oﬂOB b3

JInctoka: Undopmanus 3a norpedures

fAT? , 0
Anukiosup AJI 800 mg tablets vy P g2 / o5«

Anukaosup AJl 800 mg radaerku

Aciclovir/Anuxnopup

IIpoveTeTe BHMMATETHO nAJIaTa JHCTOBKA NpeAH A3 3al0YHETe 13 NpHEMAaTe TOBa

JeKaApCTBO.

- 3amasere Ta3W JHCTOBKA. MOXe 11a Ce HAIOXKH Jia S IPOYETETE OTHORO.

- AKO MMAaTe HAKAKBH JIONBJIHHTENHH BLIPOCH, NONKTAHTe Balius nexap Hin dhapMaliepT.

- Tosa nekapctBo ¢ npeanucano nuyHo Ha Bac. He ro mpeorcrbneaiite Ha apyrn xopa. To
MOXe 13 UM HaBpeJH, HE3aBHCHMO OT TOBA, 4e TEXHHUTE CHMITOMH €4 ChIIHUTE KaTo BamuTe.

- AKO HAKOS OT HEKeJIaHWTE JIEKAPCTBEHH PEAKIHH CTaHe CepPHO3HA, HIH 3a0eNexuTe IPYTH,
HEONHCAaHH B Ta3d JIMCTOBKA HEXENaHHM pEaKilMH, MONs yBejoMeTe Baimis siekap uim
{papmareBT

B Ta3u JHCTOBKA le HAMEpHTE:
1. Kaxso npencraensBa AnukaoBup AJl ¥ 3a Kakso ce H3Mo0a3Ba
[Ipemu na npueMare Arukiosap Al
Kak na npuemare Anuknosup AJl
BB3MOXHH HeXETTaHH PEeaKLuK
Kak na cwxpangsare Anaxiosup AlJl
HonsantenHa uHpopManus

IO

Kakso npencrasiaasa Anukaoeap AJl 1 3a KakBo ce H3NOJI3BA
Anuxnossp AJl € rexapcTBeH NPOAYKT 3a JICUCHHE HA BUPYCHH HH(pEKIK

AnmuxaoBup AJl ce H3Mo3Ba NpH:
- Herpes zoster 3a mnpeamasBaHe OT TEXKH CIyY4al HA Xeplec CHMIUIEKC BUPYCHH
HHE(EKIHN pH NalHeHTH ¢ IOTHCHATA HMYHHA 3aIUTa, U3JIOKEHH HA YBEJHYEH PHCK
OT MH(pEKIHH, HaIp. clie]] TPaHCIUIAaHTAIMS HA OPTaHH.

IHpenn na npuemare Anukaoeup Al
He npuematite Anukinosup AJl, ako cre:

- C ycranoBeHa CBPBXYYBCTBHTENHOCT KbM AHHKIOBHP HIM KBM HAKOS OT JIPYTHTE
CBhCTABKH Ha JIEKapCTBEHHS TIPOAYKT.

- AKo HMaTe OTKIIOHeHHS B OBOpeuHaTa (QYHKIHA HIM HaMalleHa MPOyKIUs Ha YPHHA
(mo-manko ot 100 M1 ypuHa Ha neHoHowliHe), Bue He Tpsa0Ba 1a M3n0I3BaTE AIMKIOBHP
AJl 3a npo¢unaxkThKa, THH KaTo JIHICBAT JIAHEM 33 yIOTpe(ara Ha allMKJIOBHD TA0MCTKH
IIPH TE€3W YCIOBHA.

T
Oo0npHeTe cenHa;IH0 BHHMaHNAE NIPH YHoTpetaTa Ha AEKIOBHD AJl 5 /ﬁ\g\ 5 RS H::!;;? \
Kakso Tpa0sa 1a uMaTe IpeABH/ KOTATO pelllaBaTe Aa U3MOI3BATE TOBA JIEKAPCFRE: 7 &%RHW\“% : \\,_-
HallpeJHanla Bb3pact: ;,/_.» = s \%

IlanvenTH B HalpeaHala BB3PACT MO-YECTO CTpajaT oT ObOpedna HeI0CTAT?

