaBHlM B ycTarta

YCEIIaHe 34 BTBbPAABAHE UJIH CKOBAHOCT B I'bPUTE
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- Bb3NajeHHe Ha LIMTOBHHATA XJie3a (HapHUYaHO ChIllO THPEOHAUT)

- JIOLIO WIH JENPECHBHO HACTPOSHHE

. [MpyU3Hal{ Ha BTOPHUEH XHNepnapaTHPEoOHAN3BM: DO/KA B KOCTUTE U CTABUTE, OTRENSHE Ha
MPeKOMEPHH KONKHUYECTBa YpUHA, kopeMHa 605ka, chaboct, ymopa

- NpH3HALUKY HA CTECHABAHE HAa MO3BUHHTE apTepHu. 3aryba Ha 3peHHUE B 4aCT MU B JBETE O4H,
JBOMHO BI)KJ&HE, CBETOBBPTEXK (BUEHE HA CBAT), H3TPLIBAHE WX MpaBy4YKaHe, JIMIICca Ha
KOOpAWHANKA, 3aMasHOCT UU OOBpKBaHE

- OTOK Ha MO3BKa (Bb3MOXHO raBobONIHE W UK NPOMSAHA B ICUXUHHOTO ChCTOSHHUE)

- IpU3HALHY Ha ONTHYEH HEBPUT: 3aMBIJIEHO 3peHHe, 3aryda Ha 3pEeHUE

- NpU3HALK Ha AHCOYHKLMA Ha CBPLUETO (HaManeHa (ppakuus Ha M3TJacKBaHe): yMopa, AuckoMdopT
B IPbAHMA KOL, CBETOBBEPTEXK, O0JIKa, nannuTaluuy

- MOHHMXKEHHU UK TOBHILEHH HUBA HA HHCYNHH (XOPMOH, perynupall KpbBHAaTa 3aXxap) B KPbBTa

- NOHM)KEHHW HUBA Ha C-nenTua (nokasateneH 3a PyHKUUATA Ha [TaHKpeaca)

- BHE3ANHA CMbPT

Chaeauure ApYyrd HexeJ1aHH PEAKIHH ca Choblens ¢ HeH3BeCTHA 4eCTOTA (OT HAJTHYHHTE AaHHH He

mMoxKe a2 ObAe HANPABEHA OLIEHKA):

- MpH3HaUM Ha AMCPYHKLIMA Ha ChpLETO (KaMepHa AUCPYHKLHA): 330y X, yCelllaHe Ha yMOpa B [TOKOi,
HepaBHOMEPEH NyJIC, AMCKOM$OPT B rPbAHHKA KOLl, CBETOBLPTEXK, 60/1Ka, ChpLeOHeHe, OTAEMIHE Ha
MpexOMEepPHH KOJUYECTBA YPHUHA, MOAYBAHE HA KPaKaTa, [JIE3eHHTE U KopeMa.

CphobmaBaHe Ha HeXKeJAHH pP€AKIIHH

AKO NOMYHYUTE HAKAKBH HCXKEIAHHN JNICKAPCTBCHN PEAKLIHH, YBEAOMCTC Baiumus JICKap WA [])&pmaues'r.
ToBa BKIIOYBA BCHYKH BB3MOXKHH HEONMMCAHM B Ta3H JIMCTOBKA HeXeNlaHU PCAKLIHUH, MoxeTe ¢BIIO a4
CHOOLLUUTE HEXENAHH PE€AKIHH NUPECKTHO HpE3.

HMsnbauuTenHa areHuus no aekapcerea (MAJ)
yi. [lamsaH ['pyeB Ne 8

1303, rp. Codus

P. bearapus

Ten.: +359 2 8903 417

Dakc: +359 2 8903 434

e-mail: bda@bda.bg

yveOcaliT: www.bda.bg

KaTto ¢crobl111aBaTe HEXENaHH PE€AKLIHH, MOXKETC Aa JaJCTE CBOJ MTPUHOC 3a NMOJYYaBaHE Ha MOBEHC
HH¢JDPM&HHH OTHOCHO 0€30MacHOCTTa Ha TOBa JCKApCTBO.

3. Kak aa cbxpanasate Hunorunnb Buarpuc

- Ha ce cbXxpansBa Ha MACTO, HEAOCTHITHO 34 AELA.

- He n3noa3saiTe TOBa JIEKapCTBO Clie] CPOKA Ha MOAHOCT, 0TOENA3aH BBPXY KapTOHEHATa ONaKkoBKa
u Onuctepa cnen ,,l onex no://EXP*, CpokbT Ha rOAHOCT OTroBaps Ha NOCJeIHUA eH OT NOCOUYEeHHUS
Mecell.

