it

‘ Novartis Pharma AG
( ) N O VA RT I S Basel, Switzerland
DOAMBUP | FAMVIR®
OUITIMUPAHI TABJIETKA
250 mg

o WHdopMaLus 3a naumeHTa

ABTOp: Dr. Qiaogian Luthi-Peng

Bug AOKyMEHT: Jincroeka / nrdhopmanus 3a naumeHTa

HaTta Ha nocnegHaTa pesakuus: 04 whu 2003, npomsHa 05 anpun 2005
. Hata Ha nydnukyeaHe 19 mait 2005

Bpoii ctpanuyu: 6




Novartis Cip. 2
JNucToBka 32 nauveHTa 19 maif 2005 Famvir

fipeau aa 3anoyHeTe liedeHue ¢ PamMBup, NpoueTeTe BHUMATENHO LRNaTa
uHopMauus, ChabpXalla ce B Tasn JIMCTOBKA,

— Banazete nuctoskara. Moxe [a ce HanoXm Aa s NpoYeTeTe 0THOBO.

—  ToBa nekapcTBo € npegnucaHo nu4Ho Ha Bac. He 6viBa aa ro npernopbysare Ha gpyru
xopa 1 He DuBa Ja ro U3norn3paTe 3a NeYeHue Ha Apyri sabonsisaHus.

—  Axo umarte JoMbAHUTENHN Bbpock, oBbLpHETE ce KbM Balwms nexap usiv dhapMaLesT.

B Tazn IUCTORKA eFINON Fé”

1. Kaxeo npeacrasnssa PaMBeMp 1 3a KAKBO Ce M3rosi3ea?

2. Mpeawn pa 3anovHeTe ga ynotpedbssare Pamenp
3. Kak ga usnonssare Gamsnp?

4. Bb3MOXHW HEXEenaHu peakuun

5. CbxpaHetue Ha Pamsup

6. JonbnautenHa nHgopmMauws

®@ameup / Famvir® dounmupann Tabnetin 250 mg
+ JlekapcTBEHOTO BellecTBO Ha ®amsup e thamyymkniosup (famciclovir).

o [lomomuuTe BemlecTBa ca: OesBofHa nNaKro3a, HATPUEBO HULLECTEH TIMKOMAT,
XUEPONPONMILIENynosa, MarHeswes creapar; TabneTHata ofBMBKA € CbCTaBeHa ot
XUNpoMesosa, TutaHos auokens (E171) 1 nponuned raukon.

MpuTexaten Ha paspelieHUETO 3a yroTpeda:
Novartis Pharma Services Inc.,

Lichistrasse 35,

CH 4056 Basel

Switzerland

fpou3BoauTen:

Novartis Pharmaceutica S.A.
Ronda Santa Maria 160
Barbera

08210 Barbera del Valles
Spain




Novartis Crp. 3
JlucToBKa 33 naumeHTa 19 mai 2005 Famvir

1. Kakeo e @aMBUp U 22 KaKBO Ce U3MNoK3Ba?

damBup € NPOTUBOBUPYCHO NEKAPCTRBO, U3MOMN3BaHO 3@ NeueHne Ha Xeprec socTep. Xepnec
3ocTep € WHGEeKUMs, MpUUUHEeHa OT BUPYC, HapeueH Bapulena 3soctep. Pameup
fpepoTBpaTsaBa pasnpocTpaHeHWeTo Ha BuUpyca W Hamanssa OonesHenute obpusu u
MEXYpU.

damBup ce npunara 3a NevYeHWe Ha OCTPW U MOBTOPHWM enu3ofn Ha Xepnec soctep npu
Bb3PacTHU. TeHUTanHWAT Xeprnec e BupycHa MHMekUuus, ApuuMHeHa OT BYPYGC, HapeueH
Xepnec cumnniekc 1 unn 2, KoTo 0BUKHOBEHO Ce npefasa np¥ NonoB KOHTaKT. FipuunHABa
MeXypyu C ycellaHe 3a napeHe U cbpbexu B obnacTTa Ha reHuTanuuTe, KOUTo MoXe Oa
6baat 1 BonesHeHn. Xopara, KOMTO KMaT YECTM ENW30AN Ha FreHUTaneH Xeprec Moxe ga ce
nekysat ¢ ®amsup, C LIEN NpepoTBpaTABaHe Ha crefBaiin enusogn. Benpekn, Ye Pamemp
HE Niexyea BUpycHaTa WHdeKLms, Toi nognomara obnexkyaBaHeTo Ha CUMNTOMWUTE U CKbCsiBa
TAXHaTa npogemkuTenHoct. FpuemadeTo Ha ®ameup He Bu npegnassa o7 npejaBaHe Ha
Xeprec BUPYC Ha Apyr HoBeK.

