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Mous, npoyeTeTe BHUMATETHO Ta3H JACTOBKA NPEN A 3a009HeTe 1a IPHEMAaTe
TOBa JIEKAPCTRO.
. Tlasere 1, 3aI0TO MOXKE Ja CE HATIOXKH JIa 5 POYETETE OTHOBO;
« AKO HMaTte HONBLAHMTENHN BLIPOCH, 00BpHETE ce KbM Batius ieKap Wi
{hapmatesT,
. Tosa NeKkapcTRO € npeinkcano camo Ha Bac 1 Bue He TpsOBa Aa ro npefocTaBsTe

#a apyry. To MoXke fa MM HaBpeIH, JOPH H JIa MIMAT OIUIaKBaHHS, noao0HH Ha
Bamnre.

B Ta34 JHCTOBK: Iie HAMEPHTE:

1. Kaxpo npeacrasngsa Viregyt-K H 3a KakBo ce W3roj3ea
2. llpeny na 3arodHeTe Aa npueMare Viregyt-K

3. Kax na npuemare Viregyt-K

4. Br3MOXKHH HEXENaHH peakliin

5. CpxpaHEHHE Ha AEKapCTBEHUS MPORYKT

Viregyt-K® 100 mg capsules
Buperur-K 100 mg xancyixs

Besxa kancyna Viregyt-K cpaepixa 100 mg amantadine hydrochloride kato nexapcTseHo
BELIECTBO.

KaTo noMollTHH BeILECTBA CE CBEABPAAT:
MarHesueB cTeapar
JIaKTO03a MOHOXHApAT

TebpaaTa KancynHa 0OBHBKa ChALPIKA:
ApuazuT XusH0omuH k610 (E 104)
Apuaeut HanurokapmuH (E 132)
Turtauues auoxeun (E 171)

Kenatun

Hporissomn"en M NPHTEXKATE HA pa3spenicHiieTo 3a ynorpeﬁa:

EGIS PHARMACEUTICALS LTD.
1106 BUDAPEST

Kereszturi ut 30-38.

HUNGARY

Phone: (36-1) 265 5555

Fax: (36-1) 265 5529




1.

KAKBO ITPEACTABJISBA VIREGYT-K H 3A KAKBO CE H3110J3BA?

Viregyt-K € IpoTHBOBHPYCHO JEKapCTRO, M3NON3BAHO 33 NPEMIIa3BaHe OT U JIEYCHHE
Ha MHDEKIWH HA AUXATeNHATE THTUINA NPUYUHEHA OT TPHIIEH BHPYC THII A.
V3non3sa ce CHILO ¥ 3a JICUeHHE Ha MalueHTH ¢ JTapKHHCOHHIBM C pasniieH
HPOH3XOJ.

TPEIHA JA 3ATIOYHETE A TPHEMATE VIREGYT-K

He p3emaiiTe TO3H JeKapeTBeH NPOIYKT aKO:

- CTE UMalH aleprHYHa PeaKilhs KbM JIeKapCTBEHOTO WIH KbM HAKOE OT IOMOLIHHTE
BEIECTRA;
- cTe GpeMeBHa UM KbPMHTE.

o-cnenuanio BHEMaHne TpAOBa Aa ce o0bpHe Ha:

3apnaiiTe CH CIIEOHMATE BLIPOCH Mpey a 3ano4HeTe Ja IPHEMATe JIEKapCTBOTO!
- Crpajare JIH OT eNHIEIICHA (Falif CTE UMy HAKOTa NPHIIafbK);

- CTpajarte 19 OT ChPHEUHa ¢1af0CT, HHCKO KPBBHO HALTaHe HIIH OTOUH B
KapaliHANUTE;

- CTpazaTe JH OT ieTipecus (i CTe NPaBHIIM OMHUT 38 CaMOYOUHCTBO);

- CtpagaTte N# OT €K3¢Ma,

- CTpapaTe ¢ OT CTOMAIIHA A3Ba (WM CTe CTPaJallk B MUHAIIOTO);

- Crpapiate s oT yepHOOpobHO 3abolsBaHe.

H=mon3BaBeTo Ha KAICYNMTE He CE TPenoph4Ba IPH Aela 1iog, 5 roguHu!

