JlucroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

HEPCLUDEX 2 mg npax 3a HH:KeKIIHOHEH pPa3TBoOp
oynesuptua (bulevirtide)

vTosn JICKApCTBEH MPOIYKT MOJICKH Ha JOMBIHUTEHO HabmoeHre. ToBa 11ie mo3BoIH 6bP30TO
yCTaHOBSIBaHE HA HOBA HH(POPMAIIUS OTHOCHO Oe30macHocTTa. MoeTe Jia iajieTe CBOs PUHOC KaTo
CHOOIIUTE BCSKA HEXETaHa Peakiiys, KOSATO CTe MOJTYyYMIH. 3a HAYMHA Ha ChOOIIIaBaHEe HA HEXEIaHH
peaKIny BIDKTE Kpast Ha TouKa 4.

IIpouyeTeTe BHUMATEIHO LSLJIATA JIUCTOBKA, PN 12 3aM04YHeTe 1A U3M0JI3BaTe TOBA

JIEKapCTBO, Thil KaTo TS ChABbP:Ka BaxkHa 3a Bac undgopmauus.

- 3amazere Ta3u JIUCTOBKA. MoJKe /1a ce HaJIOKH J1a 5 POYETeTe OTHOBO.

- AKO UMaTe HAKaKBU TOMBbJIHUTEIHHU BBIPOCH, MONMUTalTe Bamms nekap Wi MeIulnHCKa
cecTpa.

- ToBa nekapcTBO € npeanucaHo JuuHo Ha Bac. He ro npeoTcThnBaiite Ha npyru xopa. To Moxe
Jla IM HaBpeIy, He3aBUCHMO Y€ TPU3HAILIMTE Ha TIXHOTO 3a00JsBaHe ca ChIuTe Kato Bammure.

- AKO MOTy4YuTe HIKAKBU HEXKEJIAHU PEAKIUH, yBeoMeTe Bamus nekap win MeIuiuHcKa
cectpa. ToBa BKJII0UBa M BCHUKH Bh3MOYKHH HEKEJIAaHW PEAKIMH, HEOMTMCAaHH B Ta3H JINCTOBKA.
Bmxre ToUKa 4.

Kakso CbhAbpPiKa Ta3u JIUCTOBKA

Kakso npencrasisiBa Hepcludex u 3a kakBo ce u3mosizea
Kakso Tpsi0Ba na 3Haere, npeau na nznomssare Hepcludex
Kak ma usnonssare Hepcludex

Bb3MOKHU HEKEIIAaHU PEaKIIUK

Kak na cpxpansiBate Hepcludex

ChIpprkaHre Ha OTIAaKOBKATa M JOIBIHUTEIHA HHPOpMANUs
PBHKOBOJCTBO 32 MH)KEKTHPAHE CThITKA MO CTHIIKA

Nk L=

Axo Hepcludex e npenqnucan Ha Bamero gere, 00bpHeTe BHUMaHMe, Ye OsijIaTa HHGoOpManus B

Ta3M JIMCTOBKA € afipecupaHa 10 Bamero nere (B T03M ciy4aii yerere ,,Bamero nere” BMecTo
Bue“)

2 .

1. Kaxkso npeacrasiasasa Hepcludex u 3a kakBo ce n3noJi3Ba

Kakso npencrasiasisa Hepcludex
Hepcludex cbabppska akTHBHOTO BEIIECTBO OYJIEBUPTHUI, KOETO € aHTUBUPYCHO JIEKAPCTBO.

3a kakBo ce u3noJ3Ba Hepcludex

Hepcludex ce n3mon3sa 3a neueHne Ha MPOIBIDKUTEIHA (XPOHUYHA) MH(EKIIHNS ¢ BUpyCca Ha XeTaTUT
nenra (HDV) npu Bb3pacTHH 1 Jelia Ha Bb3PACT 3 U MOBEYE MOJUHU ¢ Terio Hai-manko 10 kg ¢
KOMIICHCHPaHO YepHOAPOOHO 3a00sisiBaHe (KOraTo YepHUST ApoO Bee omle PyHKIMOHHUPA TOCTATHYHO
moope).

WNndexnusra c BUpyca Ha XeNaTHUT JAejITa IPUUMHsIBA Bh3MalleHHe Ha YepHHS APOO.

Kak geiictBa Hepcludex

HDYV wusnon3Ba euH KOHKPETCH OCITHK B USPHOAPOOHUTE KIISTKH, 32 J1a HABJIC3€ B KICTKUTE.
ByneBupTua, akTHBHOTO BEIIECTBO Ha TOBA JIEKAPCTBO, OJIOKHpa OENTHKa M MO TO3M HAYMH
penoTBpaTsaBa npoHnkBaHeTo Ha HDV B uepHoapoOHuTe Kitetku. ToBa HamamsBa
pasnpoctpanenueto Ha HDV B uepHus 1pod n HaMasiBa Bb3MaJICHUETO.



2. KakBo TpsioBa 1a 3HaeTe, npeau 1a uznonaspate Hepcludex

He uznoussaiite Hepcludex:
1. aKo CTe alepPrUYHU KbM OYJCBUPTH] WK KbM HIKOS OT OCTAHAJIUTE ChCTABKH HA TOBA
JICKapCcTBO (M30pOEHH B TOUKA 6).

Axo He cTe CUTYPHHU, TOBOPETE C Bamms JICKap, nMpeaun aa U3nojI3BaTe TOBA JICKAPCTBO.

Ipenynpe:xaeHus ¥ Mpeana3Hu MePKU

He cnmpaiite neuenunero ¢ Hepcludex, ocBen ako Bammst nekap He Bu mochBeTBa ja HarpaBuTe TOBA.
CrnmpaHeTo Ha JICYEHHUETO MOXKE Jla aKTHBHPa MH(PEKIMATa OTHOBO M Jia Biioly Bamero 3a0omsBane.
AKO TOBa ce CITy4H, MOXKe JIa € He00X0IMMO OTHOBO Jia 3aroyHere JiedeHue ¢ Hepcludex.

