JIUCTOBKA: HH®@OPMAIIWA 3A TIOTPEBUTEJA

AGENERASE 150 mg MeKH KaHCyJIH M A R
Amprenavir
OLORPEHO!
m{i @Ezfi'f%’

HPO‘IGTBTG BHHEMATE/IHO TA3E JHCTOBKA IIPEeJH AA 3a00YHETE ONPEEM Ha JIeKADCTBOTO,

»  Tlasete Tasu JMcToBKa. Moke fia ce Hamox a £ MPOYETETE OTHOBO.

»  AKo ¥Mare HIKAaKBH JHOITBIHUTENHM BEIPOCH, MOJIA NOCHBETBAMNTE C& C BALMA AeKAp WM (apMaLiesT.

* Tosa nexapcTBO € NpeANHCaHO INYHO Ha Bac H He TpA0Ba ja ro naeare Ha Apyry Xopa. To Moxe Ja BM
HaBpeIH, AOpY M TEXHATE CHMITTOMM /14 ¢a CHIIKTE KaTo BalIHTE,

»  OOpBpHETe ce KBM BANINA jIeKap MIIH (apMalleBT, aK0 HAKOH OT HeXenaHuTe eEKTH, CTAHE CEpPHO3EH,
T aKo 3a0eNnexuTe HAKAKBH HeXxellaHy eekTu, KOHTO He ¢a YIOCOYSHH B Ta3H JIHCTOBKA.

B Ta3m sEcTOBKA:

1} Kaxeo npezncrasiasa Agenerase 1 3a KAKBO C€ H3II0A3BA
2) Ilpeny na sanodgHeTe MpHeMa Ha Agenerase

3) Kax pa npuemate Agenerase

4) Bp3M0KHH HeKeNaHH peaxiiy

5) CexpaHeHue Ha Agenerase

6) JonsnHuTeNHa HHOOPMAaHHI

1. KAKBO IIPEACTABJIAIBA AGENERASE H 3A KAKBO CE H3ITOJ3BA

Agenerase NIpUHAIISHH KEM IPYIIaTa aHTHBHPYCHH JeKapcTBa, HapH4daHy npoTeasHy UAxuburopn. Te ce
H3MOJ3BAT 32 JIeYeHHe Ha HH(EKIHMITa, IPHUHHEeHa OT YoBelIKug uMynoneduuured supyc (HIV).

Agenerase ce npusara npy pHdektHpand ¢ HEV-1 Bp3pacTHH 1 Aella Haj 4 FOAMHY, KOHTO Bede ca OHIIH
JIEKYBAHH ¢ DpoTeaseH HHXuOUTOp. Agenerase ce H3nON3Ba B KOMOMHANMS ¢ IPYTH AHTHPETPOBHPYCHK
JtekapCTBeHH NpOAyKTH. 3a NOACHIBaHe Ha eexTa, o0OHKHOBEHO BAMMST JeKap Iie BH NpeAnume Aa
mpueMaTe Agenerase KalCyJIH ¢ HUCKH J03H ritonavir. H30opbT Ha Agenerase IIje ce OCHOBaBa Ha TECTOBE
3a BUPYCHA PE3UCTSHTHOCT U HA JOCETAIIHOTO JIYSHHE Ha MallUCHTa.

Tlonzata OT OpueM Ha amprenavir, IOACHNIEH ¢ ritonavir, He © YCTAaHOBEHa MIPH NAMEHTH, KOHTO He ¢a
JIeKyBaHH Jiocera ¢ IpoTeaseH HHXHOHTOP.

IOPEIN XA 3ATIOYHETE IIPUEMA HA AGENERASE
He npuemaiiTe Agenerase

- AKo cte anepruvHy (CBPHXYYBCTBUTENHH) KBM amprenavir Wik KbM HAKOS OT OCTaHAIHTE ChCTABKH
Ha Agenerase.

