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MHO®OPMAYVA 3A MAITAEATA

Ipenn ga 3anouHeTe feyeHHe € JEKAPCTBOTO NPoYeTeTe BHHMATEIHO IAJATA
JINCTOBKA.

- Ilazere mucroekaTa. Moxe Aa ce HAIOXH Ja 5 NpoYeTeTe OTHOBO.

- Axo HMare ZONBNHHTEIHN BRIPOCH, MOJII 00BpHETE e KEM Bamus nexap HiH
tapManent.

- Topa neKapcTBO € Npeancato JirdHo 32 Bac 1 He TpaGea Aa ro npexnarare Ha
Ipyr. To Moxke Jia HaBpefH, AOPH aKo CHMIITOMHUTE ca ChINUTE Kato Bamute.

B Ta3u ancroBika:

Kaxgo npexcrasnsasa VIRACEPT u 3a xakBo ce H3Mon3Bpa
Tpenn ga 3anounete neyenne ¢ VIRACEPT

Kaxk na npueMare VIRACEPT

BE3MOKHH HEXeHaH! peakliui

Cexpanenne na VIRACEPT

HorreiHuTenHa wHpopMaHg

A

VIRACEPT 250 mg film-coated tablets / BUPACEIIT 250 Mr ¢gunmupani Tabaerku
nelfinavir / nendunasup

Jlexapcrsenoro Bemectso € menguHasup. VIRACEPT 250 mg dunMupann TabneTku
chABPXKa 292.25 mg nelfianvir mesylate, csorsercrpam Ha 250 mg nelfinavir (xato
cBobonHa Gasa).

JpyruTe ChCcTaBKH Ca KaNliHeB CHIMKAT, KPOCHOBHAOH, MalrHE3HCB CTeapart,
unparokapmuH (E132), karo npax, XurnpoMenosa 1 ITHLIepon TpHaneTar.

TipuTemxaTen Ha paspellieHHETO 3a ynoTpeda:

POI Brarapus EOOJ, yin.”Bsio none”16, 1618 Codus, Benrapus
HpouseoanTen:

Roche Farma S.A.,

C/Severo Ochoa 13,

Poligono Ind. De Leganes,

E-28914 Leganes, Spain.

1. KAKBO IIPEJICTABJIISABA VIRACEPT H 3A KAKBO CE U3ITIOJI3BA

Jlexapcrsena opMa H CHABPKAHUE
Ounmupanure Tabnerkn cpispkat 250 mg nelfinavir.




VIRACEPT 250 mg ¢unMupany TabneTky ce Mpextara B MIaCTMacoBH OYTHIIKY,
cpabpaamy 270 wnn 300 drmvupann TadaeTka. Moxe Aa He ce NpofaBar Asara
pasMepa Ha OHaKOBKHTE.

dapmaxoTepaneRTHIHA IPyna

VIRACEPT e npoTHBOBHPYCHO CPEICTBO. TOH € NpeCTaBUTeN Ha KiIaca ACKapCTBEHH
TIPOJYKTH, HapeJeHH NpoTea3HH HHXUOUTOPH. AKTHBEH € CPEIy JOBEIIKIY
umyHopedunuTen supyce (HIV) u comara 3a namansapane Ha 6pos Ha HIV wactuiure B
KpPBBTA.

JegeORH moxa3annsg

Bamusar nexkap Bu e npeguucan VIRACEPT, Thif kato cTe 3apazent ¢ HIV pudexnus.
HIV undexnusra e 3a0onspane, KOETO ce pasIpoCTpaHABa 10 KPBBEH IIBT Wl NPH
MOJIOB KOHTAKT CBC 3apa3eH HHAHBHI,

VIRACEPT 1ps6Ba Aa ce B3eMa B KOMOHHauUA ¢ APYTH aHTHPETPOBHPYCHH CPE/ICTBA.
VCTaHOBEHO €, 4e Te3u KOMOUMHaIHK HavManaear 6pos va HIV yacTHuute B KphBTa U
yBenuuasat Gpos Ha nupKymmpamunte CD4 xieTku.

2, IPEIH JTA 3ATIOYHETE JIEYEHAE C VIRACEPT

He p3emaiive VIRACEPT:
- 8KO CTe CBPBXUyBCTBUTENHH (aneprudHu) keM nelfinavir MM HAKOA ipyra chCTaBKa

Ha NPOXYKTa.
- @KO B3eMaTe HAKOM JISKapCcTBa, H30poeHu No-0Iy.

