JIucroBka: uH(popManKd 32 NaHEHTa

HEPCLUDEX 2 mg npax 3a MHKeKIIMOHEH Pa3TBoP
Oynesuptun (bulevirtide)

VTosu JICKApCTBEH MPOJYKT TMOJICKH HA JOMBIHUTEIHO HaO0eHre. ToBa 1iie mo3BoH 6bP30TO
YCTaHOBsIBaHE HA HOBA WH(POPMAIUS OTHOCHO Oe3omacHocTTa. Moxere Jia 1afieTe CBOsI MPUHOC KaTo
CHOOIIUTE BCSKA HEXKENaHa PEaKilysi, KOSITO CTe MOy, 3a HAaYMHA Ha ChOOIIaBaHe Ha HEeXKETaHH
peakIuu BIKTE Kpast Ha TOuKa 4.

IIpoyeTeTe BHUMATEIHO ISIJIATA JMCTOBKA, IIPeIU 1A 3al0YHeTe 1a U3M0JI3BaTe TOBa

JIEKAPCTBO, Thil KaTO TA ChABLP:Ka BaxkHAa 3a Bac nundgopmanus.

- 3amazere Ta3u MMcTOBKAa. MOXKe /1a ce HaJO0XH J1a sl MPOYETETe OTHOBO.

- AKO MaTe HAKaKBU JOITBIHUTEIHA BRIIPOCH, TTOTINTATe Bamms nexap wim MeTuIinHCKa
cecTpa.

- ToBa nexapcTBO € mpeanucano TnaHo Ha Bac. He ro mpeoTctrnBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeIH, HE3aBUCUMO Ue TIPU3HAITUTE Ha TAXHOTO 3a00JIIBaHE ca CHIMUTE KaTo Bammre.

- AKO TOTy4YuTe HIKAKBU HEXKEIIAHU PEaKINH, YBeIoMeTe Barmmis nekap wim MeIuInHCKa
cectpa. ToBa BKIIIOUBA U BCUYKU Bb3MOKHU HEXEIIAHU PEaKLUU, HEOMCAHU B Ta3H JINCTOBKA.
BrmxTe Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

Kaxso npencrasnsasa Hepcludex u 3a kakBo ce U3MM0I3Ba
Kakgo TpsiOBa aa 3Haere, npeau aa usnonseare Hepcludex
Kak nma m3nonssare Hepcludex

BB3MOXKHH HEXeNNaH PeaKIuu

Kak na cexpansBare Hepcludex

ChaspikaHue Ha OMTAKOBKATA ¥ JOMBIHUTENIHA HH(POPMAITHS
PBHKOBOJICTBO 32 MHXKEKTHPAHE CTHIIKA MO CTHITKA
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Axo Hepcludex e npeanucan Ha Bamero nere, 00bpHeTe BHUMaHMe, Ye OsijiaTa nHGopManus B

Ta3u JIMCTOBKA e agpecupaHa 10 Bamerto aere (B To3M ciay4aii yerere ,,Bamero nere“ Bmecto
Bue“)

” .

1. Kaxkgo npeacraBasasa Hepcludex n 3a kakBo ce u3moj3ea

Kakgpo npeacrasiasisa Hepcludex
Hepcludex chabpska akTHBHOTO BEIIECTBO OyJIEBUPTHI, KOETO € aHTUBUPYCHO JIEKapCTBO.

3a kakBo ce m3mo3Ba Hepcludex

Hepcludex ce n3nonssa 3a jedeHne Ha MPOIBIDKUTENHA (XpOHHYHA) HHMEKIUS ¢ BUpYyca Ha XEMaTHT
nenra (HDV) npu Bp3pacTHU 1 Jema Ha BB3PAcT 3 U MOBeYe TOJUHHU ¢ Terio Haii-manko 10 kg ¢
KOMITCHCHPaHO YePHOAPOOHO 3a00siBaHe (KOTaTO YepHHUAT Ipo0 Bee orre GYHKIMOHUPA TOCTATHYHO
nmobpe).

I/IHq)CKLII/ISITa C BUpPYyCa Ha XCMAaTUT ACJITa IPUINHABA Bb3MAJICHUC HAa UCPHUA ,Z[p06.

Kak peiictBa Hepcludex

HDYV usnon3Ba enuH KOHKpETEH OEATHK B UEPHOAPOOHUTE KIETKH, 3a Ja HaBJIe3€ B KICTKHUTE.
ByneBupTH, aKTUBHOTO BEILIECTBO HA TOBA JICKAPCTBO, OMIOKUpa OesIThKa U 110 TO3U HAYUH
npeaoTBpaTsBa npoHrukBaneto Ha HDV B uepHoapoOHUTE KieTku. ToBa HaMamsBa
pasnpoctpanenueto Ha HDV B uepHus Apo6 1 HaMansBa Bb3MaJICHUETO.



2. Kakgo TpsdBa 1a 3Haete, npeau aa nsnouassare Hepcludex

He usnoassaiite Hepcludex:
1. aKo CTe alepruuHu KbM OyJIEeBUPTHI WM KbM HAKOSI OT OCTaHAJINTE ChCTAaBKU Ha TOBa
nexapcTBo (M30pOeHH B TOUKA 6).

Axo He cTe CUT'YpHH, TOBOPETE C Bamms JICKap, nNpeau aa U3rnoj3BaTe ToOBa JICKAPCTBO.

