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JIMCTOBKA 3A NMMALUMEHTA
Zerit 50 mg TB'BPAM Kancynu ¢ YyabiKeHo ocBoboXaaBaHe

Mornis, npoueTeTe BHUMaTeNHO LsnaTa NMUCTOBKa Mpesu Aa 3anovyHeTe npuema Ha
TOB& JIeKapCTEO.

= 3Banasere Tasu NUCTOBRKA, Thil KaTO MOXE Aa uvaTte HeoBXoANMOCT 4a A npoyeTteTe
OTHOBO.

x  AKO MMaTe HAKaKBU AOMbLIHUTENHN BBIPOCY, Mons obbpHeTe ce KbM Balmsa nekap.
= ToBa NeKapcTBO e ApeanucaHo nuuHo Ha Bac u He TpsGBa Aa ro npeoTcThiiBaTe Ha
apyri. To MOXe [ia UM HaBpeaW, HE3ABUCHMO OT TOBa, Ue TEXHUTE CUMMTOMM

W3rNeXnaT cbllo KaTo BawnTe.

THLProBCKO UMe Ha NeKapCTBeHUS! NPORYKT

Zerit 50 mg prolonged-release hard capsules

3eput 50 Mr TBBPAYM KaNcyny ¢ YABIMKEHO ocBoboXdaBaHe
Stavudine

CtasyauH

CwcraB
AKTrBHO AeficTBalloTo BellecTso e craByauH 50 mr (stavudine 50 mg)

HpymTe cbCTaBKu Ha rpaHynuTe B TBBPAATA Kancyna ca: MOHOXWAPaTHa NakTosa
(11.67 mg), mMarHesnes cTeapar, MUKPOKpUCTanHa Lenynosa, XunpoMenosa, Tasnk,
BOOHA AWCMEpcus Ha  eTWUnUenynosa wn  JectyurnivpadHn  adetunipalu
MOHOFNNLEpnan.

Kancynata € cbCTaBeHa OT JXenatuH, HaTpues naypuncyndgar, CUIUKOHOB
avokewa, TutaHues auwokcup (E 171), yepeen xeneseH okcug (E 171), xenT
wernesed oxewg (E172) u Hagnuc cbC CUMHBO MacTMNO BBbPXY Kancynara,
cbobLpXawo Tutahnes avokcup (E171), whgwro xapmuk (E132), wennak u
MpOnUIieH rIKon.

Mme 1 agpec Ha npovu3BoauTens

BRISTOL-MYERS SQUIBB
Champ “Lachaud”, La Goualle
F-19250 Meymac - France

Mme 1 agpec Ha NpUTexarTens Ha paspelleHUETo 3a yrnoTpeba

EPUCTBI-MAUEPC CKYWUE BEbITTAPUSA
Yn. "20-Tu anpun" Ne 6
1606 Codunn




1.  Kakeo npedcmaerisica 3epum 50 M2 mewspdu Karicynu ¢
yOuinKkeHo oceoboxOasaHe U 3a Kakeo ce rpuiiaza?

Kax ce mpemmnaraT M Kak usrnexparT TBBPAUTE Kancynu 3epUT ¢ YOBIDKEHO
ocBobOXaaBaHe

3epur 50 Mr TBBpAY Kancynu C yAbMKeHO ocBoboxpasaHe ca HenpospauHu
OpaHXeBu Kancynu, KaTo BbpXy eAHaTa nonosuHa uma Hagnuc BMS /50 mg, a Bbpxy
apyrata 1556. Kancynute ca noctaBenu B OANCTEPU, KaTO BCAKA ONAKOBKa CbabpKa 3
Brniuctepa ¢ no 10 TBbpAK Kancynu BbB BCEKWU OT TAX .

Kakso fpepgcraensaBaT M Kak AelCTBaT TBLpAUTe Kancysv 3eput ¢ YOLIMKEHO
ocBoboXxaAaBawe?

3epuT nNpuHAONeXUW KbM rpynara Ha MPOTUBOBUPYCHUTE JeKapcTea, W3BECTHM oLle
KaToO aHTUPETPOBUPYCHU, HAPUUaHKU HYKNEO3NAHN aHanosu, UHXubUTopu Ha oGpartHarta
TpaHoKpunTasa. Te ce U3Nons3sar 3a JieueHne Ha NauueHTuTe, UHMeKTUpaHu ¢ Bupyca
Ha qosewxus umyHogedununt (HiV).