I'oBopere ¢ Bamms nekap nnu ¢papmanest, npenu na uznonssate Hepcludex:

1. aKo 4epHUAT Bu po0 He GyHKIMOHMPA JOCTATHYHO 100pe — HEe € U3BECTHO KOJIKO 00pe
neiictBa Hepcludex npu Te3u obcrosiTencTsa; ako yepHuIT Bu qpob He pyHKIIMOHMpa 100pe,
usnoiBanetro Ha Hepcludex He ce mpenopbuBa;

2. aKo cTe MMas ObOPEYHO 3a00JIIBaHE MIIM aKO M3CJIEBAHUATA Ca IOKAa3a Il IPOOIEMH ¢
owvOpenure. [Ipean 1 Mo Bpeme Ha JedeHneTo Bammsr nekap Moxe J1a Ha3Haul KPbBHH
U3CIIeIBaHNS, 3a Jia IPOBEPH KOJIKO 100pe ¢hyHKunonupat 660pennte Bu;

3. ako nmare uHdekusa ¢ XVB wmm Bupyca Ha xematut C— He € U3BECTHO KOJIKO 100pe eficTBa
Hepcludex npu te3u obcrosrencTa; Bammar nekap moxe 1a Bu Ha3Haun KpbBHU
U3CIIeIBaHNS, 3a Jia MPOBEPH ChCTOsTHUETO Ha nHPeknusaTa ¢ XMB nnmu xenarut C npu Bac;

Jlena 1 r0oHOIUH
Jena mox 3-roguinHa Bb3pact win Terio noj 10 kg He TpsOBa na ce nekysar ¢ Hepcludex.

JApyru nexapcersa u Hepcludex
Tps6Ba na kaxere Ha Bamus nexap, ako U3M0JI3BaTe, HACKOPO CTE M3IOJI3BAIIM WIH € Bb3MOXKHO /12
U3M0J3BaTe APYTH JIEKapCTBa.

Hsikou nexapcTBa Morar na yBennyar Hexenanure peakuuu Ha Hepcludex u He Tpsi6Ba na ru
u3non3Bate eHoBpeMeHHo. [lopaau ToBa TpsaOBa na kaxeTe Ha Bamus nexap, ako U3M0I3BaTe HAKOE
OT Te3H JEeKapCTBa:

LUKJIOCIIOPHH, JIEKAPCTBO, KOETO MOTHUCKAa UMyHHATa CUCTEMA;

€3eTUMHO, U3IOJI3BAH 32 JICUCHHE HAa BUCOKHM HUBA Ha XOJECTEPOJ B KPHBTA;

npbecapTaH, H3MOI3BaH 3a JIEYeHHE Ha BICOKO KPHBHO HaJsTaHe U 3a00IIBaHEe Ha CHPIIETO;
PUTOHABHD, U3IIOI3BaH 3a JiedeHne Ha XM B uapekms;

cyidacaia3uH, U3I0JI3BaH 32 JICUCHHE HA PEBMATOUJICH apTPUT, YIILIEPO3CH KOJIUT U OOJIECT Ha
Kposn.

N W -

Hsxowu jekapcTBa MOrar Jia yCHIAT Win Hamanat eekrute Ha Hepcludex, kxoraro ce u3mon3Bar
3aeiHO. B HAKOM ClTydan MOXKe Jla ce HAJOKHU MPOBEXIaHEe HA ONPEICICHH U3CICIBAHNS WK Bamusit
JieKap MO>Ke Jia TIPOMEHH JI03aTa WK J1a Bu npociessiBa peJoBHO:

1. JICUEHUS TP pak (Hamp. 1a3aTHHUO, JOlETaKCell, HOPYTHHHO, MAKIUTAKCEN);

2 AHTUXHMCTAaMHUHOBH JIEKapCTBa, U3MOI3BAaHU NIPU aliepruu (Hamp. edactul, ¢pexcodeHaaun);
3. JIeKapCcTBa, MOBIHUABAIIN UMYHHATa CHCTEMA (HATp. €BEePOINMYC, CUPOJINMYC, TAKPOIHMYC);
4 JekapcTBa 3a yieuenue Ha uHpekius ¢ xenatut C u XUB (Hamp. napyHaBup, riieKanpeBup,

Tpa3onnpeBup, MHAWNHABUP, MapaBUPOK, IMMApUTAIPCBUP, CAKBUHABUP, CUMCIIPECBUD, TUIIPAHABUD,

BOKCHJIATIPEBHP);
5. JIeKapcTBa Ipu AuabeT (Hamp. TIMOCHKIAMUI, HATCTJIMHU, PETariiiHu);
6. JIeKapcTBa NpU epeKTHiIHA AUucyHKUUS (Hamnp. aBaHadui, cunaeHadpu, BapaeHadun);



7. JIeKapCTBa 3a JICYeHUE Ha BUCOKO KPHBHO HAIISITaHe M 3a00JIsIBaHe HA CHPLETO (HATp.
onMecapTaH, TeIMUCAPTaH, BajcapTaH);

8. CTaTHHH, JICKAPCTBA, U3IIOJI3BAHM TTPH BUCOKU HHBA Ha XOJIECTEPOJI B KPHBTA (Harp.
aTOpBACTaTHH, ()IIyBaCTATHH, IOBACTATHH, TUTABACTATUH, [TPaBaCTaTUH, PO3YBAaCTaTHH,
CHMBACTaTHH);

9. TUPEOUTHH XOPMOHH, U3IIONI3BAHH 32 JICUCHUE Ha MPOOJIEMH C IIUTOBUIHATA JKIIEe3a;

10.  andeHTaHW]I, ONMOUIHO JIEKapCTBO, KOETO CE M3MOJI3BA 3a JICUeHHE Ha CHIIHA 00JIKa;

11. 0oszeHTtaH, U3MON3BaH MpH OENOPOOHA apTEepUATHA XUIIEPTOHHUS;

12.  GycrupoH, IEKapCTBO MPH TPEBOKHOCT;

13.  Oynme3oHM[, M3MOI3BaH IIPHU aCTMa M XPOHUYHA 0OCTPYKTHBHA OenonpobHa Ooecr;

14. xoHMBamnTaH M TOJBANTaH, U3MOJI3BAHHU 32 JICUEHUE HA XUIIOHATPUEMUS (HUCKH HUBA Ha
HaTpui);

15.  mapudenanmH, U3M0I3BaH 3a JeUCHUE Ha HEBOJIHO M3ITyCKAaHE HA YPHHA,;