IlpeaynpexaeHusi 4 NpeAna3sHu MepKU
He criupaiite neuenunero ¢ Hepcludex, ocBen ako BamusT nekap He Bu mockBeTBa Jja HarpaBUTe TOBA.
CriupaHeTo Ha JICYEHHETO MOXKe J]a aKTUBUpa HH(PEKIUATa OTHOBO U J1a BiIoIH Bamiero 3a0omsBane.

T'oBopete ¢ Bamms nekap wim papmaneBT, pean na usnonssare Hepcludex:

1. aKo 4epHUAT Bu 1po0 He HyHKIMOHUPA JOCTATHYHO 100pe — HE € U3BECTHO KOIKO J00pe
netictea Hepcludex mpu Te3n 06cTosTeNCTBa; aKo YepHUAT Bu apo6 He QyHKIHOHUpa 1oope,
uznon3sanero Ha Hepcludex He ce mpenopbuBa;

2. aKo CTe UMl 0BOpedHO 3a00sIBaHE MIIA aKO U3CIIEABAHUATA Ca TIOKa3aIHl MPoOJIeMH C
ob0penute. [Ipenu u mo BpeMe Ha JieueHUEeTO Bamust jgekap Moxe 1a Ha3HA4YU KPbBHH
W3CIeIBaHus, 3a J1a IPOBEPHU KOJIKO J00pe GpyHKIuoHupaT Oboperure Bu;

3. ako nMmate nHpeknms ¢ XMB wm Bupyca Ha xenaTuT C— He € H3BECTHO KOJIKO mo0pe melicTBa
Hepcludex npu Te3u obcTosiTencTa; Bammst nexkap Moxke 1a Bu Ha3Ha4n KpbBHU
M3CcIIeIBaHus, 3a J1a IPOBEpU ChCTOSHIETO Ha nHpekusaTa ¢ XMB wmm xenatut C npu Bac;

Jlena v roHOIIM
Jena mox 3-rogumHa Bb3pact wiu terio mox 10 kg He TpsiOBa aa ce nekyBat ¢ Hepcludex.

JApyru gexapcrBa u Hepcludex
TpsabBa na kaxxeTe Ha Bammsg iekap, ako U3M0JI3BaTe, HACKOPO CTE M3MOI3BAIN WM € BH3MOYKHO J1a
U3IMOJI3BaTE JPYTH JIEKapCTBa.

Hsxow nekapcTBa Morar ia yBenudar HexkelnanuTe peakuny Ha Hepcludex u He Tps0Ba na ru
U3MOJI3BaTe eqHOBpeMeHHO. [lopaau ToBa TpsiOBa a kakere Ha Barmmms jiekap, ako M3IM0I3BaTE HIKOE
OT TE3H JICKapCTBa:

LIUKJIOCIIOPHUH, JIEKApCTBO, KOETO OTUCKA UMYHHATA CUCTEMA;

€3eTHMHUO, U3MOJI3BaH 3a JIeUeHHe Ha BUCOKH HUBA Ha XOJIECTEPOI B KPBBTA;

upOecapTaH, U3MOI3BaH 3a JIEUCHNE HAa BUCOKO KPbBHO HAJIATAHE U 3a00JIABaHE HA CHPLETO;
PUTOHABHUD, U3MOJI3BaH 3a JieueHue Ha XV B nndeknus;

. cyJadacanasnH, U3M0I3BaH 3a JCUCHUE Ha PEeBMATOUICH apTPHT, YILEPO3CH KOJIUT U OOJIeCT Ha
Kpon.
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Hsikon nekapcTBa Morart Jia ycuisT win Hamanar eekrute Ha Hepcludex, koraro ce u3mon3sar
3aeqHO. B HAKOM cllyyan MOKe Jja ce HaJI0XKU IPOBEXKIaHe Ha ONpeeIeH! U3caeIBaHus Wi Bamust
JeKap MOKe J1a TPOMEHH J103aTa Wi 1a Bu nmpocnensBa penoBHO:

1. JIeYeHUs TpH pak (Hamp. 1a3aTUHUO, AOIeTaKceN, HOPYTHHHO, MTaKINTaKCeN);

2 AHTUXHMCTAaMHUHOBH JIEKapCTBA, U3IION3BaHM MK allepruu (Hamp. edacTtuH, hexcodeHaann);
3. JIeKapCTBa, MOBJIUABAIIN UMyHHATA CUCTEMA (HAMp. EBEPOTUMYC, CHPOIUMYC, TAKPOIUMYC);
4 JekapcTBa 3a jJedueHne Ha uHpekus ¢ xenatuT C u XWB (mamnp. mapyHaBup, TIeKarpeBup,

rpa3onpeBHp, HHIUHABUD, MAPABUPOK, TAPUTANPEBUD, CAKBUHABUD, CUMETIPEBUD, TUIIPAHABUD,

BOKCHJIATIPEBHUD);

JIeKapCcTBa TPH IradeT (Harp. TINOCHKIAMI, HATETJIHHU, pENariInHuN);

JIEKapCTBa NPU €pEeKTUIHA TUCPYHKIUs (Hamp. aBaHadui, cuiiaeHadu, BapacHadmwn);

7. JICKapCTBa 3a JICUCHUE HAa BUCOKO KPBBHO HAJISITaHE U 3a00JIsIBaHE HAa CHPIIETO (HATP.
onMecapTaH, TeIMICapTaH, BalcapTaH);
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8. CTaTWHH, JIEKAPCTBa, U3MOI3BAaHH IIPU BUCOKH HUBA Ha XOJIECTEPOJI B KPBBTA (HAIIp.
aTOpBacTaTHH, (PIyBacTaTHH, IOBACTATHH, TUTABACTATHH, ITPaBaCTaTHH, PO3YBaCTaTHH,
CHUMBACTaTHH);