NpHYHHA € NPEeNopBLYATETHO TIPH Ta3d RB3pPacToBa Ipyla Ja ce l'lpocne:,t[‘s\t,ﬂé‘ap 61, 8 1*%/55' /i
BN "wﬁ e 74



GYHKIMS ¥ a3 Ce YBEHYHM KOMHYECTBOTO TEYHOCTH IIPH IpHeMane Ha TabaeTkuTe ALMKIOBHD
AJL. JlexyBammmsar nekap Iue ONpeleld MNOAXONAINOTO Ao3upaHe (BK “ Kak ga mpuemare
Anuknosup AJI”).

IIpuem Ha ApYIH JeKapcTBa

Mons urpopmupatite Bammsg nekap unu papmanest, ako IpHEMaTE HITH CTE TPHEMAH HACKOPO
KaKBHTO U Jla € IPYTH JIEKapCTBa, BKIIOUUTENHO TAKHBA OTIIYCKANIM ce €3 IeKapCKo
IpeanucaHue.

3a KoM APYTH JIeKapcTBa € H3BECTHO, e MOBJIMABAT edekTa HA AnMKIoBHP Al
[Mpobenenun (ypHUKO3ypHYHO NEKapcTBO 3a NMOHMXKABAHEC HHBOTO Ha I[IHKOYHATa KHCEIHHA B
KPBBTa) HAMAIABA OTAE/IsIHETO HAa Anukiosup AJl npes OpOpennTe, KOETO MOXKE Jla JIOBEAE [0
yIbJDKaBaHEe HAa BPEMETO Ha IPECTOH Ha al(HKIOBHP B TANOTO.

IMpobeHUIMA W IIUMETHIHH TIOBHIIABAT TUIa3MeHaTa KOHIIEHTPAIHA Ha AllHKIOBHP H [IOHHKaBaT
otesstHeTo upe3 0nOpenute. Habniogasany ca no-BHCOKH HMBA HA ILIA3MEHH KOHIEHTPAIlUH Ha
aIHKIIOBUP, KOraro MHKOGeHonaT MogeTha (JIiekapcTBO IMOTHCKANld HOPMAIHHTE HMYHHH
(YHKIIHH Ha OPTaHW3Ma) € IpUiaral ¢ alMKIOBHP, OTKOJIKOTO IPH CAMOCTOATENHO MPHIOKEHHE
Ha amuosup. He e meobxoguMo obaue NpoMAHa Ha JIO3HMPOBKATA MOPAiH LIMPOKHA
TepameBTHYCH HHAeKC Ha auukaoBHp. He e nabmopgasaHo 3HAYMMO yBEMHYaBaHe = Ha
TOKCHYHOCTTA IIpH TAaOHEHTH I[IOOKEHH Ha aHTHPETPOBHPYCHA, HepopaaHa Tepamus
(3ua0BYAMH) IPH €THOBPEMEHHOTO NPHIIOKEHHE HA AIHKIIOBHD.

bBpeMeHHOCT H XbpMEHE

JleKyBaImusAT JeKap BHHUMATETHO TpAOBa /1a TIpeeH! ChOTHOMICHAETO MEXKIY OYaKBaHATa IOJ3a
W TOTEHIMATHHS PHCK NpH OpeMEHHH JKCHH, IPH KOHTO JedeHHeTo ¢ Anuknorup All e
HeOOXOMUMO. AIMKIOBHp € OTKPHT B MalfuMHata KepMa clej NpHeMaHe Ha TaDIeTKH
anpktosup. 1o Tasy MpHYHHA AOKATO ce pHeMaT TabIeTKH alluKIOBHP KbpMEHETO TpaOBa 1aa
ce IPeyCTaHOBH.

IMogupane u paboTa ¢ MAIIHHH

He e HM3BeCTHO OHPEKTHO BB3AeHCTBHE Ha AlHKIOBHP BBPXY CIOCOOHOCTTA 3a peakiHs H
mo¢upane. Tpsbpa 1a ce MMa npeaBHA obaue, Y€ B PEJKH CIyYyaM MOTAaT Ja ¢€ HpPOSBAT
HeXeNaHH JeKapCTBEHH PEaKIMH KaTo CHH/IMBOCT, CBETOBBPTEXK H XalONHHALNH, 0cO0EHO IIpH
HAIHERTH ¢ HapyuleHa Os0peyHa GyHKUAA.