ToBa riekapcTeo, B KOMBMHaLUMa ¢ OpYrn aHTUPETPOBUPYCHU CPencTBa, Hamarsiea
KOSIMYECTBOTO Ha BUPYCa, KaTO HUBAtTa MY OCTaBaT B HUCKWM rpaHuum. JlekapcTBoTo
noBuilaBa cbio 1 Bpost Ha CD4 knetkute. Tean wnetku (CD4) urpasT BaxkHa pons 8
nopgbpXaHeTo Ha 3gpaea MMYHHA cucTema, KaTto ce “bopsat ¢ uHdekuusta. OTroBopa
OT FIE4EeHNETO CbC 3epUT Bapupa npu oTAEeNHUTe naumenTu. ETo sawo Bawmar riekap
e npocnegasa eeKTMBHOCTTa Ha BalueTo feveHue.

3epuT TBLpAY Kancynu ¢ YAbIMKeHO ocBoboXAaBaHe ChbpXa MPaHyn CbC CTaBYAVH,
KOWTO Ca Taka MOKPUTK, Ye [Aa MoraTt fa OCbLIeCTBABAT MOCTOAHHO U KOHTPOMMpPaHo
ocBobopapaHe Ha CTaBYAWH 3a Nepuos OTF 24 vaca. ETo 3awo, nekapcrBoto ce
npuema BeJHLX [IHEBHO.

3eput MOXe Aa nogpodbpu cberosiHMeTo Bu, Ho Tol He nekyea Bawata uudekuus,
npudnHEeHa OT supyca Ha 4yoBelukust umyHogeduuuT (HIV). Jlevyenneto cbe 3eput He
HamansBa pucka OT NpeHacAHEeTo Ha Bupyca Ha Apyru nulia, vypes cexcyaneH KOHTaKT
vrin 1o KpbBeH nbT. ETo 3auwo, Bue TpaAbea ga npofibnXakaTe fa cnassare
CLOTBETHUTE MEPKM 3a nNpeanassaHe npeAaBaHeTo Ha BUpYyca Ha Apyru nuua.

[Mlo BpeMe Ha nedyeHMETO MOraT Aa HacTbhsaT W ApYrid UHMEKUUW, CBLp3aHn ¢
noHwxeHun By umyHuTeT. ToBa u3ucKkea crieuvdn4HO, a MOHsKora MpPeBaHTUBHO
fleyeHme.

2. Kakeo mpsnibea Oa 3Haeme npedu Oa 3anoyHeme rnpuemMa Ha
3epum 50 M2 menpdu Karicyiiu ¢ YObLImKeHOo oceo6om6aeaﬁe?
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He npvematite 3epuT TRLPAYM Kancyriy ¢ yobIMKeHO OCBODOXAaBaHe ako:

MimaTe CBPLXYYBCTBUTENHOCT (aneprus) KbM CTaByOWH WMKU KbM HSAKOS OT Apyrute
CHCT2BKY HA NMEKAPCTBOTO (BIK OPYTUTE CbCTaBKY).
CebpxeTe ce ¢ Bawuusi nekap 3a cbBeT.

Ob6nLpHeTe crieyuanHo BHUMaHWe MpWU nNpuema Ha 3epuT TBBPAW Kamncynu ¢
yObIXeHo ocBoboXjaBaHe NMpU criegHUTe OOCTOATENCTRA:

Mpeau npuema Ha riexapCTBOTO yBeaomeTe Baius nexap axo:

» crpagate oT 6u6peyuHo MK YepHoApobHo 3adornisiBaHe (KaTo Hanpumep XenaTuT),

* axo umarte nepucepHa HeBponatTus (NPOOBIBKUTENHA CKOBAHOCT, WK U3TpbNBaHe
uny 0OMKK B KpakaTa (cThranara) unm pblete), uni

*  CTe npeKapany naHkpeatuT (BbananeHue Ha naHKkpeaca).