Brumagaiite ocobeno ¢ VIRACEPT:

Tpa6ea na 3paere, ue VIRACEPT he siexysa HIV uHpEKIMATA ¥ Ye MOXE Ja
TPOABIGKHTE [a pasBuBate HHMEKUnH 1l ApyrH bonecty, cerpsany ¢ HIV
safonapanero. ITopanu ToBa TpAbRa ia NPOAEDKATE fa OBAeTe 1OJ KOHTPONa Ha Barnims
nexap, Kokato ce aexypate ¢ VIRACEPT.

He e xoxasano, se VIRACEPT namanssa prcka oT npefgasane Ha HIV Ha npyru upes
TI0JIOB KOHTAKT HJIH O KPBBEH MET.

JToxazano e, ye VIRACEPT cunHo Hamansea 6pod sva HIV yactiuuTe B KPEBTA.
KnunnyHara nonsa Ha TO3U eeKT B MOMEHTA ce TIPOyYRa.

To31 NPOAYKT € NpeAircal caMo 3a Bac AnyHO # He TpAbBa Aa ro NpejocTaBsTe Ha
IpYTH.

Jena:




BesppeproctTa e edexturrocTTa HA VIRACEPT npu fenia Ha B3pact 04 3 rofHHH He
€a W3BECTHH.

TanuenTu ¢ GL0peyHO HAN MepHOAPOOHO yBpexaaHe:
Hama fasHy 32 NAUMEHTH ¢ Te3H CheToAHuA, ekysann ¢ VIRACEPT. Koncynrupaiite
ce ¢ Bamud nexap, ako uMate 650peuHo Wik 4epHOIpoOHO YBpeKAaHe.

Iipremane pa VIRACEPT c¢ xpana i HanlHTKH:
VIRACEPT dunmupann Tabnerku TpaOBa Ja ce npyema 10 BpeMe Ha XpaHeHe MM ¢
JIeKa 3a8KyCcKa.

bpemennocT:

He e m3pectro nan VIRACEPT yBpexia HEpOACHOTO JETE, aK0 Ce IpHeMa oT
GpeMenHa xena. AKo cre OpeMenua, TpaOBa Aa npuemate VIRACEPT camo ako Bamust
fiekap NpeleHH:, e TAKOBA JiedeHne KaTerOpyuyHO ce Hanara. ¥ pefiomeTe Bamms jekap,
axo cre GpeMeHHa W Bb3HaMepsABaTe Aa 3afpeMeHeere.

Kopmene:

He ce mpenopsyBa Ja KbpMHTe, Jokato ce NeKypare ¢ VIRACEPT, Thii kato HMa
BEpOATHOCT JIGKApCTBOTO JIa Ce OTHACHN B KBpMata. YBenoMeTe Bamnd nexap, ako
KBPMHUTE MIIE HMaTe Hamepenne Aa kbpMuTe. Ilpenoprusa ce zapaseny ¢ HIV xenn xa
He KEPMIIT, 33 Ja ce NIpeJloTpaTh NpefasaHero Ha HIV. IloMosete NeKyBalius CH Jiekap
¥k (hapMalieBTa 3a ChBET Npeay Jia B3eMeTe JICKapCTBo.

Topupare n paboTa ¢ MAIIHHHE:
Hama manny, ge VIRACEPT okassa BiHsHue BEPXY cllocoOHoCTTa fa IohHpaTe Wi Ja
paboTHTE ¢ MalTHHH.

Hpuem BHa Apyra JeKapeTBa:

VIRACEPT moxe fia 661e NpHeMaH ¢ HiIKOH APYI'M JIEKapCTBa, KOWTO 00UKHOBEHO C&
npusarar upy HIV ardexiys. KiMHHYHO 3HaUHMH JIEKapCTBEHH B3anMOZEHCTBHA He ca
HaOMOABAHH [IPY eJHOBPEMEHHO NeueHue ck¢ zidovudine mmoc lamivudine, didanosine
nmoc stavudine, stavudine i ketoconzole. Hama jaiiu 3a HEFOCTaTEYEH e(eKT Ha
zidovudine BEpXy Mo3BKa, korato zidovudine ce npunara egrospemento ¢ VIRACEPT.
He ce oyakeaT H KIHHWYHO 3HAYHMH IEKapCTBEHH B3aHMOACHCTBHA CHC CIHEIHUTE
nekapcTaa: efavirenz u nevirapine (npuiarasy 3a fieuenue Ha HIV undexips);
itraconazole u fluconazole (uanon3pasy 3a JeyeHHe Ha TEOUUHY HHPEKIAN);
erythromycin u clarythromycin (a3mon3sany 3a AeueHue Ha GaxTeprHanHi HHpEKIH);
methadone (mpunaras 3a jeueHie Ha HAPKOTHIHA 3aBHCUMOCT). BE3MOKHOCT 32
B3auMoOJelicTBYe 0bade He MOKe Ja C& M3KMIOYH.