3. Kak na npuemarte AuMKI0BHp AJl

Buuaru npuemaiite Amuxiosap AJl TouHo kakTo BH e npeanucano ot mexysamuar Bu nexap.
AKO HMaTe ChbMHEHHUsA d BBIIPOCH, TIOMUTaMTE JeKyBanus Bu j1exap WiH apMalieBT.

Jo3upane H NpAIoXKeHHe, HPOAL/HKMTEIROCT HA TEPANNATA;
Te3d HHCTPYKUMH BaXaT caMo ako Bammar jekap He € npeiurucan Apyro o OTHOLIEHHE Ha
nexapersoTo AuukinoBup AJl. Mo, cnassaiite yKa3aHHATa 3a IPHIOKEHUE, HIIH TE3H, JAQ/ICHH
OT AeKyBamids Bu nekap, THH Karo B NPoTHBEH ciydall Anuknosup AJl Hama ja UMa Hy}KHHH
etexT ¥ 6€30MaCHOCT. T
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Itabnetka Aciclovir AJI (800 mg anMKIIOBHD) 5 IBTH JIHEBHO Ha BCeKH 4 yaca Npes JeHsl.

ITAHEHRTH C BbEPEYHA HEJIOCTATHYHOCT:

llanmenT ¢ OTKIOHeHHs B OBOpeunata ¢yHKLHS, CPeliaHn 0cobeHO B HANIPEIHANA Bh3PACT,
MOTaT Ja ¢e HYX/asT OT HaMalCHa JO3HPOBKA alMKIOBHP CHPAMO 1I0KazaHara no-rope. [pu
OTKIOHEHHS B OLOpeunara GyHKIHsA, IEKYBAIHAT JIeKap 1€ ONpe/eld MOAXOIANIOTO JO3HPaHe
B 3aBHUCHMOCT 0T OBOpeuHaTa (GpyHKIus {BHK M0-10TY):

Iloxasanne Kpeatununos knupeac  CepyMeH KpeaTHHHH Jo3upane
(ml/min/1.73 mz) (nmol/l i mg/dl) {enMHKHYHA 103a)
Kenu Mnbxe
Xeprec 25-10 280-550  370-750 1 rabnerka Aciclovir AJl
30CTEP 3.17-6.22  4.18-8.45 (800 mg anmknopup) 3 ObTH
JHEBHO (Ha BcekH 8§ yaca)
<10 >550 >750 1 Tabnetku Aciclovir AJl
>6.22 >8.48 (800 mg arukroBUp) 2 NBTH

ITHEBHO (Ha Bceku 12 yaca)

Kak u kora TpsfBa 1a npuemarte AuHkI0BHp AJl
TabneTkuTe Tpabea Ja ce NpueMar HECIBBKAHM, CJIE[ XpaHeHe, ¢ JOCTATBYHO KOJIMYECTBO
TEYHOCT (HAnp. Yaina BoJa).

VYBENHYEHO KOJMYECTBOTO TE4HOCTH TpsaOBa Aa ce OpHEMa IIpH ynoTpeba Ha TaGIeTKHTe
Anuknosup AJl, ocobeHo Npu nauyenTH ¢ HapyineHa Os0peuHa GyHKIUS.

3a 1a ce IOCTHTHAT A0OPH pesynTary, JiedeHueto ¢ Auuxiosup AJl Tpadsa ja 3anoune BegHara
C MOABATA Ha IBPBHTE CHMIITOMH Ha MH(EKIIH3.

Ocobeno mpu penuauBupama HHEKIHS ¢ Xeprec CHMIUIEKC BUPYC, IIPHEMBT HA AIMKIOBHD
AJl TpsabBa na 3amovHE oOIle IPH IBPBHTE CHMITOMH Ha HOBara wHbekuma (cupbex,
JMCKOMGOPT, TEPBATE MEXYpUeTa).

Koako 1110 Moske n1a npaemate AnHkIoBHp AJl

IIpoabKATENHOCTTa HA JISYEHHETO HIe PelTy NekyBaums B aekap.