[pynarta NekapcTea, KbM KOUTO MPUHAANEXU N 3epuT, MoraT noHsixora ga Aoseaar 4o
€4HO (haTanHo CLCTOAHWE, HapevyeHo nakraTHa auuaosa, 3aefHo ¢ yronemsisaHe Ha
yepHUAT apob. Toea cbecToRHKUEe 0BUKHOBEHO He Bb3HWUKBA fipeau Aa U3MUHAT HAKOMKO
mMeceua OT Hayanoro Ha nevyeHueto. Tasu psifika, HO MHOro cepuosHa Hexeraa
FiEKapCcTBEHA peakuusi ce nosissiea No-4ecTo npy KesuTe, ocobeHo npu Teau ¢ BUCOKO
HagHoOpMeHO Terno. B pgonbriHeHWe Ha ToBa, MMa fAaHHW 3a pefku crniydan Ha
uepHOoAPoOHO/OLOPEUHO YBPEXKAaHE VNN XenaTUT C haTaneH usxoa,.

Buxary TepceTe Bawma nekap npu nossata Ha:

*  [POABIDKUTENHO MITPBLIBAHE, CKOBaHOCT MUK Bonka B cTbnanata wunv peleTe
(ToBa moxe aa 6bAe npuaHak 3a Hayana Ha nepudiepHa HeBponaTus, TEXKa
HeXXernaHa peakuua 0T CTpaHa Ha HepBUTe), MycKynHa craboct, uru

»  KopemHa Dornka, rageHe Wriv NoBpbLYaHe, Unn

*  yyecTeHO AbNOOoKo AvliaHe, CLHMMBOCT (KOATO MOXE A2 € Npu3HaK Ha NaHKpeaTuT,
YyepHoAPOBHO yBpeXaaHe, KaTo XenaTuT WK nakratHa aumwaosa).

Ynortpeba npu geua

HsMma goctatsbyHo AaHHW OTHOCHO ynotpebaTta Ha 3epuT TBhPAY KalCymnu ¢ YAbMKEHO
ocBoboxaBaHe npu pgeua. flekapcreenute copmu Ha 3eput € HesabaBHO
ocBoboXpaBaHe (kancynw W npax 3a nepoparneH pasTBop) Ce Npunarar 3a feveHne Ha

Aeua,

Mpuem Ha 3epuT TBBPAU Kancynu ¢ yablxeHo ocsBoboxaaBaHe, 3ae8HO ¢ XpaHa
M HanuTku e
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Kancynute morar ga ce nipuemMar ¢ unu 6es xpaxa.

BpemeHHoCT

WuthopmupaliTe BalumsT nekap, ako cre BpemerHa unu niladupate 6pemeHHocT. Thit
KaTo ¥Ma JaHHW 3a nosBaTa Ha NakraTtHa auugosa (noHskora cartanka) npu GpemeHHn
HEeHU, NMpuemany craByfAuMH B KOMOMHaUWs C ApYrd aHTUpPETpoBUPYCHY CpescTea, no
Bpeme Ha BpeMeHHOCT ToBa nekapcTeo Tpsabba aa ce npuema, camo crep KOHCyrTaLms
C fiekap.

KepneHne

Wuchopmupaitte BawmaT niekap, ako Kepmute, [NpenopbysBa ce XxeHute, MHexTupaxu ¢
HIV B HuKakbB Cnyyail fa He KbpMmsAT, € orrnef fpefnassaHe nNpeMuHasaHeTo Ha
supyca Ha HIV y KbpmaueTo.

HlodupaHe n paboTta ¢ MaWmHy

He ca npoBexgaHu ripoyuBaHus 3a oleHka Ha edekta Ha 3eput TBLPAU Kancynu ¢
yaBbimkeHo ocBoboXaaBaHe BbpXy criocobHocTTa 3a wodupaHe n pabora ¢ MalvHu.

Baxna uHcdopMaluusi OTHOCHO HAKOM OT CLCTABKUTE Ha 3epUT T8'LPOM Kancyny ¢
YO bLIDKeHO OCBODOX OaBaHe

Tesu Kancymnu CbAbmKaT Nakro3a. Bue He Tpabea Aa nipueMaTe ToBa NeKkapcTBo, aKo
cTpagare OT HAKOe OT pepkute HacnenctseHn 3abonsABaHus, KaTo ranakrosHa
HEMOoHOCUMOCT, HEAOCTUI Ha IiakTasa WKW [AIoKO30-Tanakrto3Ha manabcopbuus
(HapylueHo ycBosABaHe).