FiMa HAKOH JIEKapCTBa, KOMTO HE MOTaT Aa 6BJaT NpHeMaHy eHOBpPEMEHHO C
VIRACEPT, 1 KOWTO H3HCKBAT HaMalICHHE Ha J03aTa Ha CHOTBETHOTO JICKADCTBO HiTH
VIRACEPT.




JlexapcTBa, KOMTO He MoraT Aa 6bpat nprueMany epsospeMenHo ¢ VIRACEPT prmousar
rifampicin (U3n0/13BaH 3a nedeHue Ha Gaxrepuanay undexnmn); terfenadine umm
astemizole (0OHKHOBEHO H3TION3BaHH 32 ISYSHHE HA aNlePTHYHU CHMITOMH); cisapride
(33 KHCeNHHHE Wiy NpoGieMH ¢ XpaHOCMHJIATENHATa cicTeMa), amiodarone unu quinidine
(M3MI0NI3BAHY 34 fieYeHHE Ha HEPUTMHYHA ChpAeuHa AeliHocT), triazolam i midazolam
(uznonspany 3a o0neKyaBane Ha TPEBOXKHOCT W/HIH HapyIIeHHA Ha ChHS),
€ProTaMUHOBH TPOM3BOAHY (IEKApCTBa 33 AeYeHNe Ha MurpeHa), phenobarbital,
phenytoin unu carbamazepine (NpuIarasy 3a neueHye Ha SMUNeNcHs) M pimozide (32
NCHXAYHH npobiemu).

Tlanpenty, npueMamu VIRACEPT, ne Tpa6Ba qa npHiaraT JeKapceTRa, ChbpiKamu
*xeT KanTapuoy (Hypericum perforatum), Tsi xaTo TOBa MOXe A2 JOBeAe A0 3aryba Ha
TepaneBTHYHMA eeKT ¥ pa3BHTHE Ha PE3HCTEHTHOCT.

Koucynrupaitte ce ¢ Bainmd nekap 4 ako IpoBeskAaTe JeUeHHe CBC CHEIHNTe AeKapeTRa:
ritonavir, indinavir, saquinavir unu delavirdine (nprnaraxu 3a negenre Ha HIV
nrdekmms), rifabutin (B3n0N3BaH 32 JeYeHAe Ha OaKTepHaTHU HHQEKIIHN), IEKapCTBa 33
KOHTpOJ Ha 3a0peMeHaBaHeTo, KaNleBH aHTaTOHUCTH (32 JIeYeH e Ha CEPACYHN
creToARn), tacrolimus (MMyHozAenpecanT), sildenafil (3a MMIIOTEHTHOCT HPU MBKETE),
¢TaTHHY (M3TON3BAHM 32 HOHKABAHE HA HUBATa HA MUIHAMTE B KPBBTa) B APYTH
JiexapcrTBa.

Mons, uadopmupaiite Bainns iexap Hinx GapManesT 3a BCHIKH APYTH NEKapCTBa, KOUTO
TIPHEMATE HIIH CTE B3eMaii HaCKOPO, BIUTIOYHTEIHO H TAKUBA, KOWTO He ca Bu
TIPEANUCAHH OT JISKap.

3. KAK JA HPHEMATE VIRACEPT?

Bunarn npuemaiite VIRACEPT 104HO KaKTo IeKyBallMsT Nexap Bu e xasai. Axo He cTe
CHIypHH, TionuTaiite Bamia nexap unk GapManept. O0uyaliHuTe 034 €a ONHCAHH I0-
fony. Morns, criaspaiiTe Te3n HHCIPYKIHH 3a yrioTpeOa, THil KaTo B POTHBEH Clydait
nposexaanoTo fegenne ¢ VIRACEPT vaMa fa nMa ITbJIeH eQeKT.