9. TUPEOUTHHA XOPMOHH, U3IION3BAaHH 34 JICUCHUE Ha MPOOJIEMH C IIUTOBUIHATA JKJIE3a;

10.  andeHTaHWUI, OMHOUIHO JIEKAPCTBO, KOETO CE M3ITOJI3BA 32 JIeUeHHe Ha CHITHA OO0JIKa;

11.  0Oo3eHTaH, M3MOJ3BaH MPHU OCIOAPOOHA apTepHUATTHA XUIICPTOHHS;

12.  GycnupoH, IEKapCcTBO MPHU TPEBOKHOCT;

13.  Oynme3oHM[, M3MOI3BaH IIPHU aCTMAa M XpPOHUYHA 0OCTPYKTHBHA OenoapobHa OonecT;

14. KOHHWBaNTaH W TOJBANTAaH, U3IMOJI3BAHN 32 JICUCHHE HA XUTIOHATPHEMHs (HICKH HUBA Ha
HaTpuit);

15.  mapudenaunH, U3Mona3BaH 3a JEUCHNE Ha HEBOJIHO M3ITyCKaHE HA YPHHA;

16.  nmpoHemapoH, IEKapCTBO 3a ChPIIE MPU CHPICYHH APUTMUH;

17.  enerpunTaH, H3IMOJ3BaH IPU MUTPEHO3HH TJIABOOOIIHS;

18.  emnepeHOH, U3MOI3BaH MIPHU BUCOKO KPHBHO HAIATAHE;

19.  ecrpon 3-cyndar — XOpMOHAITHO JIEKAPCTBO MPU MEHOMAY3a;

20.  ¢demomuIMH U HU3OJIIUTIMH (JIEKapCTBa 3a CHPIIE);

21. nmomwuTammj — 3a JieueHHE Ha BUCOKH HHBA Ha XOJIECTEPOJ B KPBBTA;

22.  Jypa3uAoH U KBETHAIMH, aHTUIICUXOTHYHH JICKapCTBa NP MICUXUYHU Pa3CTPOUCTBA;

23. MHIa30iiaM | TpHa30JiaM, JeKapCcTBa 3a JeueHrne Ha 0e3ChHHE (HeCITOCOOHOCT 3a IIBJIHOIICHEH
CBHH) M TIpU aHecTe3us (3a Ja ce n3berne 60IKa IO BpeMe Ha orepartus);

24.  HaJIOKCEeroJ, U3MOJ3BaH 3a JIeYeHHE Ha 3aBUCUMOCT KbM OIMOUIHU JIEKapCTBa MPU CHIIHA
0oIKa;

25.  THKarpeiop, aHTHKOATYJAHT 3a MPeIoTBpaTsIBaHe 00pa3yBaHETO HA CHCHPEIIH.

BbpeMeHHOCT, KbpMeHe U (DEPTHIIHNTET

AKo cTe OpeMeHHa WM KbPMHTE, CMATATE, U€ MOXKE Jla CTe OpeMeHHa WX TJIaHupaTe OpeMEHHOCT,
nochkBeTBaliTe ce ¢ Bamus nekap npean ynotpebara Ha ToBa JiekapcTBo. He TpsiOBa ga nsnon3sare
TOBa JIEKapPCTBO, OCBEH ako Bammmst nexap He Bu e ka3an ToBa U3pUYHO.

AKoO cTe KeHa B JIETepOJIHA BB3PACT, He TPAOBa J]a M3MON3BATE TOBA JICKAPCTBO, 0€3 Ja U3Ioi3Bare
e()eKTUBEH METO/ Ha KOHTPAICIIIH.

I'oBopere ¢ Bamms nekap, 3a 1a peimure Janu TpsOBa Ja KbPMUTE B IIEPUO/IA Ha U3IIOI3BaHE HA
Hepcludex.

He e usBectHo namu Hepcludex Moxe na npemuHaBa B kbpmaTa. [Topaau ToBa TpsiOBa 1a ce B3eMe
pelIeHHe Tau Jja ce MPEYCTaHOBH KbPMEHETO, MU Ja Ce MIPEyCTaHOBH NpuitoxkeHueTo Ha Hepcludex.

lo¢pupane u padora ¢ MAIIUHU

3aMassHOCTTa M yMopaTa ca He)KeJIaH! PeaKIiy, KOUTO MOTAaT Ja OKaXKaT BIMSIHUE BBPXY
CITIOCOOHOCTTA 3a modupaHe u padoraTa ¢ MaIMHA. AKO UMaTe HIKAKBU OIACCHHsI, KOHCYITHpANTe
ce ¢ Bamus nekap.

Hepcludex ebabprxa HaTpuii
ToBa srekapcTBO ChABPKA MO-MaIKo OT 1 mmol HaTpwii (23 mg) Ha ml, T.e. MOXe aa ce Kaxke, Je
IIPaKTUYECKU HE ChIBPKA HATPUIL.

3. Kak na u3noassare Hepcludex

Bunaru n3nonspaiite ToBa JeKapcTBO TOUHO KakTo Bu e kazan Bamusar nekap. Ako He cTe CUTYPHH B
HEIo, nonuTanTe Bammus nekap.