- AKO uMarte TeXKO yepHoapoOHO 3a0omapane (Bipk “O0ppHETE CeNMANEO BHEMAaHHE TIPH
NeUeRueTO ¢ Agenerase”),

- AKO IpHeMaTe HAKOe OT [TOCOYCHHTE JICKapCTBA:

- astemizole pru terfenadine (M3moA3BAHY HECTO 34 ICYSHHE HA aNEePIUYHH CHMIITOMH — TE3H
JIeKapcTBa MOKE Jja ¢e OTIrycKar 6e3 pewierira)

- pimozide (M3MON3BaH 3a JIeueHNE Ha MH30d)peHHs)

- cisapride (u3ron3BaH 3a 0bseKYaBaHe Ha HIKOH CTOMAUIHM MPoOIeMH)

- MpOH3BOJHH Ha €proraMuHa (M3MON3BaHM 3a JIeUeHHEe Ha rmasobonue)

- rifampicin (43non3Bad 3a eveHue Ha TyOEpKynO3a)

- amiodarone, quinidine (#3noJI3BaH 34 JIeUeHHe HA HAPYDICH CHpACUCH Pr

- flecainide u propafenone (nekapcTBa 3a CEPLETO)

- bepridil (u3mon3Ban 32 NeyeHne Ha NOBUIICHO KPEBHO Halarage).




- AKO mpHeMaTe NPOJYKTH, ChABPIKANIN XKBIT KaHTapuoH (Hypericum perforatum), ThH Kato ToBa
MO3Ke Ja FoTIpedH Ha NpaBHAHOTO AciicTBue Ha Agenerase (Biok Ilpuem/ynotpeba Ha npyrs
JIeKapcTBa).

KOHcyﬂmupaiime Cce € sauius nexap, aKo uManme HAKOe OM NOCOYEHUME NO-20pe CbCMOAHUA UL nplieMame
HAKQE Om HOCOYeHUme IeKapcmea.

Oﬁbpne're CHECHHANHO BHAMAHHEC OPH JIEICHHETO C Agenerase

Tpadra na npueMare Agenerase BcekH Jien. ToBa ekapcTBO crioMara 3a KOHTPOJI Ha ChCTOSTHHETO BH, HO HE
nexysa unbexnuara ¢ HIV. Benpexu npueMa My, BHe MOXeE Ja IPDOABIDKHTE Jia pa3BHBATE JPYTH HH(EKIMEH
u Gonecty, capp3anm ¢ HIV sabonsgeanero. HeoGxoaumo e peoBHO Ia NIocenlaBaTe Bamng Jdekap. He
cnMpaiite TpHeMa Ha JIEKapcTBOTO €3 TEHPBO Ja CTe C& KOHCYNTHPAIH ¢ HETO.

AKO 3a HOACHIIBaHE HA aKTHBHOCTTA JIEKapsAT BH € IIPENOpRYAN Ja pueMare Agenerase KancyaH ¢ HUCKH
JI03H ritonavir, MOJIA MpoYeTeTe BHUMATENIHO JIHCTOBKATA 32 MAIMeHTa Ha ritonavir npeay aa 3anovHere
JIEYCHHETO,

IonactosmeM HAMa JOCTaThYHO HHGOPMAL, 32 Ja ¢¢ Npenoprya ynoTpebara Ha Agenerase NPy fielia Ha
BB3pact noxA 4 rogunn. Hama u nocrarsano uadopmManus, 3a ka ce npenopbya NpHIoKeHHeTo Ha
Agenerase kancyny, [IOACHIIEHA ¢ ritonavir, IpH Jera Ha BE3pacT oT 4 10 12 romuHu U IIpy NarueHTH ¢
TeNecHO Terno nox 5O kunorpamMa.

Agenerase MOJKe 5ia B3aUMOJEHCTBa ¢ APYTH iekapcTea, KouTo npuemare. [Ipean na sarounere rpuema Ha
TOBA JIEKAPCTBO € BAXKHO J{a TipoYeTeTe cle/[Ballis pa3aen Ha IucToBKaTa - “IIpueM / ynotpeba Ha Apyry
JIeKapcTea’.