16.  npoHenapoH, JIEKapcTBO 3a ChPIE NPU ChPACUYHU APUTMHH;

17. enerpunral, U3MOJ3BaH MIPU MUTPEHO3HHU II1aBOOOIHS;

18.  emiepeHOH, U3MOI3BaH MPU BUCOKO KPHBHO HAJISTAHE;

19.  ectpoH 3-cyndaT — XOpPMOHAIIHO JIEKapCTBO IIPH MEHOIIAY3a;

20.  demoaunuH U HUOJIIUIHH (JIEKAPCTBA 3a ChPIIE);

21. nmomuTanmj — 3a JieYeHUE Ha BUCOKHM HUBA HA XOJECTEPOII B KPHBTA;

22.  nypa3suAoH M KBETHAIIMH, aHTUIICUXOTHYHH JIEKapCTBa NP IICUXUYHU Pa3CTPONCTBA;

23. MuIa3ojaM U TpHa3oJiaM, JIEKapcTBa 3a JiedeHUe Ha O0e3chbHue (HECIIOCOOHOCT 3a MIbJIHOLCHEH
ChH) U TIpU aHecTe3us (3a 1a ce u30erHe 0oJIKa 1o BpeMe Ha Oreparus);

24.  HaJIOKCEeroJi, M3IOJI3BAH 3a JICUCHUE Ha 3aBUCUMOCT KbM OINMOMIHH JIEKapCTBa P CHUITHA
0onka;

25.  THKarpenop, aHTUKOATryJaHT 3a NpeAO0TBpaTsIBaHE 00pa3yBaHETO HAa ChCUPEIIH.

Bpemennoct, KbpMene U GepTHINTET

AKko cTe OpeMeHHa MM KbPMHUTE, CMSITaTe, Y€ MOXKeE Ja CTe OpeMEeHHa WM TUIaHUpaTe OpeMEeHHOCT,
HochBeTBalTe ce ¢ Bamus nekap npenu ynorpebara Ha ToBa jekapcTBo. He Tpsa6Ba na usnomnssare
TOBA JIEKAPCTBO, OCBEH aKko Bammsr nekap He Bu e xa3an ToBa H3pUUHO.

AKO cTe jKeHa B JIeTepO/IHa Bb3PACT, He TPsiOBa J1a M3MOJI3BATe TOBA JEKApCTBO, O€3 J1a M3Ioa3BaTe
e(heKTUBEH METOJ] Ha KOHTPAIICTIIIHS.

I'oBopete ¢ Bamust ekap, 3a Aa pemure Jauu TpsaOBa 1a KbPMUTE B IEPUO/A HA U3MIOI3BaHE HA
Hepcludex.

He e m3BectHO mamm Hepcludex moxe nma mpemuHaBa B kbpMarta. [lopanu ToBa TpssOBa 1a ce B3eme
pelleHue Jajiu 1a ce IPeyCcTaHOBU KbPMEHETO, MM J1a ce NIPeyCTaHOBHU NpuiiokeHueTo Ha Hepcludex.

lo¢upane u pa6oTa ¢ MAIIMHHA

3aMasHOCTTa M yMOpaTa ca HeXEIIaH! PEaKI[K, KOUTO MOTAT Jia OKa)XaT BIUSHHE BbPXY
CIOCOOHOCTTA 32 Mo upaHe U padboTaTa ¢ MalIMHU. AKO UMaTe HIKAKBHU OMIACCHUS, KOHCYJITUPANUTE
ce ¢ Bamms nekap.

Hepcludex cbabpaka HaTpuid
ToBa nexapcTBO chABpKa Mo-Manko ot 1 mmol Hatpwii (23 mg) Ha ml, T.e. MOXe J1a ce Kaxe, 4e
MPAKTHYECKU HE ChABPIKA HATPHUIA.

3. Kaxk n1a uznoassare Hepcludex

Bunaru usnon3paiiTe ToBa JeKapcTBO TOYHO KakTo Bu e kazan BammusT nekap. Ako He CT€ CUTYpHU B
Helllo, nonuTaiTe Bammus nexap.



Jo3upoBka

Hepcludex ce npuiara BeiHBX JHEBHO KATO WHXKEKITHS TIOJ] KOKAaTa (MOJKOMKHA WHIKEKITHUS).
BamusT nexap uim MeTUIIMHCKA cecTpa Iiie By mokakaT Kak Ja MPUTOTBUTE U JIa CH WHKEKTHPATES
Hepcludex. Ta3u nucToBKa ChIbpxka PHKOBOJCTBO 32 MHIKEKTUPAHE CTHIIKA IO CTHIIKA, 3a J1a Bu
MTOMOTHE J]a MHPKEKTHPATE JICKapCTBOTO (BXK. TOUKa 7).

IIpenopbunTenna no3a
[penopbuntennara no3a Hepcludex npu Bb3pacTHH € 2 mg BEJHBK JHEBHO.

HpeHOp’L‘lI/ITeJ'IHaTa J03a Ha Hepcludex IIpUu MauCHTHU Ha BB3PACT OT 3 J0 IMO-MaJIKO OT 18 T'OAWHNU
3aBHCH OT TCIJIOTO, KAKTO € IIOCOYCHO B Ta6m/1uaTa Mo-ao0ay.

Bn3pact/Terio Ho3a KouuuyecTBo 3a
HHKEKTHPaHe

Jeua Ha Bb3pacT 3 Wid MoBeyue
ronuHU ¢ Terio 35 kg wm

2 mg BEIHBXK JHEBHO 1,0 ml
noBseye g Bell a ’
Jleria Ha BB3pacT 3 ¥ MoBeUe
TOJWHY C TETJI0 Hal-MaJIKO

s 1,5 mg BeIHBK JTHEBHO 0,75 ml

25 kg, vHo mox 35 kg

Jleria Ha BB3pacT 3 U MoBeUe
TOJMHU C TEIJIO Hali-MaJIKo 1 mg BeIHBK THEBHO 0,5 ml
10 kg, Ho mogx 25 kg

BammusT nexap me Bu kaxke Konko Bpeme TpsiOBa Ja W3I0I3BaTe JEKapCTBOTO.

AKO cTe U3M0J13BaJIM NOBeYe 0T HeoOxonuMmara 103a Hepcludex
AKO cMmsTaTe, 4e MOXKE Jla CTe U3I0JI3BAIIM TIOBEYE OT HeoOxXoqumara 703a, TpssoBa He3abaBHO Jia
KakeTe Ha Bamus nekap.