Haii-nobpy pesyntaty B NIEYEHWETO Ha Xepriec 30CTEP W reHuTasieH Xepnec ¢e nocTurar,
aKo FieKapCTBOTO 3aMoYHe Oa Ce npuemMa KOFIKOTO Ce MOXe NOo-CKOpO crief nossarta Ha
cuMnToMUTE,

AKO VMaTe BLMpoGK 3a HauvHa Ha gelicTBue Ha PamBup WK 3allo TOBa nexapcTso Bu e
Buno npeanucaHo, noutaiTe Balins riekap.

2. Mpepnwn Ba npuemare PamMBUp

damsup € nNpegrnicaH nu4Ho Ha Bac ot Bawwus nexap. Cneggaite CTPUKTHO MHCTRYKLMUTE
Ha Bawmns nekap popy, ako Te ce pasfndasat oT NHgopmaunaTa B Tasn NMCTOBKa.

He npuemaitte Pamenp

e Axo cTe anepriueH/Ha (UMaTe CBPBLXHYBCTBUTENHOCT) KbM (PaMUMKIOBUP, NEHLIMKIIOBUP
UM HSKOE OT MOMOLUHMTE Bellectsa Ha dameup, v3bpoeHn B Ha4asnioTo Ha Tasw
NUCTOBKA,

AKO cyMTaTe, Ye MOXe a3 UMarTe aneprus, noTepceTe Baluus nexap 3a CbBeT.

HeobxopuMo € ocobeHo BEMMaHne ¢ PamBup

e AKko umate npobriemn ¢ 6LOpeunTe

» Ako cTe GpemerHa unmn nnannpare fa sabpemeHeeTe CKopo.
¢ AKO KbpMUTE.

e Axo umate npobremu ¢ MMyHHaTa cucTema.

e Ako Bawwuat nekap Bu e kasan, We umare HernoHOCMMOCT KbM HAKOW 3axapwu, Hanp.
naxTosza. Pameup 250 mg dunmupadn TabneTk ChabMXAT NakTosa.

AKo HsiKOe OT ro-rope nabpoenute sadkn 3a Bac, nhdiopmupaiite Bawma nekap, npean fa
3anouyHeTe neueHune ¢ Pameup.

TpabBa Aa nsbareare cekcyanHy KOHTaKTM, aKo uMaTe CUMNTOMU Ha Xephec, JOpN ako cre
3anovyHanu Tepanvs. B npoTHMBEEH criydalh MoXe ga rnpejapgete XepriecHata WHdekuus Ha
Bawws napTHbOp.

Dameup U Xopa B HanpegHana Bb3pacT
daMBUp MOXe Aa Ce npunara nNpyu xopa B HanpeaHana BL3pact.
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damBup v fela
O6ukHoseHo Damsup He ce rpenopbYBa fpy Jeua.

BpeMeHHM xenun

Axo cTe GpeMeHHa UK cunTaTe, Ye Moxke Aa cte Gpemerna, nHpopMupaliTe Bawus nekap.
dameup He TpsibBa ga ce mpunara no Bpeme Ha OpeMEeHHOCT, OCBEH ako He & CTporo
HanoxurenHo. BawwsaTt nekap we ofcwan ¢ Bac noteHuuanHuTe puckose OT TepanuATta ¢
®amBup ro epemMe Ha GpemMeHHOCT.

Kepmelwm mainkm

Ako kbpumuTe, nHdopmupaiite Bawuns nexap. Toil/Ts we Bu nockweeTsa ganu fa npueMare
daMBUPp SOKaTO KbPMUTE, B 3aBUCMMOCT OT FON3NTE U PUCKOBETE B KOHKPETHATa CUTYaLms.

Wodupase 1 pabota ¢ MallMHn

Hama naxum, ye Famvir (famciclovir) okazea BnusHve BLpXY cnoco®HocTTa Ha nauneHTuTe
Aa wodupart wnu ga paboTAT ¢ MallHKN. Bee nak ako wanuTeaTte 3aMasHOCT, CbHNUBOCT,
06LpKaHoCT UM APYrM HapylweHus OF cTpaHa Ha LUeHTparnHa HepBHa cucTema, AOKaTo
npuemate Gamevp, He TpsabBa Aa wodupate win ga paboTure ¢ MallnHn.

Mpuem Ha Apyry nekapcTBa

Wrdopmupatite Battua nekap nnn gapmaLesT, ako npuemare Uin Hackopo cTe ripuemanu
OpYFY NekapcTea, B TOBa YMCINO W TE3W, KoUTo ca Be3 petlenta unw Ha OunKosa OCHOB2.
Tosa e acobeHo BaXHO, aKo eKapcTBOTO, KOETO BauMaTte, Moxe Aa 3acerHe 6ubpelinte By,
Hanp. npobeHeumA.