Jo3upoBka

Hepcludex ce Impuiiara BEHBX JHEBHO KaTO MHKEKIUS 10 KoXKaTa (TTOIKOMKHA MHIKEKITHS ).
Bamusat nekap unu MeIMIMHCKA cecTpa e Bu moka)at Kak Jja IpUrOTBUTE U Ja CU MHKEKTUPATE
Hepcludex. Ta3u nucToBKa ChIbpa PHKOBOJCTBO 32 HH)KEKTUPAHE CTHIIKA IO CThIIKA, 3a J1a Bu
IMOMOTHE Ja MHXXCKTUPATE JICKAPpCTBOTO (B)K. TO4YKa 7)



IIpenopbuuTeiHa 1032
[Ipenoprunrennara no3a Hepcludex npu Bb3pacTHH € 2 mg BEIHBXK THEBHO.

[Ipenoppunrtennata no3a Ha Hepcludex nmpu nmauueHTH Ha BB3pACT OT 3 A0 MO-MajlKo OT 18 roauHu
3aBUCH OT TETJIOTO, KAKTO € IIOCOYEHO B TaOIMIATa I0-10ITY.

Bw3pact/Terno Ho3za KonnuectBo 3a
HHKEKTHpPaHe

Jena Ha BB3pacT 3 wiK MoBeye
rojauHu ¢ Terio 35 kg unu

2 mg BeAHBK THEBHO 1,0 ml
IOBEYE g Bel a ’
Jlena Ha BB3pacT 3 u moBeue
TFOJMHH C TETIO HAM-MaIKO
A 1,5 mg BemHBX THEBHO 0,75 ml

25 kg, vo mox 35 kg

Jlena Ha BB3pacT 3 u moBeue
TOAMHHU C TETJIO Haii-MaJIKo 1 mg BeIHBXK THEBHO 0,5 ml
10 kg, HO oz 25 kg

Bammsat nekap me Bu kaxke KoIko BpeMe Tps0Ba /1a U3IM0I3BaTe JIEKapCTBOTO.

AKo0 cTe H3M0J13BaJIM II0OBeYe 0T HeoOxoaumarta a03a Hepcludex
AKo cMmsTaTe, ye MOKe Jla CTe U3II0I3BAIM IIOBEYe OT HeoOXoaAnMara 103a, TpsOBa He3abaBHO Ja
KakeTe Ha Bamms nekap.

AKko cte nponycHaau aa uznoiaszsare Hepcludex
AKoO ca U3MHHAIIN IO-MaJIKO OT 4 Yaca OT npomycHarata go3a Hepcludex, mpuioskeTe npomycHarara
J103a BB3MOXKHO Haif-CKOpO M B3eMeTe Clie[BalllaTa IIaHupaHa J103a B 00MYaifHOTO BpeMe.

AKo ca u3MHHAIIM mOBeYe OT 4 yaca OT IpoirycHaTata no3a Hepcludex, He B3emaiiTe mpormycHaTara
no3a. [Ipunoxere crieaBaiiara 103a Ha cieBanus JIcH B 00HuaitHoTo BpeMe. He B3eMmaiite nBoitHa
J103a, 32 J]a KOMIICHCUpaTe MpOoITycHaTarta jio3a. TpsoBa 1a kaxere Ha Baus nekap, ako cre
npormycHanu no3a Hepcludex.

AKko cnpere u3noassaneTo Ha Hepcludex

Ako He m3non3Bate na npuemare Hepcludex moede, roBopete ¢ Bamwst nexap, mpeau 1ia cripeTe
nedenueto. CipaHeTo Ha JISYEHHETO MOXKE J1a peakTHBHpa nH(EKIHATa U [1a BiIomy Bamero
3abonsiBane. HezabaBHO TpsiOBa ga kakete Ha Bamus nekap 3a BCska MPOMSHA B CUMIITOMHUTE CIIEH
CIHMpaHe Ha JEYCHUETO.

AKO UMare HSKaKBH JIOBITHATETHA BBIIPOCH, CBBp3aHH ¢ yrnorpedara Ha Hepcludex, monuraiite
Bamus nexap wimm METUITHCKA CecTpa.
4. Bb3MoKHM HeKeJAHU peakuuu

Kakro Bcuukmu JICKapCTBa, TOBA JICKAPCTBO MOXE Jia IPCAN3BHUKA HEXKECIIaHNU pCaKINU, BBIIPEKU Y€ HE
BCCKHU I' ITIO0JTy4aBa.

Tp${6Ba Ja KaKXCTC Ha Bamms JICKAP, aKO CC NOSABAT HAKAKBU HCIKCIIAHU PCAKIUN UIIN 3a0€eNIeKNTE
APYTHU HEKCJIIaHU pCAaKIIUU, HCOIIMCAHU B Ta3U JIMCTOBKA.