Tpabea na yBenoMuTe Bamys Jiexap 3a BCHYKY 3a00/I1BaHNA, KOHTO ¢T¢ MMalli MR AMaTe.

- Mons yBenoMeTte Jekaps, ako ¢Te MMalld YepHoApoOHo 3abonsaeane. [lanpeHTHTE ¢ XpOHUYEH
xenaTuT B nau C M IeKyBaHH ¢ aHTHPETPOBHPYCHHE CPEJICTBA, ¢a C MOBHINSH PHCK OT Pa3sBHTHE Ha
TEKKH M MIOTEHHMATTHO (haTallHH HeXKeJlaH| JIEKapCTBEHH PEaKLiHK OT CTPaHA Ha YepHUs Apod U rpy
TSX MOKe [a Ce HAJIOKH MPOBEIKIAHETO Ha KPBBHH TECTOBE 3a KORTPOIHMpaHe Ha YepHonpoOHaTa
(hyHEKHUA

- Vmotpebara Ha Agenerase B KoMOWHalHA ¢ rifonavir He € NpoyYBaHa NPH NALMEHTH ¢ YepHOAPoSHO
3abonapane. He TpabBa Aaa m3nonssare Tasu KoMOKHANMA, aK0 CTpafare OT TexKO YepHOAPOOHO
3abonaBane.

- Agenerase xarcynu (Ge3 moAcIIBanug edekT Ha ritonavir) ca IpriaraHy IpH ALMEHTH C
HapylleHa depHOApoOHa (yHKUMA. Moke ia ce HAJIOKH NMPOMAHA Ha Jo3aTa Ha Agenerase, ako
CTpamare OT UepHOApoOHO 3a00sMBaHe 1 IEKapAT pellid Aa BM NipeAnuule Agenerase KancynH (6es
ritonavir).

- Hma cp001eHHd 3a MOBHIIEHO KEPBEHE MPY HALMEHTH ¢ XeMOQUIHs, MPHeMallHy POTeaseH
unxuburop. IlpuunHaTa 32 TOBa He ¢ M3BecTHA. MoKe Aa ce HAIOXKH Aa NIPHeMaTe AOIBIHHTEHO
¢paxrop VIII 3a KOHTpPON HaX KEPBEHETO.

- Ilpu nanpenTy Ha KOMOHHHpaHa RHTHPETPOBEPYCHA Teparnii MOJKe Aa ce Habmonasa
npepasipeneicHye, HATPyNBaHe BAM 3aryfa Ha TelleCHa MacTHa ThKkaH. CBBPKeTe ce ¢ Ballusg
nexap, ako 3abesneKuTe IPOMEHY, CBEP3aHH ¢ TeJIECHATE MasHAHH.

- Hpwu Haxon nanuenty ¢ Hanpeasana HIV undexuus (CIIHH) 1 kouTo ¢a HMany JOIBIEMTEHIHHA
{onopTionucTHYHE) NA(GEKIIUA B MUBAJIOTO, IPU3HANUTE H CHMIITOMHTE Ha BB3MANECHHETO,
CBBP32HO C MHHANHTE MH(EKIHH MOJKe OTHOBO Ja Ce NOABAT CKOpO CJIeR HauanoTo Ha anTu-HIV
seuennero. CuMTa ce, Ye Te3d CHMITOMY ce ABIKAT Ha NONoOpEHHETO Ha MMYHHUS OTIOBOD,
TIO3BOJISBALNO HA OPraHH3Ma ja ce OopH cpeury MH(EKIHY, KOUTO MOxe Na.ca-Hanune U Oe3 ABHH
camaroMmu. Ako 3abenenre HEKAKBH CHMITOMH Ha MH(eEKUns, yBe :
nekap.

- Axo Mmare JKpYTH 30paBHU NpobneMu, o6CEIETE TH C Ballks IeKa)




He e ycTaHOBEHO JTeYEHHETO ¢ Agenarase ia HaMaiifBa pHcKa oT npegasane Ha HIV nHbexuusaTa Ha npyru
X0pa 9pe3 MOJIOB KOHTAKT HAH 110 KphaeH NET. Tpa6sa na NpOZbKHTE A3 NPSANIPHEMATE NOAXOIAINHTE
MEpPKH, 34 J1a HpeAoTBPATHTE IPSIABaHeTO.