3a BL3pacTHH ¥ jiena Hax 13 roguny npenopsusanara goza VIRACEPT 250 mg
dunmupann Tabnerxu e 1250 mg, gaBana xaTo neT TaGAETKH OT 250 mg npa n&TH
AHeBHo, uiK 750 mg kato Tpu TabneTku of 250 mg Tpy NETH JHEBHO.

3a mena Ha BB3pacT oT 3 o 13 ronupu npenoppyBasata fo3a e 25-30 mg/kg TenecHo
TETIIO TPY WETH AHEBHO, KaKTO CHEIBa:

TenecHo TETHO Bpoii Tabrerku*
Kg TPH NETH JTHEBHO
18 no <23 2 MEHE
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*prx JIncroska 3a manmuenta 3a VIRACEPT npax 3a niepopaliHo NPHIOKEHUE 33
TALHEHTH ¢ TenecHo Terfo nox 18 kg.

3a BE3pacTHH MM JeNa, KOWUTO HEe MOTaT A2 B3eMaT TalNEeTKH, MOXE A2 CE NPHIOKH
VIRACEPT 50 mg/g nipax 3a lepopallHo IpHiokeHne (Brok JIMCTOBKA 32 ManyieHTa 3a
VIRACEPT 50 mg/g npax 32 nepopalHo NPHICKEHHE).

Tabnerkire VIRACEPT Tpabsa ga ce mpuemar nipe3 yerata. VIRACEPT ¢uiaMupanu
Tabnerku Tpa0Ba Aa ce MOrNBINAT LieNH, [I0 BpeMe Ha XpaHEHe MITH ¢ JieKa 3aKycKa.

Axo B3emere noseye VIRACEPT, oTkoK0TO TpPsiOBA:

Axo ycTaHOBHTe, ye cte npuens noeeye VIRACEPT orkonkoro Bu e npexnucano,
He3abaBHO ce CBEpIKeTe ¢ Banins aekap. AKo He MOXETe Jia Ce CBBpiKeTe ¢ Bamns
nekap, 00BpHeTe ce KbM 3aBe/ieHHE 34 CIISINHA H HEOTHOXHA IIOMOI,.

Axo 3abpapuTe Aa B3emere VIRACEPT:
He B3eMaiite qsoiina fo3a, 3a fa KOMIIEHCHPATE IpOITyCHATaTa.

4, BH3MOXHHU HEXEJIAHA PEAKTHAN

Kaxrto Bcugku nekapersa, VIRACEPT moxe fa Ma Hexenanu peakiun. Hali-yecrata
Hexenaua peakius, cxo0Inasana npy nauueHTy, ronydasamu VIRACEPT 1250 mg ABa
IETH AHEBHO MM 750 mg TpH ITETH AHEBHO, € yMEpEHa HIIH TeXKa Anapus. Jipyra
HEKENAHW eeKTH ¢ yMEpeHa MM TEXKa HHTeH3UBHOCT, Ch0oOIaBaHK Npy 5% OT
TIANHEHTHTE MM No-PAJKO, ca o0pasyBaHe Ha ra3oBe, rafiche, OOpHE, MOHIKaBaHe Ha
6pos Ha GenuTe KPGBHH TEALR ¥ TOBKIEHH CTOHHOCTH Ha YEpPHOAPOOHHTE U
MYCKYJIHUTE CH3UMH.

TIpH HAKOW NALHEHTH MOXE Ja C€ PA3BUAT aNepTHIHH PEaKHHy BKIIOYHATEAHO 3ayX,
IIOBHIHIEHA TeMIeparypa, cEpOesx, OTOK Ha JIMIETO H 00pHB.

Hma oThenny ch0o0IIeHns 3a XOpeMHH OOJIKH, IIOBPBINAHE H TAaHKPEATHT.

TIpr nauueHTH, JEKYBaHH ¢ TIPOTeasHH HHXUOHTOPH, ce CH001NaBa 3a II0fBa Ha 3aXapeH
nuaber, IORHINABAHE CTOMHOCTHTE Ha KPBBHATA 3aXap HIIH BIOIDABAHE HA CHINECTEYBAMY
zaxapen Auaber. [Ipu HAKOH OT Te3u ciiydal CTOHHOCTHTE Ha KPBBHATa 3aXap ca 6unu
MHOT'O BHCOKH, a HSKOHM ca OHIM CBBP3aHH ¢ XeToanuo3a (MpoMsHa HA HHBAaTa Ha
MeTaboNMTHTE B KPBBTA), MHOrO OT Te3H HALHEHTH ca HMANH 1 APYTH 3a00nsBanysd,
HAKOH OT KOHTO ¢a H3HMCKBAIHM JIeUeHHE C JISKapcTBa, CBhp3aHH C PasBUTHETO Ha Anader
WK C BUCOKH CTOHHOCTH Ha KPBBHATA 3aXap.