CrenHaTa He)KeTIaHa PEaKIlus € ¢ Y4eCTOTa,,MHOT0 YecTH* (Moe Ja 3acerae moseye ot 1 Ha 10
AYLIH):
) ri1aBo0oJIne



o CBHpOExK
° p€akuru Ha MACTOTO Ha MHKCKTHUPAHE, KOMUTO MOKE [a BKIIIOYBAT IOAYBAaHE, 3a4CPBABAHC,
JpaszHeHe, IOCHHsABaHe, ChbpOexk, 00pUB, BTBBPAsSBaHE, MH(OEKLUS HIIH JOKaIHa 00IKa

CremauTe HEXXETIaHU peaKIiy ca yecTH (Moke 1a 3acerHat mo 1 Ha 10 gymm):
o 3aMastHOCT

rajicHe

yMopa

TpUNOITOA00HO 3a00sIBaHE

0oJKa B cTaBUTE

CreqHuTe HEXXETAaHU PeaKIny ca HedecTH (MoraT na 3acerHat a0 1 va 100 gymm):

° AJEPTUYHY PEAKIUH, BKIIFOUUTEITHO aHA(PUIAKTUIHH PeaKIiu (BHE3aTHU
JKUBOTO3aCTpalllaBally alepTUIHN PEaKIIUH ).

CuMITOMHTE Ha AJIEPTHYHU PEAKITUH MOJKE Jla BKITIOYBAT:

J 3ayX WIN XPHUIIOBE
J OTOK Ha JIMIETO, YCTHHUTE, €3UKa MU T'bPIIOTO (AHTHOCAEM)
o KOXKHU 0OpHBH

o MPOMEHH B KPHBHOTO HAJSATaHE MU ChpJeyHaTa YeCTOTa

CumrtomMuTe Ha aHaMUITaKTHYHA PEAKIUs ca MoJ00HN Ha Te3W MPH aIepTUYHA PEaKIHs, HO IM0-
TEXXKHU M U3UCKBAT He3a0aBHA MEIUIIMHCKA TOMOIII.

Kpweuume uzcnedsanus cvuyo modice oa nokasicam:
o MOBUILIEHUE HA HUBOTO Ha )KII'BYHUTE KUCEIUHHU B KPBBTA (MHOTO YECTH)
. MOBHILIEHUE HA OpOst Ha 0NN KPBBHU KJIETKH (€03MHODWIN) (YECTH).

Cpo0maBaHe HA HeKeJIAHU peaKIuu

Axo IMOJIYYUTC HAKAKBU HCKCIIAHU JICKAPCTBCHU pC€aKlIMU, YBEAOMCETE Bamms JICKap ujin
MEIUIMHCKA cecTpa. ToBa BKIIOUBA BCHUKH Bb3MOXKHU,HECOMTMCAHU B Ta3U JINCTOBKA,HEXKETAHU
peaknuu. MoxeTe ChIIo Jja ChOOIUTE HeXKEaHH PEaKIUK JUPEKTHO Ype3 HAIlMOHAIHATA CUCTEMA 33
choOIIaBaHe:

Hmanuancka azenyus no iexapemeama
Yeocaum:
https://www.aifa.gov.it/content/segnalazioni-reazioni-avverse

Kato cpoOm1aBaTe HeXXeIaHU peakiuu, MOXKETe Ja JaeTe CBOs IIPUHOC 32 MOJIyYaBaHe Ha IOBeYe
UHQOpMAaIHsi OTHOCHO 0E30MIaCHOCTTA Ha TOBA JIEKapCTBO.

5. Kak na cexpansasare Hepcludex

[a ce cpxpaHsiBa Ha MsICTO, HEIOCTBITHO 32 Jela.

He u3non3Baiite TOBa JIGKapCTBO CIIE] CPOKA HA FOJHOCT, OTOEIsI3aH BbPXY KapTOHEHATa OITAaKOBKA U
(hnaxona cien ,,I'ogen mo:“. CpoKBT Ha TOTHOCT OTrOBaps HA MOCIIEIHUS JICH OT MTOCOYEHUS MECEIl.

Ja ce cpxpansaBa B xmaauiHuK (2°C—8°C). CrxpaHsaBaiiTe (prakoHUTE B KapTOHEHATa OMAaKOBKa, 32
Jla ce mpeanasy OT CBETINHA.

[IpurorBeHuAT pa3TBOp TPsIOBA Ja ce U3MOI3Ba He3abaBHO. AKO 0baye ToBa HE € Bb3MOXKHO, TOH
MOJKE JIa C€ ChXpaHsBa A0 2 yaca npu temiepaTypa ao 25°C.

He uzxBbpsiiTe JekapcTBa WIK U3IMO0JI3BaHU UTJIM B KaHAJIM3AIUSITa WIK B KOHTEHHEpa 3a JOMAIIHU
otnanwiy. [lonuraiite Bamus dhapmarieBT kak 6€30MacHo Ja U3XBBPIIATE JIEKapCcTBaTa U
H3II0JI3BAHUTE HTJIH.



6. C'b)l'bp?l(aﬂl/le Ha OInMaKoOBKaTa M J0IIbJHUTE/IHA I/IH(l)OpMaIIHﬂ

Kakso cbabpxa Hepcludex

AKTHBHO BelecTBO: 2 mg OyyneBupTua. Beeku ¢nakoH chabpxa OylneBUPTHAOB aLeTar,

eKBHBAJICHTEH Ha 2 mg OyJIeBUPTH]I.

Hpyru cbeTaBku: O€3BOJICH HATPHEB KapOOHAT, HATPHEB XUAPOTeHKApOOHAT, MAaHUTOJI,

XJIOPOBOAOPOJHA KHUCEJIMHA, HATPUEB XUAPOKCHU.

Kak usraexna Hepcludex n kakBo chbabp:ka ONaKOBKATA
ByneBupTHn e nmpax 3a WHKEKIIMOHEH Pa3TBOP M € OsUT A0 TOYTH OsUT TIpax.

Bcska onakoBka cpapprka 30 eqMHUYHA JO3H.

