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JIMCTOBKA 3A NMALMEHTA
Zerit 37.5 mg TBLPAM Kancyiny ¢ yabikeHo ocBoboXxnaBaHe

Morisi, npouyereTe BHUMaTENHO UsnaTa JICTOBKa Npegu Aa 3anovHeTte npuema Ha
TOB&A NeKapcTBO.

» 3anaseTe Ta3¥ NUCTOBKR, Thil KATO MOXE Aa maTe HeODXOANMMOCT Ja A NpoYHeTeTe
OTHOBO.

»  AKO MMaTe HAKaKBY JOMbIHUTENHY BBNPOCK, MOTsi 06bpHeTe ce KbM Balwwms nekap
» ToBa NexkapcTBO € npefnvcaHo nuiHo Ha Bac 1 He TpsabBa Aa ro npeoTcThNBaTe Ha
Apyru. To MoXe fa UM HaBpeau, He3aBUCUMO OT TOBa, Ye TEXHUTE CUMITTOMM

M3IMEeX[aT Chlo kKaTo Bawnre.

THProBCKo MMe Ha fiekapCTBeHUS HPOOYKT

Zerit 37.5 mg prolonged-release hard capsules

3eput 37.5 mr TRBPAY KANCynK ¢ yALIMKEHO 0cBoboXAaBaHe
Stavudine

CrasyauH

CtcTaB
AKTMBHO AeiicTBaLLOTO BellecTBo e cTasyaun 37.5 mr (stavudine 37.5 mg)

HpyriTe cbCTaBKky Ha rpaHynuTe B TBbpAATa Kancyna ca: MoHOXuapaTHa NnakTosa
(8.75 mg), marHesnes creapart, MUKpOKpUCTanHa Lenynosa, Xunpomerosa, tank,
BOAHa& gucrepcus Ha eTwnuenynosa W [AecTunupakn  auetunupanu
MOHOrmuuepuan.

Kancynata e cbCTaBeHa OT XehnaTuH, HatpueB naypuncyndar, CWIMKOHOB
nvokeua, Tutanmes avokcupg (E 171), xwenT xeneseH okeng (E172), vepeen
*enesed okcun (E172) n Hagnuc CbC cMHbO MaCTUNO BBLPXY Karncynara,
chaobpkawo TutaHnes Auokeus  (E171), wupuro kapmub (E132), wennak u
AponuneH rrnKor.

WUme 1 agpec Ha npousBOoUTENS

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

lMpurexarten Ha pazpelueHneTo 3a ynoTpebda
BPUCTBIT-MAVEPC CKYUE BEbITAPWSA

¥n. "20-tv anput” Ne 6
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1. Kawso npedcmasisisiea 3epum 37.5 me2 mebpdu Karicynu c
yOnjixeHo oceoboxdagare U 3a Kakeo ce ripuriaza?

Kak ce npegnarar v KaK v3rfiexgar TBbpOvTe Kancynu 3epuT ¢ YABLIKeHo
ocBoBoXKaaBaHe

3eput 37.5 Mr TBbpAM Kancynu c yobibkeHo ocBoboxgaBaHe — ca HenpospadHu,
rorioBMHaTa YepBEeHY, NONOBUHATa XBITU Kancyny, Kato BbpXY eHaTa nonoBuHa uva
Hagnuc BMS /37.5 mg, a Bbpxy gpyrata 1855. Kancynute ca nocraseHu B 6aucrepu,
KaTo BCsAKa ONaKkosBKa cbabpia 3 Bnuctepa ¢ no 10 TBbpAY Karncynu BbB BCEKW OT THX .

KakBo mpeacraBAsiBaT M Kak AedcTBaT TBbLpAWTE Kancynu 3epuT ¢ YObMXeHO
ocBoboxpasaHe?

3epuT NpuHagnexu KbM fpynara Ha nPOTUBOBUPYCHUTE feKapcTea, M3BECTHU oule
KaTO aHTUPETPOBUPYCHY, HapuiaKik HYKIMEO3WGHU aHanosu, nHxubutopu Ha obpaTHara
TpaHcKpunTasa. Te ce M3non3BaTt 3a NeueHue Ha nauneHTute, HMEKTUPaHY ¢ Bupyca
Ha YoBeLuKusi umyHogeduuunt (HIV).