Tipu manuenTH ¢ XeMogunus TU A ¥ B (IalueHTH, KoMTO MMaT npobIeMH ¢




MY ¢ APYTH NPOTEA3HN HHXNOHTOPH. AKO TOBA e ClyuH ¢ Bac, He3abasHO yBenoMere
Bammus nexap.

Ilpy HAKOY UHIUBHAK MIEYSHUETO C IPOTEasHH HEXUORTOPH MOXKE Aa IpHYHHH TIPOMEHH
BB (JOpMaTa Ha TAIOTO Y0Py IPOMEHH B pasfpelencHHETO Ha MacTHaTa ThKaH. Te
MOFaT Jia Ce H3pa3aBaT B HaMaJIeHUE Ha MOJKOXKHATA MacTHa THKaH, MOBHINEHO OTiaraHe
HA MacTHA THKaH B KOpeMHara 00HacT, yroleMaBaHe ya I'bpIUTe H MacTHa IbpOula
oT3a/ Ha BpaTa. IIpoTeasHnTe HHXMOWTOPH MOTAT Aa CTAHAT pHYHHA K 32
XuTepnunuAeMHs (IOBHHIaBaHe Ha MacTUTe B KPHBTa) U HapacTBaHe Ha CTOMHOCTHTE Ha
KpHBHaT2 3aXap.

Wma crobienns 3a MycKyaHA 00Ky, OBUINEHa YYBCTBUTENHOCT HIH crabocT, ocobeno
TipK KOMOHHHpaHa aHTHPETPOBUPYCHA TepaNig, BKIIOUBaiia [POTEa3Hi HHXUOUTOPH U
HYKJICO3HAHK aHa03H, B pefiku ciyuau Te3H MyCKyNnHH HpodiemMH ¢a OuliM CepHO3HH,
KaTo ¢a NpHUYHHIIIH MYCKy/THA AeTeHepalis (pabxoMHOIH3a).

Tlpu neuenune ¢ VIRACEPT Morar fa ce MpOABAT ¥ APYTH HEXEaHH peaxiuy. 3a
HoBeye HHPOPMAIIUA OTHOCHO HEXENAHHTE €PeKTH NonuTaiite Bamiug rexap Hi#
¢apMmanepT. Te MMAT NO-IBIEH CHHCHK HA HeXxenanute edextd. ndopmupaiite Beanara
Bamis nexap 3a Te3u WM BCHYKH JpyrA HeoOnyaiiHu cHMITTOME. AKO CHCTOAHHETO By
He ce noaoOpH MITH e BIIOMH, NOTHPCETE MEUIMHCKA OMOII,

Axo 3afenexure OARA HA HEeXENIAHH peakiliy, KOMTO He ca ONHCAHH B Ta3H JIHCTOBKA,
mons undopMupaiite Bamis nexap MiH GapMangsT.

5. ChbXPAHEHHWE HA VIRACEPT

Crxpanseaiite IeKapCTBOTO Ha MACTO, KBCTO ACHATa He MOTaT Aa I'o CTUrHaT U fia ro
BUAAT.

Jla ue ce cpXpaHsABa Nipu TemiepaTypa Hag 30°C.
Jla ce chXpansaBa B OpHIHHANHATA ONAKOBKa.

He uznon3saiite JIEKapcTBOTO CJCH FATata Ha H3TH4YaHe Ha CPpOKa Ha FONHOCT, otGennzan
BBEPXY €THKETa H ONIaKOBKAaTa.

AKo pmare roBeye BEIPOCH, MO KOHCYTHpalite ce ¢ Bamua nexap wid GapMalerr.
6. JOUBJHHTENHA HHQOPMALHAS

3a peaKaKBa HHOOPMalys OTHOCHO TO3H JIEKapCTBEH NPOAYKT, MO, CBEPKETE €& ¢
MECTHHS NPEACTABHATEN Ha IPUTEXKaTENE Ha Pa3peleHNeTo 3a yroTpeda.
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