IIpu wnbexnMH, MPUYAHEHH OT Xeplec 30CTep BHPYC, IPOABIKHTENNOCTTa HA JICYEHHETO C
Anuxnosup AJl obukHOBEHO € 5- 7 THH, HO KJIMHAYHOTO ChCTOSHUE TIPH HAKOH NAIHEHTH MOXKE
Ja HaJIOKH I0-IBJITO JICUEHHE.

AKo cTe npeaH nopede oT HeoOxoauMAaTa 1032 Ammkiaosup AJl (Hapouno uam ciay9aiino
npeJo3dpaHe Ha TOBA JIeKapCcTBO)

IIpu mpenosupane Ha Aunxiosap AJl He TpsbBa na ce ouakBa otpassue. [Ipu enHoxparHa 1032
OT 5 g alUMKIOBMp HE HACTHINBAT CHMIITOMH Ha OTpaBiHe. JIMNCBAT JaHHM 3a €IHOKPATHO
IpHEMAHE HA [O-BHCOKH 103H. B cioywait Ha mpenosupaHe W BJIONIABAHE HA HEKETAHUTC
JACKapCTBCHH PCaKITMR MIIM DU TAKABA ChbMHEHHA, OOBPHETE Ce KbM JNeKyBalnus Bu sekap.

AKO ¢Te NOPONYCHAIH [Ja MNpHeMeTe WA CTe¢ MDPHEIH I0-MAJKO oT npemmcamrro
KOIH9CCTBO Aumc.nonnp Al B

JIEYEHHETO TAK4, KaKTO € IPeANHCano OT JieKyBaumsT By jekap.
AKO cTe TIpOIYCHAIH IIOBEYE OT €iHH NPHEM HIM CTe IMPHEIH no~Ma31R',o
KOJIMYECTBO, KOHCyJITHpaI/ITe ce ¢ reKyBawHs Bu nekap.
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AKo cTe cripein npaemMa Ha Anakaosup AJl

Jopn npu moaobpsgBaHe Ha CBHCTOSHUETO, MpHeMbT Ha Aruxiiopup AJl Tpsadsa aga mpoabmku
Taka, KakTo € NpeanucaHo oT Bamms yekap, 3a /la ce rapaHTHpa ycuexbT oT Jiedenuero. [Ipu
ChbMHEHWE 3a MOABABA Ha HeXeJIaHH pPeaklHH, Mo KOHCYNTHpaiiTe ce ¢ IekyBamus Bu nekap,
Mpean Ja NpeKbCHETE WK Ja CIpeTe JeYeHUEeTO IPEXIEBPEMEHHO.

4, BE3MOKHH HeKeJIAHH PeaKnuH

KaxBu HekelaHH JeKapCcTBeHH PEaKIHH MOraT Aa ce NOABHAT NPH NPHICKEHHETO HA
AumxmoBuap AlJl

[MogobHo Ha ocTaHanMTE JEKapcTBa, AukiaoBap AJl MOXe Jia pe/IM3BHKA HEXeNaHu eeKTH,
BBIIPEKH Y€ Te He ce MPOSBABAT IIPH BCCKH JIGKYBaH ¢ TOBA JIEKAPCTBO MAI[HEHT.

3a oreHKa Ha CTPAaHHIHHTE PeakliH ¢ OHia H3N0/I3BaHa cneAHaTa Knacudukanua Oazupana Ha
4eCTOTa Ha NIPOABATA HM:

Mamuoro uectH: ITpr nogeye ot 1 Ha 10 neKyBaHM HALMEHTH

Yectu: Ilpm mo-mamko or 1 ma 10, HO moBede oT 1 Ha 100 nexyBanu
HalEeHTH

Heuecru: ITpr mo-manxo ot 1 Ba 100, HO nmoBewe ot 1 Ha 1000 nexyBanu
IaiHeHTH

Peaxu: [Tpu mo-manko ot 1 Ha 1000, Ho nosede ot 1 Ha 10 000 nexkyBanu
nanueHTH

MHuoro peaku: [Tpu mo-mManko or 1 #a 10 000 nexyBaHH NallHEHTH, BKIIIOYHTEIHO
M30JHMPaHHU CIydaH

C HemsmecTHa | OT HaNWYHHTE JAHHH He MOXe J1a ObJe HallpaBeHa OLEHKa

4EeCTOTA;

HapymeHusi Ha KPLBTA H JHM{HATA CHCTEMA:

MHoro penku: AHeMHs, JIEBKOTIEHHS, TPOMOOIHTOIICHHS.
HapymeHHs HAa HMYHHATA CHCTeMa!