Hpnem / ynorpeta Ha APYrH JeKapcTsa

Ilpenu na samoureTe ACYSHUETO ¢ Agenerase , MOJIA YBEIOMETE BalllHA JIeKap HAH GapMaleBT, ako
TIpueMaTe WAH CTe IIPHeMaTH HACKOPO HAKaKBH JAPYTH JeKapcTBa, AOpH Takuea 0es JIeKapoeKo NpeimicaHe.
ToBa € MEOT0 Ba)KHO, THH Karo IIpHEMET Ha HAKOH AEKApCTEA 3a€QHO ¢ Agenerase, MOXe Ja 3aCHIH HIIH
Jla HaManM edexTa Ha JEKapcTRaTa. TOBa MOKe J1a OBELE O CEPHOZHM MeAHIMHCKH npobnemy. Hakon
JIeKapCTBa He TpAGBA Aa ce BpHEMAT eXHOBPEeMEHHO ¢ Agenerase (3a JOIBIHHTEIHA HH()OPMALIHS BIDK
“He npuemaiite Agenerase”).

Agenarase MoJxe 1a B3aUMOJIeHCTBA C HAKOM ApYrU AckapcTea. KM ynotpeba Ha clieTHHTS MeHKaMeHTH
eJIHOBpEMEHHO ¢ Agenerase TpAOBa fa ce NMpubArBa caMo clel KOHCYITaNus ¢ JIeKap: aHecTeTHUH (Hanp.
lidocaine), awrubuoTia (rifabutin, clarithromycin, dapsone u erythromycin), aRTHTEOUYHE CpeyCTBA
(ketoconazole, itraconazole), anTimanapuiiay (Hanp. halofantrine), anTikoHRynCaHTH (Hamp.
carbamazepine, phenytoin i phenobarbital), 6nokepu Ha kamuesyte kananu (sanp.amlodipine, diltiazem,
felodipine, isradipine, nicardipine, nifedipine i nimodipine nisoldipine u verapamil), nexapcTra 32
NOHMKABaHe Ha xoJiecTepona (Hamp.atorvastatin, lovastatin u simvastatin), ekapcTsa 3a AeueHHe Ha
epexTiiHa AuchyHkms (Hanp. sildenafil u vardenafil), nenyxneosnasan nuxubuTOpy Ha oOpaTHara
Tpanckpunraza (Hamnp. delavirdine, efavirenz u nevirapine), onmsouau ( Hanp. methadone), xopMOHH KaTO
€CTPOTeHH H NPOTeCTOTeHH (HaNp. XOPMOHAIHE KOHTPALeNTHBH), HAKOH IMIOKOKOPTHKOCTEPORIN
(uanp.fluticasone propionate u budesonide), TpunukHuHE anTHOENpecanTy (Hamnp. desipramine 1
nortriptyline), 6ensonmasermnn (Hanp. midazolam, triazolam) u gpyru (clozapine u loratadine).

AKO eIHOBPEMEHHO ¢ Agenerase NpHeMaTe ONPEACTCHH JEKapCTBa, KOHTO MOTAT A& DIPHIHHAT CEPHO3HH
HeKeaHY JIeKapCeTBEHH peakUnH, Kato carbamazepine, phenobarbital, phenytoin, lidocaine, cyclosporine,
tacrolimus, rapamycin, TPHIAKTHYHE aHTHACSIPECAHTH K warfarin, BalusT JeKap Moxe Ja BU HasHAYH
JOIBAHMTENHN KPBBHH TECTOBE, 34 JIa C& CBEAT IO MUHIMYM BBE3MOMKHHUTE HEXKeAaH: peakLuM.