AKo cTe mponmycHaym aa usnoJj3sare Hepcludex
AKO ca I3MHHAJIM HO-MaJKo OT 4 Jaca oT npomycHarara go3a Hepcludex, npunoxere npomycHaTtara
71032 Bb3MOKHO Hal-CKOpPO M B3€METE CIIeBalllaTa INITaHUpaHa 1032 B 0ONYaifHOTO BpeMe.

Axo ca u3MHHAIK [TOBeYe OT 4 Yaca ot nporycHaTata go3a Hepcludex, He npuiaraiite npormycHarara
no3a. [IpumoskeTe crieaBaiara 103a Ha ciaeaBainus IeH B oonuaitnoTo Bpeme. He B3emaiite aBoiina
J103a, 3a J1a KOMIICHCUpATe MpOoIMycHaTaTa 103a. TpsoBa na kaxete Ha Barms ekap, ako cte
nponycHaiu g03a Hepcludex.

Ako cnipete u3non3sanero Ha Hepcludex

Ako He uckare aa usnons3Bare Hepcludex moseue, roBopete ¢ Bamus nekap, mpeau 1a cupere
nedeHneTo. CiupaHeTo Ha JICYSHUETO MOJKE JIa peakThBHpa HH(EKIMITa U 1a Biomu BameTo
3abonsBane. HezabaBHo TpsOBa Jla kakeTe Ha Bamws siekap 3a Besika MPOMSHA B CUMIITTOMUTE CJIE]
CIIUpaHe Ha JIEYECHUETO.

AKO MMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBbp3aHH ¢ ynorpebara Ha Hepcludex, nonuraiite
Bamwis nekap nin MeIULIMHCKA CeCTpa.
4. Bb3MOKHN HeKeTaH! peakuu

Kakro Bcuuku JICKApCTBaA, TOBA JICKAPCTBO MOXKC [1a MIPCAU3BUKA HCIKCIAaHU PCAKIIUU, BBIIPCKU Y€ HC
BCCKM I' ITOJTy4aBa.



Tp516Ba Ja KaKCTC Ha Bamms JICKAp, aKO CC MOABAT HAKAKBU HCIKCJIIaHU PCaKIIUU U 3a0eeKuTe
APYIru HEXKECJIIaHU p€aKu, HECOIMMCAaHU B Ta3U JIMCTOBKA.

CremnaTa He)KellaHa PEaKIHs € ¢ YeCTOTa,,MHOr0 YecTH* (Moke 1a 3acerte moseue ot 1 Ha 10

JIYTIIH):

. rJ1aBoOoHe

o ChpOeK

o peaKiiy Ha MSICTOTO Ha HHXXEKTHPAHE, KOUTO MOXKE JIa BKJIIOUBAT MOJyBaHe, 3aUePBIBAHE,

Jpa3HEHe, TOCUHSBAaHE, ChPOEK, 0OpUB, BTBLpASBaHE, MH(PEKIMS UITH JTIOKaTHa 00JIKa

CremauTe HEXXENAaH! PEAKITUH ca YecTH (Moxe 1a 3acerHat a0 1 Ha 10 qymm):
. 3aMasHOCT

rajicHe

yMopa

TpUmnonoAoOHo 3a00IsIBaHe

00JIKa B CTaBUTE

CrnemHuTe HEXXETIAaHU PEeaKIy ca HeuecTH (MoraT na 3acerHat a0 1 va 100 gymm):

o AJICPTUYHU PCAKIUH, BKIITOYUTCITHO aHa(bI/IHaKTI/I'-IHI/I pCakuumn (BHC3aHHI/I
JKHBOTO3aCTpAIABAIIU AJICPTUIHU PEAKIIHH).

CUMNTOMHTE Ha alICPTHYHA PEAKIIUH MOXKE JIa BKITIOYBAT:

o 3a/1yX WM XPHUIIOBE
. OTOK Ha JINIETO, YCTHHUTE, €3MKa WU I'bPIOTO (AHTHOEIEM)
. KOXXHH OOpUBH

o MPOMEHH B KPHBHOTO HAJIATAHE WM ChpPACYHATA YECTOTA

CuMnToMuTe Ha aHAUITAKTUYHA PEaKIUs ca MoI00HU Ha TE3U NP aJIEPrUYHa PEaKIysi, HO T0-
TEXKU ¥ M3UCKBAT He3a0aBHA MEIUITMHCKA TTOMOIII.

Kpweuume uzcnedsanusi couyo Modice 0a nokajicam:
. MOBHIIICHUE HA HUBOTO HA JKJTYHUTE KHCEIWHH B KPBBTA (MHOTO YECTH)
. MTOBUINIEHUE HA Opos Ha Ol KPbBHU KIIETKH (€03uHOMMIIH) (4eCTH).

ChodaBaHe HA He;KeJIAHU PeaKIIuN

AKO TIOJTyYUTE HAKAKBU HEXEJIAaHU JICKAPCTBCHU PEAKIIMU, YBEIOMeTe Barus nexap uin MeAUIIMHCKA
cecTpa. ToBa BKJIFOUBAa BCHYKH Bb3MOXXHHU HEOIMCAHU B Ta3W JUCTOBKA,HEXKEIaHH peakiuu. MoxeTe
CBIIO JIa ChOOIINTE HEXKETaH! PEaKIMU JUPEKTHO Ype3:

Umanuancka azenyus no rekapcmeama
Yebcanum:
https://www.aifa.gov.it/content/segnalazioni-reazioni-avverse

Karo cpobiaBare HexenaHu peakiuy, MOXKeTe J1a JaJleTe CBOs IPUHOC 3a [10Jy4YaBaHe Ha II0BeYe
MHQOpMAIUs OTHOCHO 0€30MaCHOCTTa Ha TOBA JICKapCTBO.

5. Kak na cexpansibate Hepcludex

[la ce cpxpaHsBa Ha MSICTO, HEJIOCTBITHO 32 JAELA.

He u3non3Baiite TOBa JIEKapCTBO ClIE]l CPOKA HAa TOHOCT, OTOEA3aH BbPXY KapPTOHEHATA OMAKOBKA U
(hnaxona cien ,,[ omeH 10:“. CpOKBT Ha TOIHOCT OTIOBAPS HA MOCICAHUS JCH OT MOCOYCHUS MECEII.