Topa NekapCTBO ce HpeAnucEa ¢ 0cofeHo BHAMAHYE NPY NalHeHTH C ICHXHIHY
3afonsBaHKs ¥ He OuBa fa 6vAe KOMOUHMpPaHO ¢ KapOHaoa M ASBOOIA NIPH TAX.

Besxa Kancyna chaspika 98 mg naktoza. YBepeTe Ce, Y€ HAMATE HEIIOHOCHMOCT KbM
MJIEYHATA 3aXap.

AKo cTe cEC 3a60iIaBane, KOSTO 3HAUHTENHO yBpexaa GyHkuuara na 6u0pexa,
BammsT nexap MOKe Jia NpeNAie HIKOH W3CHeIBRHIS MPeRy a 3aovyHe
neyennero. 1o TO3M Ha4yMH TOH I ONpeneiH NOAX0AdIaTa 3a Bac fnosa.

BraMoxHa € 00paTMa 1poMsHa Ha HUBATAa Ha YSPHOAPOOHHTE €H3UMH M0 BpeMe Ha

JICUEHHETO, ocobeHO NpH MalHeHTH ¢ r{epnonpo6Ho za0oigBade HAH eK3eMa B
MHHBanoTO.

HanuenTs ¢ Sonectta Ha T1apKHHCOH He OBBa Ja PeYCTaHOBABAT JICUEHHETO

BHE3AIHO, 3aIU0TO ¢ HaGMnioAapaHa IapKUHCOHOBA KPH3a IPH TAKOBA PA3KO
IpeKpaTaBaHe.

Crieql xaTo NEKapcTBOTO BH ¢ 610 mpeAnHcaHo, BamuAT aexap MOXXe PEOBHO Ka
HaRHAYABA U2CASIBAHN, 32 Ja OlicHABa JeueOuud eeKT u na npefnuie Haii-

nogxoasmaTa no3a. [fonsxkora Tol Moxe fa ciipe JISYEHHETO 38 HAKOJIKO CEAMHIH,
cliell KOeTo Ha r'o 3aroyHe OTHORO,




TIpuemane Ha JEKAPCTBOTO ¢ XPaHH H HANKTKA
Tlo Bpeme Ha AeueHKETO ¢ Viregyt-K ynoTpeGata Ha amkoxon e 3abpaHeHa.

BpeMeHHOCT H KbpMeHe
He npuematite Viregyt-K, ako cTe GpeMeHHa UM KBPMUTE.

INlodupane u pabora ¢ MAMIHU

Hpnemauero Ha TOBa JEKapCcTBO MOXKE [a O0oBene A0 JIHnCd Ha KOHUSHTpans 3a
H3BRPIIBAHE Ha I' OPHHTE.

HE modwupatite 1 HE paboreTte ¢ MalMHK NO BPEME Ha JICICHHETO.

Ipuemane Ka APYTH JAeKapcTBa

Wudopmupaiite Banms IKap, ako IpHeMaTe APYro JISKapcTBo.

3a NeKapCTBa KATO aHTUXONAHEPrHYHH, AHTUICIIPECAHTH, AHTHIMCKUHCTHIHH,
aHTHXUCTAMHHH, eHOTHAsHAN — YBeAoMeTe Balms fekap.

TlogsKora 3a jedeHye Ha TTapkiuHCOHU3EM MoraT Aa 63/aT NPeANCaHH ¥ APYTH
sexapcTBa (Hanp. KapGHona -neBoyiona) 3aeAH0 ¢ TO3M JISKAapCTBEH NPOAYKT.

Msnonssanero Ha amantadine 3aefHO ¢hC CTHMYNAHTH Ha HEHTpallHaTa HEPBHA
cHCTeMa yBenmuuapa HelinaTta Bp30yAa (HEPBHOCT, TPEBOKHOCT, GescpHue, yBEAHYEH
PHCK OT NPHTIAXGIN) H/HIH PHCKa OT HEPUTMHYH CHPAEUHA JIEHHOCT.

E THOBpEMEHHOTO NpIIIoNKenHe Ha Viregyt-K ¢ XMAPOXIOPOTHAsHN i/ iy Kaluii-
CHXpaHABALIA AMYPETHIM HaMAJIABA OTACISIHETO Ba JICKApCTBOTO IIpes onbpeunte,
KOETO MOJKE [a YOBEeJE [0 NOBMIICHH HHBA B KPHBTA H YBENII6HAa TOKCHYHOCT.