Toea rniekapcTBO, B KOMOMHaUMA ¢ Apyrv aHTUPETPOBUPYCHU cpefcrsa, Hamanasa
KOfIKYECTBOTO Ha BUPYCa, KaTo HWBatTa My octaBat B HWCKW FpaHuun. JlekapcTBoTo
noeuasa cbio ¥ Bpost Ha CD4 knetkute. Teau knetku (CD4) urpast BaxHa pons B
nooabpKaHeTo Ha 3pasa MMYHHA cMcTeMa, KaTo ce “GopsaTt ¢ uHhekuusTa. OTroBopa
OT NEYEHNETO CbC 3epuUT Bapupa npu oTAeNHUTe nauneHTy. ETo sauwlo BawuAt nexap
e npocnegsiea etheKTMBHOCTTa Ha BalleTo neyeHue.

3epuT TBLPAY Karcymnu ¢ YAbMKeHo ocBODOXAaBaHe ChAbpXa FPaHysn CbC CTaBYAMH,
KOWTO Ca Taka MOKPUTHK, Ye Ja moraT fa OChUIeCTBABAT MOCTOAHHO U KOHTPOIUPaHO
oceoboXaBaHe Ha CTaByAWH 3a nepuod oT 24 uaca. ETo 3aujo, nekapcresoto ce
npuemMa BeOHbX JHEBHO.

3epuT MOxe Aa nofobpu cberosHueTo BuW, HO TOWM He nekysa Bawarta unHeKkuns,
npuuuHeHa oT Bupyca Ha yoselukus umyHopeduuut (HIV). Jlevenneto cbe 3eput He
Hamanfasa pucka OT NpeHacsHeTo Ha BUpYyCca Ha Apyry nuua, Ype3 CeKkcyaneH KOHTaKT
unn no kpveeH nbT. ETo 3aujo, Bue Tpsbea fa npoAwmkasaTte nga cnaseate
CLOTBETHUTE MEPKN 3a NpeAnaseaHe npefasaHeTo Ha BUpYyca Ha gpyru nvua.

[lo BpeMe Ha NEYEHWETO MOrat Aa HacTbNaT W APYTW WHDEeKuuW, CBbp3aHn ¢
noHwxesus Bu umyHuTeT. ToBa u3MCKBa creunduyHo, a MOoHsAKora npesBaHTUBHO
fieyenve.

2. Kakreo mpsibea da 3naeme ripedu Oa 3ariodHeme npuema Ha
3epum 37.5 M2 mebpdu karicysiu ¢ yOniixeHo oceobaiGasarne?
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He npuemaitte 3epuT TBBLPAY Kancynv ¢ YObhkeHO 0CBOGOXOaBaHe ako:

Mmate CBPBLXYYBCTBUTENHOCT (aneprist) KbM CTaBYAWH WK KbM HAKOST OT Opyrurte
CbCTABKM Ha NeKapcTBoTO (BIWK ApYruTe ChCTaBku).
CeupeTte ce ¢ Balumsa riekap 3a chseT.

O6LpHeTe crielManHo BHUMauue Npu Npuema Ha 3epuT TBBLPOM Kancynu c
yALSHKeHo ocBoOOXaBaHe npy crenHute obGcTosTericTEa:

Mpeau nprema Ha fAekapcTBoTo yBenomeTe Bawimsi nexap ako:

» c¢Tpapare o1 6LBpeyHo unu YepHoapobHo 3abonseake (KaTo HanpUMep XenaTuT),

*  ako umare nepudepHa HesponaTusa (MPOLABINKUTENHA CKOBAHOCT, UMK M3TPbMsaHe
unu Bonky B KpakaTta (cTbhanara) unu pbLUere), unu

* CTe npeKkapany faHKkpeaTuT (BbananeHne Ha naHkpeaca).