[a ce cpxpanssa B xnagunauk (2°C—8°C). CpxpansBaiite ¢akoHUTE B KAPTOHEHATa ONAKOBKA, 32 /12
ce MpeAnasy OT CBETINHA.


https://www.aifa.gov.it/content/segnalazioni-reazioni-avverse

IIpuroTBeHHST pa3TBOpP TPsIOBA 1A ce M3MOJI3Ba He3abaBHO. AKO 0Oade ToBa HE € Bh3MOXKHO, TOM
MOJKE JIa C€ ChXpaHsIBa 70 2 Jaca mpu teMrepatypa a0 25°C.

BaxxHO: He U3MoI3BaiTe MOBTOPHO (DIAKOHHUTE, CIIPUHIIOBKATA, UTJIMTE WK OCTaHAIATa CTePHUIIHA
BoJIa 32 nHkeknuu. Hepcludex u criomaraTeHUTe MaTepHalli ca caMo 3a eIHOKpaTHa ynorpeoa.
W3xBBpIieTe BCHYKH KOMIIOHEHTH CJIe]] YIIOTpeOa, BKIIIOYNTEITHO HEU3IOI3BaHAaTa CTEpUITHA BOJIA 32
WHXKCKIINH.

He H3XB’pr$II71TC JICKapCTBA WJIM U3II0JI3BAHW WUIJIM B KaHaJIM3alUATa WIA B KOHTeﬁHepa 3a JOMallIHH
OoTInaabIu. IlonmraiiTe Bammms (l)apMaL[eBT Kak 0e30macHo Ja U3XBBPJIATC JICKapCTBaTa U
H3II0JI3BAHUTEC UIJIN.

6. Cbm)pmaﬂne Ha onmaKkoBKaTa M JO0IIbJHUTEC/IHA I/IHQ)OpMaIII/lH

Kaxso cbabp:ka Hepcludex
AKTHBHO BelecTBo: 2 mg OyneBuptui. Beeku hrmakoH chabpika OyIeBHPTHIOB alieTar,
eKBUBAJICHTCH HA 2 mg OyJICBUPTHU/IL.

Hpyru cberaBku: 6€3BOACH HaTpUEB KapOOHAT, HATPUEB XUAPOTeHKapOOHAT, MAaHUTO,
XJIOPOBOZIOPO/IHA KUCEJINHA, HATPUEB XUIPOKCU.

Kak m3rie:xkna Hepcludex n kakBo ¢cbhabpika OaKoBKaTa
ByneBuptua e npax 3a MHXEKLIMOHEH Pa3TBOP U € Os1 10 MOYTH 0511 mpax.
Bcsika onakoBka chabpika 30 e JMHIYHA JO3H.

IIpuTeskaTesn HAa pa3pelIeHUETO 32 ynorpeda
Gilead Sciences Ireland UC

Carrigtohill

County Cork, T45 DP77

Upnanaus

IIpoussoaure

Gilead Sciences Ireland UC

IDA Business and Technology Park
Carrigtohill

Co. Cork

Upnanaus

3a nombIHUTETHA HHPOPMAIIHS OTHOCHO TOBA JIEKapPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
NPEICTaBUTEN Ha PUTEKATENS HA Pa3pelIeHHETOo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva

Gilead Sciences Belgium SRL-BV Gilead Sciences Ireland UC
Tél/Tel: + 32 (0) 24 01 35 50 Tel.: + 353 (0) 1 686 1888
Bbbarapus Luxembourg/Luxemburg

Gilead Sciences Ireland UC Gilead Sciences Belgium SRL-BV
Ten.: + 353 (0) 1 686 1888 Tél/Tel: + 32 (0) 24 01 35 50
Ceska republika Magyarorszag

Gilead Sciences s.r.0. Gilead Sciences Ireland UC

Tel: + 420 (0) 910 871 986 Tel.: + 353 (0) 1 686 1888



Danmark
Gilead Sciences Sweden AB
TIf.: + 46 (0) 8 5057 1849

Deutschland
Gilead Sciences GmbH
Tel: + 49 (0) 89 899890-0

Eesti
Gilead Sciences Ireland UC
Tel.: +353 (0) 1 686 1888

EALGoo

Gilead Sciences EALdg M.EIIE.

TnA: + 30 (0) 210 8930 100

Espaiia
Gilead Sciences, S.L.
Tel: + 34 (0) 91 378 98 30

France
Gilead Sciences
Tél: + 33 (0) 1 46 09 41 00

Hrvatska
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Ireland
Gilead Sciences Ireland UC
Tel: + 353 (0) 214 825 999

Island
Gilead Sciences Sweden AB
Simi: + 46 (0) 8 5057 1849

Italia
Gilead Sciences S.r.l.

Tel: + 39 02 439201

Kvnpog

Gilead Sciences EAAdg M.EIIE.

TnA: + 30 (0) 210 8930 100

Latvija
Gilead Sciences Ireland UC
Tel.: +353 (0) 1 686 1888

Malta
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Nederland
Gilead Sciences Netherlands B.V.
Tel: +31(0) 20 718 36 98

Norge
Gilead Sciences Sweden AB
TIf: + 46 (0) 8 5057 1849

Osterreich
Gilead Sciences GesmbH
Tel: +43 (0) 1 260 830

Polska
Gilead Sciences Poland Sp. z o.0.
Tel.: +48 (0) 22 262 8702

Portugal
Gilead Sciences, Lda.
Tel: + 351 (0) 21 7928790

Romania
Gilead Sciences (GSR) S.R.L.
Tel: ++40 31 631 18 00

Slovenija
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Slovenska republika
Gilead Sciences Slovakia s.r.o.
Tel: +421 (0) 232 121 210

Suomi/Finland
Gilead Sciences Sweden AB
Puh/Tel: + 46 (0) 8 5057 1849

Sverige
Gilead Sciences Sweden AB
Tel: + 46 (0) 8 5057 1849

Jara Ha nmocieqHo npepasrie;xkaane Ha guctoBkaTa 02/2026.