[Mpuem Ha gpyru nexkapcrea

Mosis, nHdopmupaiite Bawwus nexap , B criydail 4e npuemMare unu ckopo cre npuemarnm
HAKAKBK APy NMeKkapcTea, [opY UM Tesu, KOUTO Cam CW 3akyhnyeBaTte OT anTtekarta (6e3
peuenta). C u3KIIOYEHUe Ha 3MBOBYAMH, KONTO BBL3AESWCTBA BBLPXY aKiMBHOCTTA Ha
CTaBYAWH, 3EpUT TBLPAK Karncy/in ¢ yABILKeHo ocBobOX/daBaHe MOXe Aa ce npuema ¢
TIOBEYeTO, YeCcTo U3Nonssaklu nekapcrea oT naunentute ¢ HIV undexuus. Te Brrtousar
fpoTeasHn uHxubuTopu ( KaTo HeripuHaBuMp) U ApYrM  MHxuBbUTOpK Ha cbpaTHata
TpaHcKpunTa3a. ToBa nekapcTBo He TpsiOBa fia ce npunara 3aefHo ¢ BOKCOpYOULIMH.

3. Kak Oa npuemame 3epum 50 M2 meBpOU Kancynu ¢ yOLIiHeHOo
ocegoboxxCaeane?

Lio3upoBKa U YKa3zaHus 3a npasuiiHa ynotpeba

Bawwmsar niekap we onpepgeny Bawara AHEBHa [o3a, BL3 OCHOBA H »’T&I‘J‘JOTO Bn "

nHauBnayanHute Bu ocobenoctu. Mons, criassante CTPUKTHO Teasﬁf npenop'bm Tbld
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KaTo Taka We wmarte Hai-goObp waHc 3a 3abaBsHe pasBUTUETO Ha Pe3UCTEeHTHOCT
(HeuwyBCTBUTENHOCT) KbM TOBa nekapcteso. He npomeHsiite camMm gosata w
npoawinKasanTe fAa npuemare siekapcTBoTo, Aokato Bawmst nekap He By xaxe Heljo
APYyro.

pu BBL3pacThn ¢ Terno 60 n noeeye Kunorpama, obuyantara HavyanHa gosza e 100 mr
BeAHBLH SHEBHO. AKO TefrnoTto e nog 60 kr, obuyaiHaTa HavanHa 403a € 75 Mr BefHbX
AueBHo. B Toan cniywaii Tpabsa ga ce usnonssa Apyra Aososa hopma (Hanpumep
3eput 75 Mr Kancynu ¢ yabmkeHo ocsoboxaaBane). Ako Baluara 6ubpeuHa thyHkunA
€ HapywieHa, pgHesHata Bu pgosa Tpsibsa pa Obae rnpomeHeHa. Creppaiite
npenopbkuTe Ha Ballma nekap oTHOCHO go3aTta Ha NeKapcTBOTO.

3a noctvraHe Ha ontuMmanHa abcopbuus (yceBosiBaHe), kancynuTe Tpsabea ga ce
npuemar ¢ vyaiwa sofa. Kancynure mMoraT ga ce NpuemMaTt HE3aBUCUMO OT XpaHeHeTo (C
unu 6es xpaHa)

B cnyvail Ha 3aTpydHeHo rbrTaHe Ha TBBPAUTE Kancynu, BUE MOXe fa i oTBopuTe
BHUMSTESTHO 1t 42 CMECUTE rPanyruTe ¢ KUCEND MIISKO Wi sOBIKOBO NOpe.

IpanynuTe He TpabBa ga ce MadkaT Unu AbBYAaT.

Axo npuemeTe nosevYe 0T HEOOXOANMOTO KONMYecTBO 3epuT TBbLPOM Kancynu ¢
YABIDKEHO 0CBODOXAaBaHe

AKO npuemeTe foBevye OT HeoBXO/MMOTO KOMWUECTBO Kamncyny WKW  Cny4amHo
noreLfHeTe OT Kancynute, HAMa HenocpencTBeHa ONacHOCT. Bbnpekn Toea norbpceTte
Bawus nekap unu cLBET OT Hal-bnuskata GonHuua.