IIpuTexares HA pa3pelleHHETO 32 yNoTpeda

Gilead Sciences Ireland UC
Carrigtohill

County Cork, T45 DP77
Hpnangus

IIpousBoaureJ
Gilead Sciences Ireland UC

IDA Business and Technology Park

Carrigtohill
Co. Cork
Wpnannns

3a momreIHMTENHA HHPOPMAIHSI OTHOCHO TOBA JIEKapCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
MpeICTaBUTEN HAa IMPUTEXKATEN Ha pa3pelIeHueTo 3a ynorpeda:

Belgié/Belgique/Belgien
Gilead Sciences Belgium SRL-BV
Tél/Tel: + 32 (0) 24 01 35 50

Buarapus
Gilead Sciences Ireland UC
Tem.: +353 (0) 1 686 1888

Ceska republika
Gilead Sciences s.r.0.
Tel: + 420 (0) 910 871 986

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

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

Luxembourg/Luxemburg
Gilead Sciences Belgium SRL-BV
Tél/Tel: + 32 (0) 24 01 35 50

Magyarorszag
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



EAada

Gilead Sciences EAAGg 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 EAAGg M.EIIE.

Tnk: + 30 (0) 210 8930 100

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

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

Roménia
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

United Kingdom (Northern Ireland)

Gilead Sciences Ireland UC
Tel: + 44 (0) 8000 113 700

JaTta Ha mocJeqHO mpepasriexaane Ha aucToBkara 11/2024.



7. PBLKOBOICTBO 32 MHKEKTHPAHE CTHIIKA M0 CTHIKA 32 MANMEHTH/MOJIATAIIY TPHKH JIMIA
IIpenn ma m3mon3Bare Hepcludex TpssOBa mbpBO 1@ mpodeTeTe TOYKH 1—6 OT Ta3H JTUCTOBKA.

[Ipenu na 3amodHeTe JIeYeHUE C TOBA JIEKAPCTBO BKBINM, BammsaT ekap Ui MeIUIUHCKa cecTpa e
Bu nokaxar kak ia npurotrsute u nmxkektupare Hepcludex. HactosmoTo pproBoACTBO OKa3Ba KakK
na npurotBuTe 1 nHxektupate Hepcludex. ['oBopere ¢ Bammms nekap nnm MeguuuHCKa cecTpa, ako
HE CT€ CUTYPHH OTHOCHO HEIIO WJIM UMaTe BBIIPOCH, WIH C€ HYXK/IaeTe OT MoBedYe WH(HOPMAITUS HITH
oMo, OTaeneTe BpeMe, 3a J1a IPUTrOTBUTE BHUMATEITHO U HHKekTupare Hepcludex.

Axo Ha Bamero gere e npeanucan Hepcludex, Ho He MOXe /1a TO IpHUiIara caMoCTOSITEITHO, OObpHETE
BHHMaHHE, Y€ Is1aTa HHQOPMAIHs B TOBA PHKOBOJICTBO CTHIIKA IO CTHIIKA 32 IPHJIaraHe Ha
Hepcludex e Hacouena kpM Bac xato mosnarao rpuxu Juie 3a AeTeTo.

Jenara u roHOIIHTE TPOBA 1a IpUJIAraT CaMOCTOSITEITHO MHKEKIIUATA CaMo Clie]] O0y4YeHHe OT
MEIUITMHCKH CIICITHAIKCT | IO HaOIIOACHUETO Ha BH3PACTHO ITOJIATAIIO0 TPYIKH JIHIIC.

MecTa HA HHAKEKTHPaHe Kopem T'opnara yact Ha
0eapoTo

Haii-noOpute mecrta 3a HHXEKTUpaHe ca
KOpeMa M TOpHaTa JacT Ha Oeapara, KakTo €
MOKa3aHO Ha MIIFOCTPALMUTE. 3a J1a ce HAMAJISAT
peaKuuuTe Ha MACTOTO Ha HHXKEKTUpPAHE,
MO>KETE J1a IIPOMEHSTE MICTOTO Ha
nmkektupade Ha Hepcludex pemosro. He
umkekTupaiite Hepcludex B cieqnure
o0nacTy: KOJISTHO, CIa0WHM, JOJTHATA HITH
BBTpPEIIHATA YacT Ha CEANNILETO, TUPEKTHO B
MSICTO HaJ KPBBOHOCEH ChJl, OKOJIO IIBIIA,
pBOIIOBa THKaH, MSICTO ChC CHHHHH, OCHKA,
XHpYprudeH OeJier, MsCTO C TaTyHpOBKa WU
U3rapsiHe WM KbJETO UMa PeaKius Ha MSCTOTO
Ha WH)KEKTUpPaHe.




1. Ilpean NH:KeKTUpPaHe

A 2-8°C
k ] r
) N
e
1A 1b 1r
CbxpaHeHue Ilpurorssine Ha HN3muBane Ha pbuere IlouncrBaHe Ha
A03UTe (paaxkona

®nakoHUTE CriemauTe yKa3aHUS M3muBaiite perere cu  M30bpieTe ropHara

Hepcludex TpsioBa na
ce ChXpaHsBaT B
OpHTHHAIIHATA
OIaKOBKa B
xnanunauka (2—8°C),
3a J1a ce Mpearnasu
Hepcludex ot
CBETJIMHA.

ca 3a pa3TBapsiHe Ha
eIMHUYHA 103a.

no0pe che callyH U
TOIUIA BOJIA U TH
HOZICYIIETE C YHCTa
KbpIIa.