KAK JA TPAEMATE VIREGYT-K

Bamust nekap e npeanume Kak ia IpreMarTe JeKapCcTBCHIA [IPOAYKT. CTpUKTHO
cneppalite HHCTPYKITHATE MY.

Tpun A BHUpvCcHA MHOEKIH:

Bo3pactHH 4 fena Hap 12 rox.: ofugaitnata fio3a e 2 X 1 kancyna AHEBHO.

Tlpy DalienTy Haf 65 TOIMIIHA BE3PacT Ce NPenopbysa fo 1 Kancyna AHEBHO.
TasH 7022 € NOAXOISIIA 34 TeUeHHe UK Npefia3Bate oT 3a00ngBaHe.

Ieua:

Tipu BB3pacT Mex Ry 5 M 9 rofiuHu ce npenopbysa JHEBHA [03a OT 1 kamncyna.
Tosata npu aena mexay 9 v 12 rogunn: 1 kancyna 1 — 2 0bTH AHEBHO B 3aBHCHMOCT
OT TENIECHOTO TErA0 HA AETETO U TEXeCTTa Ha 3a00/sBaHeTo.

BammaT nexap Wie NpeAnyule KONKO TOUHO KalCyi# Aa aasare Ha Bamer fete.
CTpHKTHO CHEABATE HHCTPYKIMHTE MY.

3a Jeyenue Ha [JapKUHCOHHILM:
HauannaTa nHesHa no3a e 100 mg (1 xancyna) B mpon HH,



MaxcuMansao 15 auu.

Homeprxama gosa: 100 mg gea neti AHeBHo (2 X 1 Kancyna).

MaxcumMansa gaeBHa fo3a: 300 mg (3 xancynu).

ITpu 3a04Bate Ha JICYSHNETO OTHOBO (ClIe)] EBEHTYATHOTO My Crispate) Bamus

neKap MOXe fa yBenuuaBa §03aTa HOCTENIeHHO 3a /ia OCUIypy edeKTHUBHOCT 1 Jja
nsberse TOKCHYHU ehEKTH.

OO0y HOJIOKEHHA:

Jobpe e npennasHOTo TPeTHpaHe A4 3aN0o4He IPeA# Uil HeNOCPEACTBEHO Clel
xonTaKxTa ¢ GoneH | Aa npoasmki node 10 xau. IIpHEMET Ha KaNCyIHTe ClIeR
BaKcHHaiMa TpAGRa Aa Obae 2 — 3 ceqMUIM JIOKATO C& ¥3paboTH HMYHUTET, 4 B
CIYUaKTe KOraTo BaKCHHaNMATA € HeBB3IMOXKHA HiH HPOTHBOIOKA3aHa Ce

fIpenopbyBa fedeHneTo ¢ Viregyt-K 1a npoms/mxu 6 CeAMHLA 3a OCUTYpABaHE HA
3al{Ta OT 3apasdBaHe.

Jleyenrero Ha rpun A BupycHaTa HHbeKI e JoOpe Ja ce 3anodre fo 24 — 4 yaca
cJief] [I0ABaTa Ha MEPBHTE CHMATOMH U Ja NpoAkLky 4 — 5 nHU KaTo nofobpenye ce
HaGmonasa 1 —2 jHY Clie)l TOBA,

[lanueHTH ¢ yBpeneHa 6u6peuna dyuxins:

IMpenu na GBIe NpeANHCaH JEKapCTRSHUAT MPOAYKT Ha MALMEHTH ¢ YBpeeHa
6p0peyHa gyHKIMA € HeoGXONUMO [ia ce M3BBPIIBAT HAKOH H3cAeABanus, Hauannara
032 obukzoBeno € 200 mg, a cnefpayTe C& ONPEASIAT M0 CIEeAHATA CXeMa:

Kpearunusos kiHpeHe ( ml/min. ) o031 1 [O30B wHTEpBA
>75 2 x 100 mg/ny.
35-75 1 x 100 mg/mu.
25-35 100 mg nipe3 pen
15-25 100 mg npe3 2 gHU
< 15 ¥ Te3H Ha XeMOAHANH3a 100 mg cegMugHO

MHoro € BaxKHO J1a Cle/BaTE HHCTPYKLHUTS Ha Banmis JIeKap, JOKaTo IIpHeMaTte ToBa
JICKapCTRBO.