Axko zabpaBute ga npuemere posara 3epuT TBbPAWM KancynNu¥ € YAbiiXKEHO
ocBobOXaaBaHe

AKO criyyaiiHo nponycHeTe fo3aTa, Toraea NpocTo npueMeTe HopmarHarta 4033, Koraro
HacTblW BPEeMEeTo 3a crieaBalums npuem. He B3emalite aBofiHa fosa ¢ Len
KOMIeHCUPpaHe Ha NponycHaThs npuem.

4.  Bb3MOXHU HEXefaHU JIeKapCmeeHuU peakyuu

KakTo BCcUYKKW nekapcTea 3epuT TBBPAM Kancynm ¢ YabihkeHo ocBoboXaasaHe Moxe aa
UMa HexenaHu nexkapcTBedun peakuun. Npu neuyenmne Ha HIV nHgekuus, He BuHaru
MOXe [a Ce HanpaBu pasrpaHuyaBaHe MeXiy HeXeraHWuTe NekapcTBeHU peakuuy Ha
TOBa NeKapcTBO W npeausBukaduTe OT ApYruTe egHOBpPEMEHHO NpUEMaHi fekapcTea
WM YCNOXHEHMATA Ha camaTta uH(pekuus. ETo 3awo e pawHo ga uvhHdopmupare
BalmsaT niekap 3a BCUHKY NpomMeHn Bbe Ballteto 31pase.

Hait-uecTuTe HEXenahu NeKapcTBEHW peaKuuy npy Bb3pactHu, npuemMalun 3eput
TEBPAY KANCYAY C YABITKEHO 0CBOBOXAABAHE B KOMBUHALMS C APYMM CPEACTBa cpeLty
HIV uHdexkumaTa (namveyavH v edasupeHy) ca Ounu koxeH obpus, [Hasebornve,
3aMasiHOCT W nepudepHa HEBPORATHS. s




CeprosHn, HO He YecTu HeXEenarnu peakuvn ca NaHKkpeaTuT, YepHoapobHo HapyuleHne
1 NakTaTHa auuposa.

CoobileHn ca u  pgpyrM HexenaHu neKkapcTBeHW peakuuu Kato:  ymopa,
rageHe/noepbllaHe, guapus, HapyLWeHo XpaHocMunake, KopemMHu Bonky, HapylueHus B
pasnpefensHeTo Ha MasHHUTE (BKMIOYUTENHO YronemsiBaHe Ha rbpAauTe NpU KeHuTe),
HapacTBaHe Ha ILPAUTE NPV MBXETe, M3TPLNBaHe WM cnabocT Ha puLeTe K Kpakara,
MyCKynHu Gonku.

[lo Bpeme Ha npoy4ysBaHUATa C Bb3PaACTHW, [PU HAKON [aUMeHTH, npuemauin 3eput
TSBLPAK Kancynu ¢ yabrxeHo ocBoboxaBaHe B KomBuHalua ¢ opyru cpeacrsa cpeLyy
HIV undexyuara (namuByavH ¥ edasupeHy), ca HabmiogaBaHW npoMeHu B
HacTpoeHneTo unu cnocofHoCcTTa 3a ACHO MUCIEHe. Te3n CUMMTOMU BKAYBAT
06BpKaHOCT, TPEBOXKHOCT, MPOBAeMi ChC CbHs, Aenpechsi, CMYLWEeHUA B MUCITEHETO 1
CBbHS.
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3.E£DaBeTO H:él naumeHTa !

AKO 3abenexvre HAKaKBU HEXeNaHW peaxuun, HeCrnoMeHaTW B Tasu NUCTOBKA, MO
yBEAOMETE 3a TOB3, Bb3MOXHO Hai-6bp3o Balius nekap.

5. CoxpaHeHue Ha 3epum 50 M2 menpOU Karcynu ¢ yObJIKEHO
oceoboxdaeaHe

CuxpaHsiBaiTe NeKapcTBOTO Ha MecTa HeZoCTLIHY 3a gela.

briucmepu: cbxpanssanTe Npu Temnepatypa rnog 25°C. CbxpaHaBaiTe nekapcTsoTo B
HeroBaTta opuriHanHa onakosKa.

He wusnosnasealiTe NekapcTBOTO cried U3TUYMAHe Cpoka Ha rogHoCT, oTbersizaH BLPXY
ofakoBKaTa .

6. [fama Ha nocrie0Ha pedakius Ha jiucmoskama
2004 1.