I'pynaTta nekapcTsa, KbM KOMTO NpUHaAnexu u 3epuT, MoraT noHskora ga Aosefar go
enHo haTanHo ChLCTOSAHWE, HapeyeHo NaxkTatHa auuaosa, 3aefHo € yrofeMmsisaHe Ha
yepHusT Apob. Toea chCTosHUE COMKHOBEHO He Bb3HUKBa Npeau Aa U3MUHAaT HAKONKO
Mecela OT Ha4anoTo Ha neveHueto. Tasn psfaka, HO MHOMO CepiosHa HexenaHa
NeKapcTBeHa peakiliusi ce nosABABa NO-4eCTO Npu XeHNUTE, 0COBEHO Mpu Te3n ¢ BUCOKO
HagHopMmeHo Terno. B ponbriHeHve Ha TOBa, MMa [aHHWM 3a pefkyn chydyau Ha
4YepHoapobHo/6bOpeyHo yBpeXaaHe nru XenaTuT ¢ pataneH M3xoa.

Bunaru Topcete Bawms nexkap npy nosBara Ha:

*  NpOABIMKATENHO U3TPBNBAHE, CKOBAHOCT Unu Bosfika B CTbhanata Wunm psuete
(ToBa mose Aa Dbe Npu3HakK 3a Havanaro Ha neputbepHa HeBponaThs, TexKa
HEXENaHa peakUus OT CTpaMa Ha HepBuTe), MycKynHa criabocT, unu

* KopemHa DofiKa, rafieHe wnu noepbilale, unm

*  yyecTeHo AbJIO0KO AullUaHe, CbHNUBOCT (KOATO MOXE [a e Npu3Hak Ha NaHKpeaTuT,
yepHoApobHO yBpeXaaHe, KaTo XenaTuT unu nakraTHa auugosa).

Ynotpeba npu feya

Hsma goctatsuHO AakHK OTHOCHO ynoTpebaTta Ha 3epuT TBLPAW Kancyrni ¢ YABIMKEHO
oceoboxpaBaHe npu pgeua. JlekapctBeHute dopmu Ha 3epurT ¢ HesabasHO
oceoboxgasaHe (Kancyr 1 npax 3a nepoparneH pasTeop) Ce npunarar 3a siedeHne Ha

Aeua.

Mpuem Ha 3epUT TEBLPAW KAaNCYMn ¢ yObIDKeHO 0cBObOXAaBaHe, 3aeHO ¢ XpaHa
M HanmuTKK

Kancynure morat fia ce npvemar ¢ unu 6e3 xpana.




BpemeHHocT

Mucopmupaiite BaluvsaT nekap, ako cTe OpeMeHHa unu nnaHupare 6pemerHocT. Thi
KaTo MMa fIgHHK 3a NosiBaTa Ha JaKTaTHa aumgosa (nousikora dartanya) npy GpemeHHn
MEHN, Npuemany cTasyAuH B KOMOuHaums ¢ Apyri aHTUpeTpOBUPYCHU cpeacTsa, Mo
Bpeme Ha GpemeHHOCT TOBa nekapcTse Tpabsa Aa ce npuema, camo crnef KoHcynTauws
C Aekap.

Kspmene

Nudopmupaiite BawmaTt nekap, ako KepMute. [penopeysa ce XeHure, uHbekTupasn ¢
HIV B8 HWKakbB criyyail Aa He KbPMST, ¢ OrMef npeAnasBaHe MpeMuHaBaHeTo Ha
Bupyca Ha HIV y kbpmadero.

lodupane u pabota ¢ MalIUHK

He ca npoeexpaHu nNpoyyBaHWsi 3a olleHKa Ha edexTa Ha 3epUT TBBPAW Karcynn ¢
YObIKEHO OCBOBONaBaHe BbPXY CrOCOOHOCTTa 3a Wwodupare 1 pabota ¢ mauinHu.

Baxna nHcopMaums OTHOCHO HAKOU OT ChCTaBKuTe Ha 3epUT TBbPAW Kancyru ¢
yALINKEHO OCBODOXAaBaHe

Teau kancynu cuabpXar nakro3a. Bue He Tpabea Aa npuemarte ToBa NeKapcTBO, ako
CTpagare OT HSAKOE OT pejkuTe HacneAcTBeHM 3abonABaHusA, KaTo ranaxkrosHa
HEeMOHOCUMOCT, HeOQoCTMF Ha JiaKTasa Wnu  [TII0KO30-ranaxkTtosHa Manabcopbuuns

(HapyLleHo ycBosBaHe).