Axo cre npieid noBede Viregyt-K rancyns, oTkojkoro By e npeanucano

AKO cTe NpHeNny NoBe4e KalcylH, OTKONIKOTO BH € NpeAnHcaHo MM ako CHHTATe, 4e
HKOI ApYT € MpHEN OT AeKapcTBOTO He3aDaBHO ce OTHECETE IO Hali-OJM3KOTO 3BEHO
3a CrelHa noMOH. BaeMeTe BCHYKH OCTAHANM KaIICYJIH, KOMTO ca OCTAHANM 33€JHO ©
Ta3H1 JIHCTOBKA 32 K& I'M NOKayKeTe Ha JIeKaps.

[TpusHauy Ha ApeJO3HPaHe: M'EPYOBE, XATIOLUMHAIMY, YBemyeHa ABUraTenta
AKTUBHOCT, apHTMUA.
HeoGxonuMo € Aa ce npunoxkar obuo ykpensamu Mepku. Ilpenopsugar ce u

JieKapcTBa 3a NOAKHUCENBAHE HA YPUHATA, KOSTO YBEIMYaBa OTAENAHETO Ha
amantadine.

AKO cTe NPOIMYCHAJH ITpueM HA Viregyt-K kancyi

He npuemalite ABoliHa f03a 3a la KOMNEHCHpPATe NPOIYCHATHS [IPHEM, IOpany
PHCKa OT IIPERO3HpaHe.




4.

BB3MOXHA HEXEJAHU JEKAPCTBEHH PEAKITAA

Mosxe /ia MOYBCTBATE HEpPasNoJIoKEHHE, 3aMasHOCT H & C& NOABAT HapylLlICHHA B
CHHA.

Tlo-psaaxo MoKe Ja uenuTaTe MOTHCHATO HACTPOEHHE, TPEBOJKHOCT HITH
6e3MOKOACTRO, XAMOLUHAIHH, 00BpKanocT, Oe3aneTHTHE, CYX0Ta B YCTaTa, 3a1eK,
HecTaOHIHA NOXOMKa, METHA [0 KOJKaTa, OTONY B KpalHHHINTE, HECKO KPBBHO
HassraHe IIpH H3NPaBeHO NOJI0KEHHeE, IIagchonue.

Oule HO-pAAKO MOXE [ Ce TIOABST 3acTolHa ChpAeYHA HEROCTATHUHOCT,
TCHXHYECKM HApYIIeHus, 3aJPhiKKa Ha YPHHA HIIH M3ITyCKaHe, 3afyX, yMOpAeMOCT,
oBpuBH, MOBpPLINALE, CIaGoCT, HEACEH FOBOD, 3pUTEAHH HapyIieHus, cppiebneHe,
NOBMIIEHY HHBA HA YepHOApoOHNTE ensiumMu. MHOro pSAaKo - IkpUoBe, HaMalleH Opoit
Ha GeliiTe KPEBHU KIeTKH, eK3eMa, IPHCTHIH Ha KPRrOBH JBUIKEHHS HA OUHTE,
4yBCTBUTENHOCT KbM CBETAHHA, YBEJIMUEHa TyCBCTBUTEIHOCT Ha POTOBHIIATA.

Axo ce nposieu HAKAKEa Opy2a HEJICENAHA NeKAPCIMBEHA PEAKYUSL, KOANIO He €
croMeHama 6 mazy AuUcmosxa mona ungoprupaiime Bawua nexap!

CHLXPAHEHHWE HA JEKAPCTBEHWSA IIPOAYKT

CrxpaHaBalite Ha HEHOCTHIIHO 3a ieTla MscTo!
Ia ce cexpansea mpu Temnepatypa nog 30°C

He 61Ba Ja H3MOA3BATE JIEKAPCTBEHMS NIPOLYKT ClIe, M3THYaHE CPOKBLT HA FOQHOCT,
KOMTO € OTIeuaTaH BbpXy ONaKOBKaTa.

Tasy IMCTOBKA € OCBBpEMEHEHA:
Aspryct 2005 1.