Crnen xato pwuere Bu
ca 4KCTH, He
JIOKOCBaMTE HUIIO
JIpyro, OCBEH
JIEKapCcTBOTO,
KOHCYMaTHUBUTE U
00J1acTTa 0KOJI0
MSCTOTO Ha
WHXEKTHUPaHE.

4acT Ha ()IaKOHa C HOB
TAMIIOH, HAIlOEH ChC
CIIUPT U 51 OCTaBeTe Ja
HU3CBXHE.

AKO IOKOCHETE
ryMeHaTa ropHa 9acT
cJie]] MOYKCTBaHeE,
OTHOBO MOYHCTETE C
HOB TaMIIOH, HAIlOeH
CBC CIHPT.



2. CMecBaHe HA HHIKEKIUATA

.
&
=
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2b 2B
H3Terisine Ha cTepuIHa BOAA HNuxkekTHpane Ha BaumaresiHo

CTEPHUJIHATA BOAa B CMeECBaHe HA

npaxa Hepcludex
Bsemere cnpunnoBkata. I[loctaBere mo-aparata Baumarenno Baumarenno

UTJIa BBPXY Hesl.

Ba:xuo! YBepere ce, ue obe3onaceHara uria e
IOCTaBeHA ILTHTHO, KaTO S HATHCKATE JICKO,
JIOKaTo 5 3aBbpTaTe 110 IT0COKA Ha YaCOBHUKOBATA
CTpeliKa.

M3abppnaiiTe miiactMacoBaTa Kamauka.

OTtBopeTe (prakoHa ChC CTEpPHUIHATA BOJIA 32
WHXEKIUA. BeBenere urinara BsB (akoHa U
BHUMATEJIHO 00BpHETE (hiIakOHa ¢ BOJIa C TOpHATA
4acT Ha/loNly. YBEpeTe ce, 4Ye BbPXbT Ha Urjara e
BUHATH 0] TOBFPXHOCTTA HA BOJIATA, 32 JIa CE
MPEIOTBPATH MOMATaHETO HA BH3IYIITHA
MeXypueTa B CIIPHHIIOBKATA.

baBHO m3mppnaiiTe OyTaNIOTO HABBH, 32 Ja

usrernute 1,0 ml crepuiHa Boga B COpUHIIOBKATA.

BrumarenHo n3BajieTe uriata cbc CIpUHIIOBKATA
oT (hrakoHa.
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rouykaire prakona
Hepcludex, 3a na
pasbueTe npaxa.

BwBenere urnara Ha
CHPHUHIIOBKATA ChC
CTepWIIHA BOJIa BHB
(hmakoHa MoJ BI'bIL.

Nuxextupaiite
CTEepUJIHATA BOAA
0aBHO, Taka 4Je J1a ce
CTHYa MO CTeHAaTa Ha
(akoHa B TIpaxa.

H3Bagere uriara ot
(akoHa U MoCcTaBeTe
CIPHUHIIOBKATA U
Wrjara Ha 0e30macHO
MSICTO.

MmovyKanTe (pirakoHa
Hepcludex ¢ mpseT B
npoabKeHue Ha 10
CeKyH]IH, 32 J1a
3aII09HE pa3TBapsHE
Ha mpaxa.

Crnen ToBa
BHUMATCIIHO
HaNpaBeTe BbPTEIUBU
JIBHKEHUSA C U3MPaBEH
(hrakoH MeX Iy
JUTAHUTE CH, 32 J1a C
rapaHTHpa HaITbIHO
CMecBaHe. YBepere
ce, 4e HAMa Tpax,
3aJIenHal 1o CTeHara
Ha (JIaKoHa.

Ba:xno! He
paskiamanTe
(hbnakoHa.
Pazknamanero e
JIoBeze 10
obOpasyBaHe Ha TIsTHA U
I[e OTHEME ITOBEUE
BpeMe 3a pa3TBapsHe
Ha JICKapCTBOTO.




11 e
N\
2r 210 2E
IIpoBepka Ha Hepcludexe roros 3a HH:KEKTHPaHe IloyucrBane Ha
Hepcludex (¢p1akona

Cren kaTo mMpaxbT
3aroyHe /1a ce
pasTBapsi, TO 0OCTaBETe
HacTpaHU U TOH 1Ie ce
Pa3TBOpPHU HAITBJIHO.

Crnen mouykBaHe Ha
(hmakoHa,
pa3TBapsIHETO MOXKE
Jla OTHEME JI0

3 MUHYTH.

Koraro e cMeceH HambJIHO, Pa3TBOPBT
Hepcludex tps6Ba na Obae OUCTHP.

Ba:kno! Hamremao pastBopenust Hepcludex
TpsiOBa na Ob1ie OUCTBp U Oe3 msHa.

AKO pa3TBOPBT U3IIIEK/Ia PA3TICHEH WIIN
XKBITECHUKAB, My TaliTe TOBEYE BpeMe 3a
pasTBapsHe. AKO BIDKIATe MEXypuerTa,
BHUMATEITHO MToYyKaiiTe (prakoHa, J0KaTo
M3Ye3HaT.

Axo BMIKIOATC 4aCTHULIH B pa3TBOpa, CJICA KAaTo €

(HamBIIHO) Pa3TBOPEH, HE M3TIOI3BANTE TO3H
¢nakon. CBbpikeTe ce ¢ Bamus ekap wiu
¢apmanesTa, koiito Bu ro e ormycHai.