3. Kak ga npuemare damsup?

CnepapaiiTe CTPUKTHO MHCTRYRUMMTE Ha Bawws nekap. He HapeuilaBaiTe npernops4aHara
Bu gosa.

Konko fa npunemaTte?
Xepriec 3o0ctiep

lMpenopbunTenHara [4o3a 3a ocTpa thasa Ha Xeprnec 3ocTep € efHa Tabnetka ot 250 mg Tpu
nbTY gHeBHO unK 500 mg aBa nbTM gHeBHO, unn 750 Mg BegHLX AHEBHO, B NPOALITKEHNE
Ha ceaem OHW.

MpenopbynTesiHaTa fo3a 3a odTanvosiormyed 3octep € egHa Tabnetka ot 500 mg Tpu
NbTY AHEBHO, B NPOALIKEHWE Ha cefem JHN.

Mpu NaLveHTUTE, U3FIOXKEHN Ha PUCK OT NOCT-XeprecHa HEBPanTuA ¢ npenopey4sa fosa oT
250-500 mg Tpu nNBTUM AHEBHO, B MpoAblikeHwe Ha 7 [HW, 38 Ja ce Hamanu
MPOSBIPKUTENHOCTTA M CTENEHTa HAa NOABa Ha NoCT-XeprecHa Heppanrus.

Mpyu Xopa, 4MATO MMYHHA cUcTeMa He (hyHKLVOHMpa JocTaThb4Ho fobpe, npenopsynTenHaTta
£o3a e 500 mg Tpy NeTH QHEBHO, NPW NpoSbMmkuTesHocT oT 10 AHN.

I'enuTarien Xepnec RpU NauMeHT C HOpManHa MMYHHAa 3aiuTta
lfepea nosiea Ha ee”umarieH xepriec

MpenopbuBaHaTa A03a NpyU bpBa NosBa Ha reHuTaneH Xeprec e eaH /%
mg TpY MbTY OHEBHO, B NPOABLIDKEHVE Ha NeT AHW. i

loeniopHa riosiea Ha 2eHuUInarneH Xxepnec
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[losaTta npu noBTOpHa nNosiBa Ha reduTaneH xeprnec e 125 mg pBa mMbTW [AHEBHO, B
MpogbIiKeHne Ha NeT gHW.

MeruTaneH xepnec Npu NaBUEHTHI G NOHWXEHa UMYHHA 3al4UTa
500 mg Pameup gBa MbTW AHEBHO, B NPOALIMKEHNE Ha CEAEM BHI.

lfomuckare Ha uHgexyus Ha 2eHUIaliex xepriec

3a notyckake Ha MHEeKUUs Ha reHuTaneH xepnec, TpsibBa Aa npuemarte efHa TabneTka oT
250 mg pgea nbTM gHeBHO. BalmaT nekap we Bu Kadke KONKo ABNro ga npuemare
TabneTkuTe.

[Mpn xopa, umMsTO UMyHHa cucrema He paboTh gocrarsyHo Jobpe, pgosara W
NPOObITKUTENHOCTTa Ha NeveHue criefsa Aa ce NoBuLLaT.

Ipn xopa ¢ HapylueHa 6b0peyHa hyHKUMSA, Ao3aTa MOXE Aa Ce NMOHWKA.

Kora u kak ga npuemare dameup?

Baemete nbpeata TabneTka, KONKOTO CE MOXE MO-CKOpO cneg nossata Ha paHHuTe
CUMNTOMK U ApU3HaLy (Mexypy, napeHe n borka). Bunary npuemaiite Gamemp TOUHO, KKTO
Bu e npegnucan BawuuaTt nexap.

FhTaliTe Bosika oF TabneTkuTe Uana, ¢ Yawa soga. ameup MoxXe Aa ce npuema ¢ uim bes
xpaHa. He e Heobxogumo ga ObBYeTe Unn YynuTe TabneTkara.

Koriko A®sro ga npuemare @ameup?
Crnegsaiite MHCTPYKUMKTE Ha Baluvs nekap.

AKo norefHeTe noBeve PamBup, 0T HEOGXOAUMOTO

AKO B3emeTe noseve TabreTKy OTKONKOTO TpAbBa, UNM ako HAKOW ApYr cnyyanHo norkrHe
BaweTo nekapcTBo, CBbpKETe ce ¢ Balumsi nexap unu ce obapeTe HesabasHo B BonHuua 3a
cbBeT. [NoxaxkeTe onakoskata ¢ TabneTkure.