(Mpuem Ha Opyry slekapcrea

Morns, nHdopmupaitte Bawus rnexap , B crniy4ai 4e npuemaTe Wik CKopo CTe npuemany
HSKaKBW APYTU fIeKapcTBa, [AOPY W TE3u, KOUTO Cam cu 3akynyBaTe oT anTekara (Des
peuenta). C U3KMTOUeHWEe HA 3UOOBYAMH, KOWTO Bb3fefcTsa BbPXY aKTMBHOCTTA Ha
craByauH, 3epuT TBBPAW Kancynv ¢ YAbFXeHO ocBoboxaaBaHe MoXe ga ce npueMa ¢
FIOBEYETO, HECTO U3NON3BaHu NekapcTBa oT nauuneHTuTe ¢ HIV undekuvs. Te sxmousat
fpoTeasHn MHXbuTopn ( kato HendmHasup) v Apyrn  nHxubutopn Ha obpatHarta
TpaHcKkpuritasa. ToRa rekapcTeo He TpsAbea Aa ce npunara 3aefHo ¢ JOKCopYOuLInH.

3. Kak Oa rnpuemame 3epum 37.5me mebpdu Kancynu c
yOwsixeHo oceoboxdagaHe?

DosuposKa ¥ yKasaHUs 33 npaBuiiHa ynoTpeba

BawmsaT nexkap we onpenenu Ballarta AHeBHa [103a, Bb3 OCHOBa Ha Tersioto Bu u

uHpwBuMayankuTe Bu ocoBerocTi. Mons, criassaiiTe CTPUKTHO Tesy NPEHaphKM, Thbi

KaTo Taka Lle umarte Hai-gobbp WwaHc 3a 3abassaHe passuTUeTO Ha" pesm-reHTHOCT
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{He4yBCTBUTESIHOCT) KbM TOBa IekapcTBo. He npomeHaiTe camu gosata wu
npoAbKaBaiiTe ga npvemare nekapcTeoTo, Aokato Balwuat nekap He Bu kaxe Hewo
Apyro.

Mpu BB3pacTHu ¢ Terno 60 u noseye kunorpama, obuyainHarta HadanHa fosa e 100 mr
BEeOHBLK OAHeBHO. AXO TernoTo e nod 60 kr, obuyaitHara HavariHa gosa e 75 Mr BefiHbX
aneBHo. B To3u cnyyaih tpabsa ga ce usnonssa pgpyra [o3oBa copma (Hanpumep
3epuT 75 MF Kancynu ¢ yeibkeHo ocBoboxaaeaHe). Axo Balltata 6bBpeuHa chyHKUMs
€ HapylieHa, pHeBHata Bw posa TpsabeBa pga O6bAe npomeHeHa. Cnepgeaite
ApenopLKMTE Ha Bauins rnekap OTHOCHO A03aTa Ha JieKapCTeoTo.

3a nocturaHe Ha onTumanHa abcopbuus (yceosBaHe), Kancynute TpsbsBa fda ce
npuemar ¢ yawa soga. Kancynure MoraTt Ja ce Nnpuemat Hes3aBUCHMO OT XpaHeHeTo (C
unu 6ea xpaHa)

B cny4ait Ha 3aTpypHeHo rbrATaHe Ha TBLPAUTE Kancynu, Bue MOoxe [a rv oTBopuTe
BHUMATENHO 1 Aa CMecuTe rpanynvTe C KMCEemNo MIisiko Uik AOBLNKOBO niope.
I'panynute He Tpadea ga ce MadKaT uny SbLBYAT.

AKO Mpuemete noseye o7 HEOBXOAUMOTO KOJIMUECTBO 3E€PUT TBHLPAWN Kancynu ¢
yObIKEHO OcBObOXOaBaHe

AKo npuemeTe noBeye OT HeODXOAMMOTC KOSIMMECTBO Karncynu Wnu cryvyaiHo
NorbIiHeTe OT Kancyrnure, HAMa HenocpeacTBeHa OfiacHoCT. anpexm TOBa NOTbpCEeTe
Baiuus riekap unu cbeeT oT Hait-bnuskata bonHuya.

AKo 3zabpaBute fa npuemete foz3ara 3epuT TBBLPAM KarfiCyny ¢ YABLIDKEHO
ocBOOOXAaaBaHe

AKo cryydaiiHo fiporlycHeTe 403aTa, Torasa npocTo npueMeTe HopmanHata [03a, Korato
HacTbNyi BPEMeTO 3a criefdsalimsa npyvem. He Bsemalte [BOWHaA [osa C LHen
KOMINEHCUpaHe Ha NPOIYCHATHS! MPUEM.