PaztBopenust Hepcludex TpssoBa na ce
M3M0J3Ba He3a0aBHO.
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ITouncrere ropHara yact
Ha ¢rakona Hepcludex
OTHOBO, KaToO
M3II0JI3BaTe HOB HAIIOCH
CbC CIIMPT TaMIIOH.

OcTtaBeTe MICTOTO Ja
N3CBXHC.



3. UnkekTHpaHe Ha f03aTa

3A 3b 3B 3r
BnBeaere uriara H3reraere 3aBbpuIBaHE HA CMmsiHa 1
BbB (JJIaKOHA Hepcludex MOATr0TOBKATA U3XBBPJISAHE HA
Hrjara
Bsemere Buaumatenno Buumarenno OtcTpanere mno-
CIIPHHIIOBKATA. o0BpHeTE (yIaKoHa C MOYyKaiTe WIH IIBIITATa UTJa OT
rOpHaTa 4acT HaJoly.  IOTYyIaWTe CIIPUHIIOBKATA U 5

BwbBenere urnara BbB
(hmakoHa c
Pa3TBOpEHHS
Hepcludex.

VYBepere ce, 4e BEPXBT
Ha UIJIaTa BUHATH €
MOJI IOBBPXHOCTTA Ha
pastBopa Hepcludex,
3a J1a ce MpeaoTBpaTh
HABJIM3aHETO Ha
BB3YIIHU MEXypueTa
B CIIPUHIIOBKATA.

[IpoBepete nByKpaTHO
KOJMYECTBOTO 32
WH)XXEKTHpaHe, KaTo
M3MOJ3BaTe
TabnuIaTa, HapeYeHa
Ilpenopvuumenna
0o3a B TOYKa 3 Ha
JUCTOBKATA.

Wznbpmaiite 6aBHO
OyTayioTo 3a
U3TETJISIHE Ha
HEO00XOIMMOTO
KOJIMYECTBO TEUHOCT.

CIIPUHIIOBKATA U
HATHCHETES/U3AbphaiiTe
OyTamnoro, 3a 1a
OTCTpaHUTE
JOTIBITHUTEIHUS BB3IyX
U MexypueTtara.

3a 1a cTe CUrypHH, e
1Ie UMaTe TOYHOTO
komuecTBo Hepcludex
B CTIPHHIIOBKATa, MOXKE
Jla ce HAJIOXKHU 12
n3abpHaTe OyTaIoTo
cliesl MapKUPOBKAaTa Ha
CIPUHIIOBKATA.

BuaumartenHo u3Bagere
HUryaTa chbC
CIIPUHIIOBKATa OT
¢rakoHa.

Bawkno! Crnen
yroTpeda u3XBBpIIETE
(hi1aKoHa, BKITFOUUTEITHO
0CTaHaJIoTO
HEH3II0JI3BAHO
KOJIMYECTRO.
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U3XBBPIIETE IO
MOIXOAII HAYMH,
Taka 4e HUKOH J1a He
MOJXKe 1a Obe
HapaHeH.

Ba:xxno! He
MOCTaBsANTE
IracTMacoBaTa
Kamadka Ha urjara.




IIpukpenBaHe Ha
HIJ1aTa 32
HHKeKTHpPaHe

H300p Ha MsicTO HA
HHKEKTHpPaHe

3K
IloaroroBka Ha
MSACTOTO HA
HHKEKTHPaHe

33
NuxexTnpane Ha
Hepcludex

IToctaBeTe mmo-Kncarta
WTrJa Ha
CIIPUHIIOBKATA.

Ba:kno! YBepere ce,
ye obe3omaceHara
Urja e 3aKpereHa
CTaOUIIHO, KATO 5
HATUCKATE JIEKO,
JIOKATO S 3aBbpTaTe
110 IMIOCOKA Ha
YaCOBHHMKOBATA
CTpernKa.

Mznbpnaiite
IIacTMacoBara
Karayka.

W3bepere msicTo,
pa3nuYHO OT TOBA, HA
KOETO CTE MOCTABIIIN
HocJieiHaTa cu
WHXKEKIHSL.

ITouncrere MsICTOTO HA
UHXEKTHUPaHE C HOB
TaMIIOH, HAIIOEH ChC
CITHPT.

3aroyHeTe OT LHCHTBpPA
" KaTo IIpujiaraTe
HATHUCK IIOYUCTETEC C
KpBbIroBO ABHUKXCHHUC B
IMOCOKAa HaBbH.

Bazxno! OcraseTte
MSCTOTO Ja U3CHXHE.

3axBaHeTe U 3aPBHKTE
I'BHKA OT KOXKaTa OKOJIO
MSCTOTO Ha
WH)KEKTUpAHE.
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BoBenere uriara B
KO0>KaTa MO bI'bI OT
45 rpanayca. Ilo-
roJistMaTa 4acT OT
uriara TpsoBa qa Obne
BbBeEJEHA B KOXKaTa.

baBno HaTtucHerte
OyTaJIoTO JOKpaif, 3a 1a
HUHXXEKTHUpaTe
Hepcludex.

I/I3BaneTe urijiara oT
KoXXara.

OtcrpaHeTe urnara ot
CIPUHLIOBKAaTa U
U3XBBPIIETE U IBETE
0 TIOJXOISII HAYMH,
TaKa ye HUKOM 1a He
Moe fa Ob1e
HapaneH (Bmxre 3I).