7. PBLKOBOACTBO 32 MHKEKTHPaHe CTHIIKA MO CTHIIKA 32 NAUMEeHTH/M0JIarany rpuskM JInua
[Ipenu na uznomsBate Hepcludex TpsiOBa mbpBO Aa mMpoveTeTe TOYKH 1—6 OT Ta3u JIMCTOBKA.

[Ipenn na 3amovHeTe JICUCHNE € TOBA JIEKAPCTBO BKBINH, Bammmsr nexap Wi MEIUIIMHCKA cecTpa IIe
Bu mokakar xak ga npurotsure u nmHxektupare Hepcludex. HacTosmoTo ppKoBOACTBO MMOKa3Ba Kak
na npuroteute U nmkekrtupate Hepcludex. I'oBopete ¢ Bamus nekap win MeIWIMHCKA CECTpPa, aKO
HE CTC CUT'YPHH OTHOCHO HEIIO WJIM UMATE BBIIPOCHU, UJIU CC HYKIACTC OT IMOBEUC I/IH(i)OpMaIII/ISI U
nomort. OTzenere Bpeme, 3a Jja MPUTOTBUTE BHUMATEITHO U HHXekTtupate Hepcludex.

Axo Ha Bammero ACTE € NpCANIUCaH Hepcludex, HO HC MOKC a ro npujaara CaMOoCTOATCIHO, 06’LpHeTe
BHHUMAaHHC, Y€ Iisgj1aTa I/IH(i)OpMaHI/ISI B TOBA PbKOBOACTBO CTHIIKA ITO CTHIIKA 3a IpWjIaraHe Ha
Hepcludex € HacoueHa KbM Bac kato rnojiaramo rpuxu JIMLe 3a ACTCTO.

Jenata u roHommMTe TPsiOBa /1a MprJIaraT CaMOCTOSTEIIHO MHXKEKITUATA CaMo Clie] 00yUeHHUE OT
MEIUITUHCKH CIICIIUATIUCT | MO HaOII0ICHUETO Ha B3PACTHO MOJIaramnio TPIKH JIUIIE.

3abenexka: KoncymaTuBute (MTIM, CIPUHIIOBKY, CTEPHITHA BOJIA 32 MH)KEKIIMH ), KOUTO HE ca
BKJIFOUCHH B KapTOHeHaTa onakoBka Ha Hepcludex, Morxe jieko aa ce pa3iuyaBar 1o pamep, popma
U [BAT OT QUT'YpHUTE, MOKAa3aHH B TOBA PHKOBOJICTBO 32 MH)KEKTHPAHE CTHIIKA 0 CThIIKA. Te3u
yKa3aHusI MOKa3BaT CTHIIKKMTE 32 CMECBaHe U MHkekThpane Ha Hepcludex, karo ce usmon3sa
MpUMEPEH KOMIUIEKT KOHCYMaTHBU. AKO UMaTe HAKAKBU BBIIPOCH, CBbpKeTe ce ¢ Barms noctaBumk
Ha 3/[paBHU TPKU WK (hapMaIieBT.

Mecra HAa HHKEKTHPaHe Kopem T'opnara yact Ha
Oenpoto

Haii-no0Opute MecTa 3a HEPKEKTHpPaHe ca Kopema
¥ TOpHATa YacT Ha Oeqpara, KaKTo € ToKa3aHo
Ha WIIOCTPAaLUHTE. 3a Ja ce HaMaJIsT PeaKIUnuTe
Ha MSCTOTO Ha HHXXKEKTUPaHE, MOXKETE /1a
MIPOMEHSTE MACTOTO HA WH)KEKTHpaHe Ha
Hepcludex penosHo.

He un:xextupaiite Hepcludex B ciiemauTe
00/1aCTH: KOJISTHO, CJIA0MHM, JOJHATa WU
BBTpPEITHATA YaCT Ha CCAATUIIETO, TUPEKTHO B
MSICTO HaJl KPBbBOHOCEH ChJl, OKOJIO TThIIA,
pBOIIOBa THKaH, MSICTO ChC CHHHHH, OCHKA,
XUPYpPrUYeH Oemer, MAICTO ¢ TATYUPOBKa WITH
U3rapsiHe WIN KhAECTO NMa PEAKIIHsI Ha MSCTOTO
Ha WHXEKTHUPAHE.




1. lIpenu un:KkeKTHpaHe

2-8°C

L

1A
CbxpaHeHue

1b

IlpurorBsine Ha
J03UTe

1B

HN3MuBaHe Ha
pbueTe

¢,

1r

IlouncTrBaHe Ha
daaxona

®nakonute Hepcludex
TpsIOBa 1a ce
ChXpaHsIBaT B
OpHUTHHATHATA
OTIaKOBKA B
xnaguinauka (2—8°C),
3a Jia ce Mmpeana3u
Hepcludex ot
CBETJIMHA.

CrenuuTte yka3aHus ca
3a pa3TBapsiHE Ha
eIMHUYHA J1034.

W3muBaiite pruere cu
nmobpe Che caryH U
TOIUIA BOJA U TH
MOACYIIETE C YUCTA
KbpIIa.

Cnen karo peere Bu
ca YHCTH, He
JIOKOCBaMTE HUIIIO
JPYTo, OCBEH
JIEKapCTBOTO,
KOHCYMAaTHBHUTE U
o0J1acTTa OKOJIO
MSICTOTO Ha
HMHXCKTHUPAHE.

U36bpieTe ropHaTa
4yacT Ha (IaKoHa C HOB
TaMIIOH, HAIIOCH ChC
CIIUPT | 5 OCTABETE J1a
M3CHXHE.

AKO0 JOKOCHETE
rymMeHaTa ropHa 4acT
clie]l MOYKMCTBaHE,
OTHOBO MOYHCTETE C
HOB TaMIIOH, HAITO€H
ChC CITHPT.



2. CMecBaHe HA MHKEKIUATA

Y‘

BOJA

==

/,.

2A 2b 2B

H3TernsiHe Ha cTepujHa BoAa HNHkeKkTHpaHe HA BHumartenHo
CTEPUWIHATA BOJA B cMecBaHe Ha
npaxa Hepcludex

Bzemerte cripunnioBkara. [loctaBete no-gbiarara  BHumatenHo BuumarenHo

uria BbpXy Hesl.