AKo eflHOBpeMeHHO ¢ Agenarase IIpHeMaTe NepopaHi KOHTPalleITHBY (IpOTHBO3a4aTHIHH TabNeTKH), &
DPeNopPHYHTENIHO 1A U3NON3BATE ATePHATHBEH MeTOA (Hamlp.Ipe3epBaTHB), 32 Aa CE NpefHasHre oT
OpemMenHocT. EnqnospeMeHnaTa ynorpeba Ha Agenarase B pOTHBO2a4YaThYHH TaONEeTKH MOXE JIa AOBEKE AO
HaMansgBaHe Ha TepalleBTHIHHA e(peKT Ha Agenerase.

IIpremane Ha Agenerase ¢ XpagEa # Te¥HOCTH
Agenerase Karicynu Tpa6Ba fia ce MOTIBINAT IS ¢ BOJA WK APYrd TeuHOCTH. Moke Aa ce MpHeMar ¢ ik
Oe3 xpaHa.

BpemeHHOCT H KEpMeEHe

YeemoMeTe Bammps JIEKap, aKo CcT1e 6peMeHHa HIIH TUTadHupare na 3a6peM3HeeTe CKOpO. Hee YCTaHOBEHA
Oe3onacHoOCTTa Ha ynoTpebara Ha Agenerase no BpeMe Ha 6peMeHHocT. Koncyntupalite ce ¢ Ballips Jekap
Tpein Aa alovyHeTe npueMa Ha JICKapcTBOTO.

He ce mpenop®uBa fa KepMuTe 6e0eTo cH, Zokato ce fexyBare ¢ Agenerase. Ilpenopruurenyo ¢ HIV
MIO3HTHBHUTE JKEHH Jja He KBPMAT Hellata oy, 3a aa ce M3berne npenapade na HIV.

Iodapane B paboTa ¢ MAIIAHE

He ca nposexgaHu Npoy4Banus Ha eerTHTe Ha Agenerase BhPXY CHOCOOHOCTTA 32 wodHpade i paboTtara
¢ MamHe. He paGoTeTe ¢ Manmiuay WK HACTPYMEHTH, aKo ¢ YyBCTBATE 3aMagHH I10 BpEME Ha JIEYSHHETO ©
Agenerase.

Baxxna andopmanus 32 CCTABKMTE H2 Agenerase Kancyiy




Trit xaTo Agenerase Kancylu ceIBpAKaT BuTaMuH E, ne tpa6ea aa npHeMaTte KONMBIHUTENHC BUTAMMYE E.

2. KAK TA IPHEMATE AGENERASE

Bunaru npremaiiTe Agenerase TOYHO KAKTO BaIIKAT JIEKap BH € Npeflopsuall. AKO He CTe CHI'YPHH 3a HelHo,
Tpsi6Ba Ja ce KOHCYATHPATE ¢ Ball: JISKap MK HapMaLesT.

- Ako ¥Mmare Hy»XJ2 OT aHTHANMIIHO CPEJCTBO 34 MOANIOMaraHe Ha XpauoCMIIIaHeTo Wiy IpHeMare
JIeKapCTRO, CHABMKALIO aHTHANKA (Hanp. didanosine), ce mpemopsYBa a ro IpHEMAaTe IIOBEYE OT
Yac NpelH KUK CHeH NpHeMa Ha Agenerase Thi KaTo HHade eieKTHTe Ha Agenerase MOXe &a ce
Hamanat.IlornemaliTe kancynuTe Agenerase Hend, ¢ BO&2 WU Apyra HanuTka. Kancynure morar
lia ce Tipuemar ¢ 1 6e3 XpaHa.

- Buspacmuu u nodpacmeawu (Ha svzpacm nad 12 z00unu) (c menecna meano nao 50 kgj:
o6uyaiinaTa fo3a Ha Agenerase kancynu e 600 mg ABa WBTH JHEBHO, ¢ ritonavir 100 mg nBa meTH
JHEBHO, B KOMOHMHALIMA ¢ APYrH aHTHPETPOBHPYCHH NekapcTBenu npoaykru. e TpAGea xa
IprieMate No-BHCOKH fo3u Agenerase (1200 mg jBa ITbTH JHEBHO), KO BAlDKAT JIEKap PEINH, e 3a
Bac He e NOAXONANI0 fAa ApHeMare ritonavir.