Ako 3abpaBuTe Az Baemete daMBUp

Ako 3abpaBute ga B3semeTe Pameup, npuemere Heobxoaumara [03a, BefHara LOM Ce
ceTuTe. AKO NMouTW € cTaHano Bpeme 3a criegpauiara Bu gosa, nponycHete [osara, KoaTo
cte 3abpaBunu 1 B3eMeTe crefBaluara gosa B obuyaliHoTo Bpeme. He yasonsatite fosarta,
3a 1a kKoMneHcupare 3abpaBeHaTa [io3a. ToBa MOXa fa yBernuun BEposTHOCTTa 3a NosAsa Ha
HeXenaHa peakumsi.

4. Bb3MOXHK HEXESNaHU peakuyn
Kato BCuuKM nekapcTea, damMBup MOXE Aa UMa HexenaHn edektn. HexenanuTe echekri,
npuyuHeny ot ®ameup ca 0BUKHOBEHO NeKn S0 YMEepeHn.
HsxoM HexenaHu peakuun MoxXe fa ca CepPUo3Hu:
WrchopMupaiite Baluus nekap HesabaBHO Unv OTMEETE B CMNELUHO OTAENEHNE B Hail-
6nuskata 6onHnrla, ako aabenexute HAKoM OT criegHuTe edexTu:

» Mexypu no koxata wivny iuraBuuMTe Ha YyCTHUTE, OUUTE, YCTaTa, HOCHUT

UMK NONIOBUTE OpPraHW B TEXKa cTeneH (MPUsHaLW Ha CepUO3HNA KOXKHU




Novartis Cip. 6
JincroBKa 3a nayneHTa 19 mait 2005 Famvir

s HeoBsicHyMa rosBa Ha CUHKUHK, YepBEHKU WK NYprypHU NeTHa No KoXKara v
KbpEeHe oT Hoca (NPuUaHaUmn Ha NOHKeHKe Ha Opos Ha KPBBHUTE MITOUNLK -
TpOMOOLIMTY)

Lpyru Hexenanu edekrn:

Psaaxo (¢ BepostHocT fa 3acerHat 1 o 10 Ha scexu 10000 nayuenTa), Moxe fa uanurarte
Hepasnono}eHue, noBpbilare, mascbonve unn obbpksade (0OUKHOBEHO NpW Xopa B
HanpeaHana Bb3pacT).

MHoro psfko (C BEpOsITHOCT fAa 3acerHaTt no-manko ot 1 Ha Beexn 10000 naumerTa), moxe
Oa YCeTuTe 3amasiHoCT, GLHAMBOCT (0OMKHOBEHO NpM Xopa B HafpepHana BL3PacT),
xarmoumHaumy (aa BiKgaTe UM YysBaTe Hella, KOUTO HE CbLUeCTBYBAT), MOXb/TABaHe Ha
KOXata W/nm ounTe, KoxeH oBpus unin cepbexu.

AKO HAKOE OT Teau CbCTOSHUS MPOABLITKM RO-ABMr0 UNAK € cMyllasaulo, uHdgpopmupante
Bawus siekap.

Axko 3abenexute Hexenawnm edekTln, KOMTo He ca ChnomeHaty B Ta3u IUCTOBKA,
nHthopmupaiite Baluns fiekap vnv hapmallest.

5. Ctxpahenne Ha PamBup

¢ [la ce chXpaHsiBa Ha MSCTO, HEOCTLIHO 3a eua.

« [la ce chxpansBa npy TemnepaTypa nog, 30° C.

e [la ce cbxpaHABa B OPUrMHaNHAaTa OnakoBKa.

e [la He ce u3NoN3Ba creps UITMYAaHe Ha CPoKa Ha rogHocT, 0TBers3aH Ha onakoBKaTa.

+« He uznonsealite NexkapcTBOTO, aKO OfaKkoBKara € MOBpeAeHa WnKi uma npusHaun Ha
hanmcbmKaLms.

» ManonaeaiiTe TabnetkuTe criopes npepnucaHueTo. Ako Bu ocrtanar Tabrnetku, BbpHeTe
r Ha Balua dhapmalesT.

6. QonbiHuTenHa uHdopMmauuns

AKO umarte [OrbMHUTENHW BBAPOCK 3a TOBa NeKapcTBo, Mors ofbpHeTe ce KbM Baiums
fiekap urnm hapmauesT.

CpoK Ha rogHocT: 3 rogiHn

NpepcraeuTer Ha IpPUTEXaTena Ha PaspelleHUETo 3a ynoTpebda
Novartis Pharma Services inc.

bustec Napk Codms, crpapa 11
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