4.  Bb3MOXHU HexejlaHU flekapcmeeHu peakuyuu

KaxTo BCWUKM Nnekapctea 3eput TBLPAK Kancymnmn ¢ YabmKeHo oceoboxiasaHe Moxe Aa
UMa HeXenaHu nekapcTeenn peakuuw. Tlpu neueHue Ha HIV uHekuus, He sBuHarm
MOXEe [ia ce HafpaBW pasrpaHnyaBaHe Mexpy HeXernaHuTe NeKapcTBeHu peakuyumn Ha
TOBA FIEKAPCTBO W Npenus3BuUKaHuTe OT ApyruTe eQHOBPEMEHHO NMpUeMaHryu nekapcTea
WNK YCROXHEeHUnTa Ha camarta uHdekums. ETo 3awo € BaxHo Aa uHdopmmpare
BalmaT nekap 3a BCUYKK NPoOMeHK BB BaweTo 3apaBe.

Hait-yecTuTe HEXENnaHu NEKapCTBEHM peakuuu npu Bb3pacTHW, npuemaiiu 3eput
TBBPAY Kancyny ¢ YObIbKeHO ocBoboxaaBake B KOMBUHALINA C ApYrY CPeAcTBa cpeuty
HIV uHdekumsara (namueyaun W edaeBupeHu) ca bunu koxed obpus, rnasobornue,
3amasiHoCT ¥ nepudepHa HeBponaTus.
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CepuosHu, HO He YECTW HeXenaHn peakuun ca naHKpeaTwuT, YepHoapobHo HapylleHne
1 nakTaTHa aumaosa.

CooblieHn ca W [pyrv  HexenaHw FfeKapcTBeHW peakuum karo:  yMopa,
rageHe/noBpbLUaHe, Auapusi, HapyLeHo XpaHoCMKIaHe, KopeMHu Bornky, HapyweHus 8
pasnpefensHeTo Ha MasHUHUTE (BKNIOYUTENHO yroremsiBaHe Ha rbpauTe Npu skeduTe),
HapacTBaHe Ha rbpauTe Npu MLXETE, U3TpbhBaHe UK crnabocT Ha pbuUeTe U kpakaTa,
MYCKYIHN DORKY.

Mo BpeMe Ha MpoyyBaHWATa C BbL3PACTHU, NPKU HAKOW NaUUeHT, nipuemaliym 3eput
TBBPAW Karcynu ¢ yabihkeHo oceoboxaaBaHe B KOMBUHALIMA C ApYrK CPefcTRa CpeLly
HIV undekuusta (namuByamH u  ecaBupedu), ca HabniogasaHW rpomeHu B
HacTPOEeHUeTO unY crnocobHOCTTa 3a fACHO MUCHEHe. Tean CUMNTOMU BKIMOYBaT
00'bPKAHOCT, TPEBOXHOCT, NPOBHemMy CbC ChHA, AENpechs, CMyLIeHUA B MUCIIEHETO U

CbHA.

paBETO Ha, nauuel-i'raﬂ

Axo 3abenexure HAKaKBU HEXEenaHy peaxunun, HecrnoMeHaTy B Tasu fIMCTOBKa, Mons
yBegoMeTe 3a TOBa, Bb3MOXHO Hal-6bp3o Baluua nekap.

5. Cbxparnenue Ha 3epum 37.5 M2 mebpdu Karicysiu ¢ yObJiKeHO
oceoboxxdaeaHe

CbXpaHsiBaiiTe NekapcTBOTO Ha MecTa HEAOCTLAHM 3a Aela.
Ernucmepu: cbXpaHsBaiTe npy Temnepatypa nog 25°C. CexpaHsisaiTe f1ekapcTBoTo B

HeroBatTa opuruHanta onakosBKa.
He uanonssaitte NeKapcrBoTO Ched n3TWdaHe Cpoka Ha roaHocT, o70ernsiaaH Bbpxy

OonaxKoBKarma .

6. [Jama Ha niocnedHa pedakyusi Ha nucmoskama
2004 r.