- Hena (4 xo 12 ropusn) ¥ rAOHEHTY © TeJiecHo Terno nog 50 kg, BanmksT gekap Ie onpenenis
nosata cropes Tertoro M. ObmyailinaTa no3a Ha Agenerase Kancymu e 20 mg/kg TenecHo Terno,
IBa nbTH fHeBHO. He TpsiOBa ma mpremate nosede oT 2400 mg nHeBHO. B HAKOM Cily4au KOraro ce
NpHEMAT SPYTH JSKAPCTBa, eAHOBPEMEHHO ¢ Agenerase, BAIIILAT JeKap MOXe Ja NPOMEHH H03aTa
Ha Agenerase.

3a fma ce H3BACYS ITBNHATA II0Ji3a OT JISYSHHETO C Agenerase, € MROFO BaiKHO Aa IIPHeMaTe NajaaTa JHeBHa
Ji03a, OpeAicara BH 0T IeKap4.

3a Aella ¥ BE3PaCTHH, KOHTO He MOTaT Ja IIperiblar KarcyiH, chIIecTByBa U Agenerase oz hopMaTa Ha
Pa3TBOD 3a NEPOPATHO HPHIOKEHAES,

AKo cTe npHeJid HoBeJe 0T HeoOX0ANMATA 1032 Agenerase
AKo cTe npHeJHE OoBeYe OT NpeANHcaHaTa BU J03a Agenerase, ypenomeTe He3abaBHO Baillka nexap HIK
¢apMaLgeBT.

AKo cTe nponycHANH Aa NpHeMere Agenerase

AKO cTe IIpoIlyCHalH 12 MpHUeMeTe eAHa 103a Agenerase, IpHeMeTe 3a0paBeHaTa J1o3a OT JISKapcTBOTO
BeAHAra ciey KaTo CH CIIOMHHTE, ¥ TIPOJBILKETE IIPHEMAHETO Ha CHEIBAIINTS TO3H, KAKTO BH € NPEANHCaHO.
He npremaiite nBoiina nosa, 32 Aa KOMISHCHPAHE Ha LPOIyCHATATA.

ARo cTe cOpesH NpHeMa HA Agenerase
He Tpsa6Ba na cnippare npueMa Ha Agenerase 0e3 Jia ce KOHCYNTHpATE ¢ Bamlus JieKap.

Axo UMaTe HAKaKBY ZOIIBIHUTENHH BBIIPOCH, CBEP32HH ¢ YHoTpedara Ha TO3H IPOIYKT, MO IIONHTaHTe
BaIHA JieKap M dapMalesT.

3. Bb3MOXXHH HEXEJIAHU PEAKITHH

Kaxro Benuku NeKapcTea, Agenerase MOe J1a IPEIM3BHKa HEeKEIAHH PeaKiliy, BBIIPEKH Je ToBa He ce
c/yuBa pH BCHYKH nanuenTH. Ipy nevenne Ha HIV yadeknnd He BHHArH € BE3MOXHO Jia C& ONpe/enH
Jan¥ HAKOM OT HexeNauuTe edeKTH ca NPHYUHEHH OT Agenerase, OT HAKOH APYTH JeKapCTBa, IPHeMady 1o
CBUIOTO BpeMe, FiM 0T caMoto 3abonssaue.ITopany Tasn npuuria € MHOrO BakHo Ja mHbopMupaTe Banms
JIeKap 3a BCAKA NIPOMSHA BBB 3PaBETO BH.

MEOI0 YecTH HEKEJIAHM JIEKapeTBeHH peakuH (TaKHBa, KOUTO MOTAT Aa ce NPestE yagae oT 10
Ha Bcexy 100 nexyBaHM NalUeHTH) 2R\

e TI'naBobonue, YyBCTBO HA yMOPa
+ JIuapus, rajeHe, NOBpPEIIaHe, MeTeOpu3bM (CH0HpaHe Ha ra3oBe B Ue



o  Koxxun oOpunu (depBeHy, HAAUTHATH WK CHPOANIA) — PAAKO KOKHHTE OGPHBH MOKE A Ca TEKKH M
Ja ce HANIOXKK A3 IIPeKECHeTe NpUeMa Ha JIEKapCTBOTO.