- ToBa nekapcTBO HE H3NCKBA CMELMATHU YCJIOBUS HA ChbXpaHEHHUE.

- He uanon3paiite ToBa nexapcTao, ako 3abenexuTe, 4e onakoBkaTa e NoBpe/ieHa MM nokassa
NMpU3HaUM Ha danudukanms.

- He H3XBBPAANHTE NIeKapCTBATa B KaHAIH3ALUATA WK B KOHTefiHepa 3a JOMAIUHH OTNagbLH.
[TonuTalitTe Baums papmaneBT kax Aa U3XBBPIATE NEKAPCTBATA, KOUTO BEYE He U303
MEPKH llie CITOMOTHAT 3a Ona3BaHe Ha OKOJIHATa cpefa.
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6. CbappKaHHE HA ONAKOBKATA H JONBJHHTENHA HHPOpMALHA

KakBo ceabpka Hunornanb Buatpuc
- AKTHUBHO BELIECTBO: HUIOTHHHO.

- Besika tebpaa kancyna ot 150 mg ecvaspxka 150 mg HUNOTUHUO (KaTO XUAPOXJIOpUA AUXULPAT).
Hpyru CbCTABKHU:
CpabpKaHUE Ha Kalcynata: nakTo3a MOHOXMApPAT, kpocnosuaoH THI A (E1202), xonouaex
Oe3Boaen cunuuues AHOKCHI (E551), marnesues cteapat (E470b)
ChbcTaB Ha Kancynara: xunpomenosa (E464), npeuncrena sona, kaparcHan (E407), kanues xnopua
(E508), eputposnH (E127), mbaT xeneseH okcug (E172), uepsen xenesen okeug (E172), TuTanos
anoxkcug (E171)
[leyatno Mactuno: weanaxk (E904), nponunenrankon (E1520), kanues xuapokena (E525), uepen
xenesen okcna (E172)
Bux "Hunotuuu® Buatpuc ceabpika n1aKTo3a U HaTpui®

- Beska TBppaa kancyna ot 200 mg ceaspka 200 mg HUNOTHHHUO (KaTo XUAPOXJIOpMA AWXUApPAT).
Hpyru CbCTaBKY:
CpabpKaHue Ha KancyaaTa: JaKTo3a MOHOXHAPAT, KpocnoBuaoH THI A (E1202), konouaeH
Oe3poaeH cunnuues guokcun (E551), marnesues creapat (E470b)
CwcTaB Ha Kancynara: xunpomenosa (E464), npeunctena soaa, kapareHat (E407), kajines XJ10pua
(E508), xnaT xenesed okeua (E172), Turanos anoxeusa (E171)
[TeuaTtHo MacTuno: wennak (E904), nponunenraukon (E1520), kanues xuapokcua (E525), yepen
xenesed okcul (E172)
Bux "HunotuHn® Brarpuc cbabpxa nakrosa ¥ HaTpu™

Kak n3rnexaa Hunotuar6 BuaTpuc H KaKBO ChABPKA ONAKOBKATA

Hunotuuu6 Buatpuc 150 mg ce npeanara KaTo YepBeHHU HEeNnpo3pauyHu TBLPAM Kancyiu, pa3mep |
(npubnu3znTenHa AbHKHHA 19,3 mm) ¢ yepeH Xopu3oHTalAeH Haanue “150 mg” BbpxXy T4n0TO. TBBPIUTE
KancyJM ca NbJHH ¢ 0311 10 KBATEHUKAB Mpax.

Hunotuun® Buatpuc 200 mg ce npeanara kato CBETNOXKBATH HENPO3PAYHH TBBPAH Kamncy M, pasmep 0
(npubnusnrensa ApJkUHA 21,4 mm) ¢ yepeH xopu3oHTaned Haanue “200 mg” Bbpxy TAN0TO. TBLPOHTE
KArCyJu ca MBJIHU ¢ O4N A0 KBITCHUKAB Npax.

Hunotunud Buatpuc 150 mg T8epAH Kancyau ca onakosaHi B PVC/PE/PVAC//Alu 6aucTepn unu
OPA/ANWPVC//Alu 6nuctepu B:

EOnHUYHHI ONaKkoBKH, ChAbpKalH 28, 112 4 120 TBLpAYN Kancyau U rpynoBH OMnakoBkH ot 112 (4
onakoBkH 1o 28) U 392 (14 onakoBkH 1O 28) TRBPAU KANCYJIN.