Ba:xkHo! YBepere ce, ue oOe3omaceHara uria
MOCTaBEHA TUIHTHO, KaTO S HATUCKATE JIEKO,
JTIOKATO 5 3aBbpPTATE IO MMOCOKA HA
YaCOBHHKOBATA CTPEJIKA.

H3;[LpnaﬁTe miacTMacoBaTa Karadka.

OTtBopeTe (iakoHa ChC CTEpHUIHATA BOJA 3a
WHXeKIn. BrBegere urnara BuB (hjakoHa u
BHUMATEITHO 00BpHETE (IakoHa ¢ BOJA C
ropHaTa 4acT HaJoJly. YBepeTe ce, e BbPXbT Ha
WTJIaTa € BUHATH T0JT IOBBPXHOCTTA Ha BOJIATa,
3a Jla ce MpeIoTBpaTH MOMaJaHeTO Ha
BB3YIIHU MEXypUueTa B CIIPUHIIOBKATA.

BbaBHO n3bpnaiiTe OyTaNIOTO HABBH, 3a J1a
usrernute 1,0 ml crepunHa Boaa B
CIpUHIIOBKaTa. BHMMaTeIHO U3BaieTe Uriara
ChC CIPUHIIOBKATA OT (JIAKOHA.

nouykaiTe (haakoHa
Hepcludex, 3a na
paszbuere mpaxa.

BbBezere uriata Ha
CTIIPUHIIOBKATA ChC
CTepHUJIHA BOJIa JOKpai
BbB (pIIaKoHa C
Hepcludex, kato
mpoOueTe TOYHO B
[EHThPA HAa TYMEHATa
3amynianka moj br'bJl OT
90°.

Umxektupaiite 6aBHO
ISUI0TO KOJIMYECTBO
CTepUJIHAaTa BOJA.

W3Bagere uriara ot
(h;1aKoHa U TIOCTABETE
CIIPUHIIOBKATA M UTJIaTa
Ha 0e30MacHO MSCTO.

10

HovyKanTe (iakoHa
Hepcludex c mpseT B
npoabbkenne Ha 10
CEKYHIIH, 3a J1a
3al0vHe pa3TBapsHE Ha
npaxa.

Cren ToBa BHUMATEIIHO
HaIpaBeTe BbPTCIUBH
JBIDKCHUS C M3IIPABCH
(h1akoH MeXIY
JUTaHUTE CH, 3a J1a ce
rapaHTupa HaIrbJIHO
cMecBaHe. YBepere ce,
Ye HAMa Ipax,
3ajIerHaj 10 CTeHaTa
Ha (IiakoHa.

Ba:xxno! He
paskiainanTe QakoHa.
PasknamaneTo me
JoBeie 10 o0pa3yBaHe
Ha IIsIHA U I11€ OTHEME
MoBeUe BpeMe 3a
pa3TBapsiHE Ha
JICKapCTBOTO.



2r

IIpoBepka Ha
Hepcludex

211

Hepcludex e roToB 3a HHKeKTHpaHe

24
) N\
2E
ITouncrBaHe Ha
¢praxona

Cren KaTo mpaxbpT
3aroyvHe Ja ce
pa3TBapsi, TO OCTaBETE
HacTpaHU U TOH Il ce
pa3TBOpU HAIBITHO.

Cren modyKBaHe Ha
(nakona,

PAa3TBAPAHCTO MOXKE J1d

OTHEME /10 3 MUHYTH.

Koraro e cMeceH HalbJIHO, Pa3TBOPBT
Hepcludex tpsi6Ba na 6ba€ OUCTBD.

Baxkno! HambiiHo pastBopenust Hepcludex
TpsiOBa a Obze OUCTHp U Oe3 miHa.

AKO pa3TBOPBT M3IJISK/IA PA3IICHEH WU
KBJITCHUKAB, My JIaiiTe ImoBe4e Bpeme 3a
pasTBapsiHe. AKO BIKIIAaTe MEXypyeTa,
BHUMATEITHO MOYyKaiTe (IakoHa, JIOKaTo
M34e3Har.

AKo BUXJIaTe YaCTUIIM B pa3TBOpPA, CJI€J KaTo €

(HamrBIHO) pa3TBOPEH, HE U3IOJI3BAMTE TO3H
¢nakon. CBepxere ce ¢ Bamms nekap nin
(apmarneBra, koiTo Bu ro e ormycHa.

PastBopenusar Hepcludex TpsioBa na ce
U3I10J13Ba HE3a0aBHO.

11

Ilouuncrere ropHara
yacT Ha (IakoHa
Hepcludex otHOBO,
KaTo U3MO0JI3BaTe HOB
HAaIlOeH ChC CIUPT
TaMIIOH.

OcTaBeTe MACTOTO Ja
HU3CHXHE.



3. Iu:xkexTHpaHe HA 103aTa

3A 3b 3B r
BnBenere uriiata BbB  M3tersere Hepcludex 3aBbpuiBaHe Ha CMmsiHa H
(praxona MOATOTOBKATA W3XBBPJISTHE HA
urJjiata
Bzemere Buaumarenno oOspHeTe  BHHMaTemHO OtcTpanere 1o-
CIIPUHIIOBKATA. (hnakoHa ¢ ropHaTa MOYyKaNTe UiIu ITBJITaTa Urjia oT
4acT HaAOMTYy. MOTyMauTe CIPUHIIOBKATA U 5

BoBenere urnara
OTHOBO JIOKpail BbB
¢nakona ¢ Hepcludex,
KaTo MPOOHETE TOUHO B
IICHThPa Ha TyMeHaTa
3aIyIanka o brbJl
ot 90°.

VBepere ce, ye BBPXBT
Ha WrjlaTa BUHATH €
MOJ] MOBBPXHOCTTA HA
pastBopa Hepcludex,
3a 7ia ce MpeaoTBpaTH
HaBJIN3aHETO Ha
BB3JYyIIHU MEXypUeTa
B CIIPUHIIOBKATA.

IIpoBepeTte 1ByKpaTHO
KOJTUYIECTBOTO 32
WH)KEKTHpaHe, KaTo
M3I0J13BaTe TabIMIaTa,
HapeueHa
Ipenopvuumenua 0osa
B TOUYKa 3 Ha
JIUCTOBKATA.

Wznwpmaiite 6aBHO
0yTanoTo 3a U3TETJISTHE
Ha HEOOXOIMMOTO
KOJIMYECTBO TEYHOCT.