UecTH HeKeNaHA JIEKAPCTBEHE PeakyBH (TaKuBa, KOMTO MOTAaT Aa ¢e NPoABAT npH oT 1 go 10 Ha Beekn
100 nexyBanu manpeHTH)

e TloBupreny TPHMHUEPHAN (BUN Ma3HHHK B KPBBTA), NPOMAHA BSB (lopMarTa Ha TAIOTO, HOPagH
npepasnpe/ie/ieHHe Ha MacTHATa ThbKaH

HotHcHaTOCT, AeTIpecHs, NPOOIeMH ChC 3aCHHBAHETO, 3aryba Ha aneTut

MpaBy4KaHe WM U3TPBIBAHE OKOIO YCTHHTE W YCTaTa, HEKOHTPOMHPaHK ABIKCHHA

Boska, arckoMbopT WiH NOBRIICHA KHCSIHHHOCT B CTOMAXa, JHAPHYEH H3NpaKHeHN
Toruapane ya eH3MMHTE, 00pa3yBaHy OT YepHHS Apod, HapeueHH TpaHCaMHHAa3H, IIOBHINaBaHe Ha
eH3MM, 00pasyBaH OT NaHKpeaca, HAPEHEH aMKiIasa

He gecTn BexeNann JeKapcTBeHH PeaKNBH (TAKHBa, KOMTO MOTAT [a ¢€ MPOABAT NPH MO-MaNKo OT 1 Ha
BoekH 100 NexyBaBH NallMeHTH)

o IlorumiaBaHe Ha KPBBHATA 3aXap H XORECTepola (BHI Ma3sHUHA B KPHBTA)
o Ilorpmapane Ha GHIMpyOHHa B KpBBTa

Pepxn nexenann NexapcrBenn peakuyE (TAkHBa, KOWTO MOTaT Ja ¢¢ NpoaBAT npH 1 Ha Beexm 1000
JIeKyBaHH NanHAeHTH)

e Texka WIH XKHBOTO3aCTpAIIABAIA KOMXKHA Peakius (cuaapom na Stevens Johnson)

JApyra Bb3mokHE eerTa

Hima cpoOmenia 3a MOBUIIEHO KBPBEHE NPH NAIMEeHTH ¢ XeMmodumua Tem A 1 b nipu npuem Ha npoTeazeH
HHXMOUTOP. AKO TOBa BH Ce CIIy4H He3abaBHO ce KOHCYATHpalTe ¢ Baluus JIeKap.

Wima cpo0uieHus 32 MyckynHa 60i1ka, YyBCTBHTEAHOCT MK ci1abocT, MiaBHO NIPH aHTHPETPOBHPYCHO
JNIeueHHe ¢ NPoTea3sH HHXHOKTOPH B HYKIGO3HIHH aHAI03K. B PeAKHE cilyuau Te3H MyCKYJIHH BapyIueHus
Morat Ha Opgar cepHosud (pabaoMuonmsa).

KomGun#panaTa IpOTHEOPETPOBHPYCHA TEPAmyii MOXKE 12 IPHYMHHA [IPOMEHH BbB GopMaTa Ha TANIOTO,
JIBIKALHN C¢ Ha TpepasnpeieNieHne Ha MasiunuTe. [IpoMeHnTe MOKE Aa BIIIOYBAT HAMaNeHHe Ha
Ma3HHMHHTE B 00]IACTTa Ha KpaKaTa, phlere H JHLETo, YBenndeHNe Ha MasHHHATe B 00facTra Ha KopeMa, 1
OKOJIO BETPCINHETE OPrany, YroleMABaHe Ha FEPAATE H MacTHH F'bpﬁHL(PI IIC 3agHaTa 4aCT Ha Bparta
(“OGusoacka repOuna’™). Bee ome He ca yCTaHOBEHH NPUMHHATA 33 TOBA CHCTOAHME H IBITOCPOYHHTE My
edexTH BLpXy 3Apasero. KomMOuHUpanaTa NPOTHBOPETPOBUPYCHA TEPANMSL MOKE 1 IPHYIMHH CBINO
NOBHINABAHE HA MACYHATA KMCCIIHHA H TNIOK03aT4 B KPhBTA, XHOESPIHIIAEMHUA (HOBHIJ.ICHH HHEBEA& Ha
Ma3sHHHHTE B KPHBTA) H PE3HCTEHTHOCT KbM MHCYJIHH.