Hunoruund Buarpuc 150 mg Teepau Kancynu ca onakosaun B PVC/PE/PVAC//Alu unu
OPA/AIWPVC//Alu nepdopupann OJUCTEPH ¢ eIMHHYHY JO3H B:

CaMocToaTenHH onakoBki oT 112 x 1, 120 x 1 TBBbpAM Kancyan ¥ rpynosu onakoBku oT 112 x 1 (4
onakoBku 1Mo 28 X 1) W 392 x 1 (14 omakoBku no 28 X 1) TBBpAH KaICyJiH.

Hunotunu6 Bratpuc 200 mg tebpau xancynu ca onakosaHi 8 PVC/PE/PVAC//Alu 6nuctepy nnn
OPA/AIWPVC//Alu Gnucrepu B:

EOUHHYHM ONaKoBKH, ChAbpxaliy 28, 112 v 120 TBbpAM Kancyayn ¥ rpynoeBy onakosky ot 112 (4
onakoBku no 28), 120 (3 onakoBku no 40) u 392 (14 onaxoBkK 1o 28) TBbPAM KANCYIH.

Hunotuund Buatpuc 200 mg 18epau kancyiu ¢a onakosanu B PVC/PE/PVAC//Alu un
OPA/AN/PVC//Alu neppoprpanu 6aucTepu ¢ SAHHUYHU 1034 B.
CamocTosTenty onakoBku oT 112 x 1, 120 X 1 TBBpAH Kancynu U rpynosH ONaKoOBKH O
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onakoBkd Mo 28 x 1) u 392 x 1 (14 onakobkHu no 28 x 1) TBLPAU Kancyu.
He Bcuuku onakoBKH Morar fa 64T nyCHATH Ha 1asapa.

IIpuTexkaTen Ha pa3peumieHHeTo 3a ynoTpeba
Viatris Limited

Damastown Industrial Park

Mulhuddart

Dublin 15

DUBLIN

Hpnanaus

[IponzBoauTen

PharOS MT Ltd.

HF62X, Hal Far Industrial Estate
Birzebbugia BBG3000

Manra

Pharos Pharmaceutical Oriented Services Ltd.
Lesvou Street End, Thesi Loggos
Metamorfossi, 144 52, [ spuus

To3n nexapcTBen NPOAYKT € pa3pelleH 3a ynoTpeba B AbpkaBuTe WwieHKH Ha EBponeiickoro
Hxonomuuecko [IpocTpancTBo moj cJieAHHTE HMEHA:

ABCTpPHS: Nilotinib Viatris 50mg; 150 mg; 200 mg Hartkapseln

benrus: Nilotinib Viatris 50mg; 150 mg; 200 mg harde capsules
Nilotinib Viatris 50 mg; 150 mg; 200 mg gélules
Nilotinib Viatris 50 mg; 150 mg; 200 mg Hartkapseln

bbarapus: Hunotuuu® Buatpuc 150 mg; 200 mg Tebpau kancynu
Kunsp: Nilotinib/Viatris 150 mg; 200 mg oxAnpd Kawdxio
Yewika Penrybnuka:  Nilotinib Viatris

['epManus: Nilotinmib Viatris Hartkapseln

Hauus: Nilotinib Viatris

EcToHus: Nilotinib Viatris

[bpuus: Nilotinib/Viatris 150 mg; 200 mg axAnpod xawdxio
Dpannus: Nilotinib Viatris 50mg; 150 mg; 200 mg, gélule
YHrapus: Nilotinib Viatris 50mg; 150 mg; 200 mg kemény kapszula
Hcnanaus: Nilotinib Viatris

Hranns: Nilotinib Mylan

JluTea: Nilotinib Viatris 200 mg cietas kapsulas

JlroxcemOypr: Nilotinib Viatris 50mg; 150 mg; 200 mg gélules

JlaTBus: Nilotinib Viatris 200 mg cietds kapsulas

Manra: Nilotimib/Viatris Capsules hard, 150 mg/cap; 200 mg/cap
Hunepnanaus: Nilotinib Viatris 150 mg; 200 mg harde capsules
Hopserus: Nilotinib Viatris

[Toniua: Nilotinib Viatris

[lopTyranns: Nilotintb Viatris

Crnopakus: Nilotinib Viatris 150 mg; 200 mg

JdaTa Ha mocjaefHO npepasraexiaHe HA JJHCTOBKATA
HoeMBpH 2024
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