12

CIPUHIIOBKATA U
HATHCHETS/U3AbpIaiTe
OyranoTo, 3a 1a
OTCTPaHHUTE
JOITBIIHUTEIHUS
BB3AYyX U MeXypyeraTa.

3a nma cTe CUTypHH, 9e
IIe UMaTe TOYHOTO
konmmuecTBo Hepcludex
B CIIPUHIIOBKATa, MOXKE
Jla ce HAJIOXKH Ja
u3abprare 0yTasoTo
clie/l MapKHpOBKaTa Ha
CIPUHIIOBKATA.

Baumarenno uzBajgere
HTJIaTa ChC
CIIPUHIIOBKATA OT
(hakoHa.

U3XBBPIIETE 1O
MOIXOAAI] HAUYWH B
KOHTEHHep 3a OCTpH
IpeIMETH, TaKa 4e
HUKOMW J1a HE MOXeE Aa
ObJe HapaHEeH.

Ba:kno! He
MOCTaBIiTE
IUIaCTMAacoBaTa
KaIayka Ha urjara.




IIpukpenBaHe Ha
HrJjaTa 3a

HHKEKTHPaHE

3E

HN360p Ha MsCTO Ha
HHIKEKTHPaHEe

CronBane Ha

npeanasuTess (aKo e
NMPUI0KIMO)

33

OTtcTpaHsiBaHe Ha
KanaykaTa Ha UIJ1aTa

IlocraBeTre mo-kbcata
urja Ha
CIIpUHIIOBKATa.

Ba:xno! YBepere ce,
ge oOe3oIaceHara
UTJIa € 3aKpereHa
CTaOMITHO, KaTo A
HATUCKATE JIEKO,
JIOKATO 5 3aBbpPTATE 110
IMOCOKAa Ha
JaCOBHHUKOBATa
CTpeJKa.

3abeaexka: I1o-
KbCaTa urjia MOxe aa
nMa UJin Aa HIMa
IpeaAnasuTei
OTCTpaHH.

U3z6epete mscro,
Pa3IMYHO OT TOBA, HA
KOETO CTE IIOCTABUIIH
MOCJIC/THATA CU
WHKCKIIHS.

ITouncrere MICTOTO
Ha UHXEKTHUPAHE C HOB
TaMIIOH, HAITOEH ChC
CITHPT.

3amo4HeTe OT HEeHTHpa
W KaTo TpHiiarate
HATHCK MOYHCTETE C
KPBrOBO IBH)KEHHE B
MOCOKA HaBbH.

Ba:xno! OctaBete
MACTOTO J1a U3CHXHE.

3abeme:xxka: Ako Ha
MIDKEKIIMOHHATA UTJIa
HsAMA TpEANa3uTel,
MIPEMUHETE TUPEKTHO
KBM CTBIIKa 33.

JpBxTe cnpruHIOBKaTa
C eIHaTa pbKa v
CI'bHETE Mpenna3uTess
KBbM CIIPUHIIOBKATa.

He otcTpansiBaiite
MIPEAMa3UTENSI OT
WHXEKIIMOHHATA UTJIa.

13

Baumartenno
OTCTpaHETE
IIacTMacoBaTa
KaImayka Ha
WHKEKIIMOHHATA WTJIa.

He noxocpaiite uriara
Y HE TO3BOJISIBANTE TS
Jla TOKOCBa Jpyra
MOBBPXHOCT.




3

IToaroroBka Ha
MSACTOTO HA
HHKEeKTHPaHe

M

HNnkexkTHpaHe HA
Hepcludex

3K

IloxpuBaHe Ha
UIJIaTa ¢
NpeAna3uTe cJesn
HHKeKTHpPaHe (aKo e
MPHUJI0KMMO)

3J1

IIpaBuano
U3XBbpJIsIHE Ha
UrJjaTa

3axBaHeTe U 3aAPBIKTC
I'bHKA OT ITIOYUCTCHA
KOXKa OKOJIO MACTOTO
Ha MHXXCKTUPAHE.

BoBenere urnara B
KOata MoJ| br'bJ OT
45 rpanmyca. Mrnarta
TpsiOBa 1a OBAC
BBBEJICHA JJOKpail.

baBHO HaTHCHETE
OyTanoTo AoKpaH, 3a
Jla MH)KEKTUPATe
Hepcludex.

OTCTp aHCTC vurjara oT
KoJXKara.

3a0emekka: Ako Ha
HHKEKIIMOHHATA UIJjIa
HSAMA TIpEeATIa3nuTen,
MIPEMUHETE TUPEKTHO
KBbM cTbika 3JI.

ITocraBete
Mpenma3uTeNs Ha
WH)XEKIMOHHATA WTJIa
BBPXY paboTHaTa
MOBBPXHOCT.

[IputucHeTe urnara
KbM [peAna3nuTes, 3a
J1a 51 TIOKpHETe U 1A
3aKJIIOYUTE
MIpeaa3uTeNs.

He noxocpaiiTe uriara.

14

OTtcTpanere urnara oT
CIIPUHIIOBKATA U 5
W3XBBPIIETE B
KOHTeHHepa 3a OCTpHU
MpEeAMETH, TaKa ue
HUKOMU J1a HE MOXe Aa
Ob/ic HapaHEH.

WzxBbpnere
cripuHIIOBKaTa (6e3
WIJIaTa) OTICTHO U
CTHIOpe]] MECTHUTE
W3UCKBaHMUS.

Baxno! He
H3T0JI3BaliTe
MOBTOPHO (pJIAKOHA
Hepcludex,
CIIPUHIIOBKATA,
HUIJIMTE WM 0CTAHAJIO
KOJIHYECTBO
CTEPHJITHA BOJA 32
HHIKEKIUM.
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UzxBbpiaete GaakoHa
cien ynorpeoa,
BKITIOUHUTEITHO
HEHM3MOJI3BaHaTa
W3JIMITHA TEYHOCT.

®Daakonume
Hepcludex u opyzume
KoHCcymamueu ca
camo 3a eOHOKpamua
ynompeoa.
H3zxevpneme ecuuku
Komnonenmu cieo
ynompeoa,
GKJIIOYUMETIHO
Heu3znonzeanama
cmepunna 600a 3a
UHMCEKYUU.
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