AXO HAKOA OT HEXKENAHK JEKAPCTBEHH PEAKIHH CTAHE CEPHO3HA, Wil 3abele)KuTe APYTH, HEOIIHCAHH B Ta3H
JHCTOBKA HEXejIaHH &(heKTH, MOJL1 YBEeHOMETe Balki JieKkap Wi (papMalieBr.

4. CbXPAHEHWE HA AGENERASE

ChxpaHsBaiiTe Ha MCTO Janed OT HOrNieAa ¥ JOCThIIa Ha Jena.
Ia ce cpxpanssa npn Temneparypa noj 30 °C.OmakoBKara Aa ce XbPKH A00pe 3aTBOpeHa, 3a Aa &
IpeNnasH OT OBNAKHABAHE.

Ha re ce npueMa Agenerase clie]] CPOKa Ha FOAHOCT, OTOeNsI3aH BEPXY KAPTOHE
TORHOCT OTrOBaps Ha MOCHEAHNA EH OT NOCOYSHHA Mecen, /



JlexapcTBOTO He TpAGBA I3 Ce M3XBLPIIA B KAHATH3ALWATA B B KOHTelHepa 3a JOMALIHH OTH2bIIH.
IMonuraiiTe Bamms hapMaleBT KaK Ja YHHIIOKABATE HEHY KHHUTE BH JIeKapcTRa. Te3H MepKH Ie CIOMOTHAT
32 ONA3BaHe HA OKOJIHATA CPefa.

6. TOI'BJJHUTEJHA HHO®OPMAIIHU A
Kakeo ceabpixa Agenerase
AKTHBHOTO BELIECTBO € amprenavir, KaTo Beska Kancyna Agenerase cbabpska 150 mg amprenavir.

Hpyrure creraBiu ca; d-andaroxodepun nonuermren rnuxon 1000 eyknunar {TPGS), makporon 400
(rioneerwien rimkon 400) » npornen ravxol. IHoxparHero Ha Karcynara ce C5CTOR 0T XKeNATHH,
rAHLepos, d-copOUTON ¥ copOUTONCH pasTROP, THTAHOB THOKCHA B YEPREHO NEYAaTHO MACTHIIO.

Kax msriexna Agenerase 0 KAaKBO ChABP/KA ONAKOBKATA
Agenerase 150 mg mMeKu KancyJi ca B IUIACTMAcoBH OyTHiku, coabpaxamu 240 xancymn. Tesu Mexu
KaIcyi# ca MPoALIroBaTH, HelIpo3pauHy, CbC CBETIO CHB J0 KpeMaB IBAT U Hanamme “GX CC27.

HpuTtexaTen Ha pa3zpenmieHEETO 32 YHOTpeda H NPOA3BOAHTEN

HporzeopaTen:

Glaxo Wellcome Operations
Priory Street

Ware

Hertfordshire SG12 ODJ
United Kingdom

IlpuTe:kaTen Ha paspelleHHETO 32 YHOTpeda
Glaxo Group Litd

Greenford Road

Greenford

Middlesex UB6 ONN

United Kingdom

Ilpedcmasnnean ¢ Berzapus om:

GlaxoSmithKline EOOD
Coopmna 1408, k. Hiean Basos,
yi. Humersp Manos, 6nok 10

Hara na nocnegHo oxoOpeHue: Mait 2006 r.