Peaxu: Anadunakcus (alepruyHa peakiys ot Obp3 THI, NpodBABallla CC CBC 3aYepBsiBaHe,
CbpOEIK, OTOK, IIOKOBO CBCTOSHHE).

IIcHXHYHM HApYIIeHHA H HAPYIICHHS HA HEPBHATA CHCTEMA:

Yecth: I naBobonie, 3aMagHOCT

Mroro penku: Bw3byma, oObpkaHocT, Tpemop (TpelepeHe, HEBOJEBH, OBP30 CMEHsANU Ce
CBHBAaHHA H OTIYCKAHHA HA IPyNa MYCKYJAH.), aTAKCHs (HEBH3MOKHOCT 3a KOOpAHMHHpaHE Ha
MYCKYIIHATA AeHHOCT IPH W3BHPUIBAHETO HA BOJCBH IBEKCHHUSA ), QU3APTPHs (3aTPyaHEH IOBOP-
HApYIIABa Ce IIPOM3HACAHETO Ha 3BYKOBETE), XaMOLMHALMH, MNCHXOTHYHH CHMIITOMH,
KOHBYJICHMH, CBHJIMBOCT, eHiledanonaTHsa (3abongBaHus Ha IJIABHHA MO3BK-METaOOIUTHH,
JETCHEPATHBHM ), KOMa.

[MocodenuTe 10-rope HEXKEIAHH peakiuu ca 0OMKHOBEHO 0oOpaTMMH M ce ch0oDInaBaT OCHOBHO
npu nanueHTH ¢ OBOpPEedHH HapylleHHd WIH IIPH KOHTO C¢a HalMIe APYrH [peapasnojaranid
tbhakropH.

PecriapaTopsu, rpb/{H4 H MeAHACTHHAIRH HADYIICHHA:
Penxu: Jucnues (3aayX, 3aTpy/IHEHO JHLIAHE).
CTOMANIHO-YPEBHH HAPYIIEHHA:

a

7\
Yecru: ['agene, NOBpLINAHE, JHAPHS, KOpeMHA 00K, AN
Xenaro-0HTHAPHH (MepeH Apod H KJIbLYKA) HADYIICHHH: \ % l’
= |
Peaxu: O6paTHMo nokavBaHe Ha CTORHOCTHTE HA OHNUPYOHHA H qepHOﬂpoﬁrm iS)

MpHoro peaku: XenaTHT (KBITCHALA).
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HapymieHns Ha KOAKATa M IOIKOKXHATA THKAH:

Hecru: npyputyc, 06pHB (BKIL (HOTOUYBCTBHTEIHOCT).

Heuectn: Ypruxapus (obpus). 3acunen audysen kocoman. Tosm mpouec ce CBLP3Ba C
MHOXKECTBO 3a00/I1BAHUS M JIEKAPCTBA, KAaTO B3aWMOBPB3KaTa C yHoTpeGaTa Ha alHKIOBHD He €
CHI'YPHO YCTaHOBEHA.

Penxu: Anrnoenem (crenmdudna anepruyHa peakiys XapakTepH3HpPAILa ¢¢ ¢ OTOK Ha JHUIETO,
YCTHHTE, KJIeTIaquTe).

Hapymenns Ha 6b0peuyTe H THKOYHUTE ITHTHIIA:

Peaxu: YsennyapaHe Ha CTOHHOCTHTE HA KPBHBHATA Ypes H KPCaTHHUH.

Muoro peaxu: Octpa 6506peyHa HeIOCTATBLYHOCT.

O6mn HapymenHs H eeKTH HA MACTOTO Ha NPHICIKCHHE:

YecTr: n3TomeHue, Tpecka.

Kaksu mMepku Tpafsa jJa npeanpHeMeTe B cIy4ail HA M0ABA Ha HEKEJIAHH PEAKNHH

AKO HAIKOs 0T H30pOCHHATE B Ta3H JIHCTOBKA HEXKENAHH DEaKIlHH CTAHE CEPHO3HA HITH aKo
3a0€MeKUTE JIPYTH, HEOIMCAHH B Ta3H JIMCTOBKA HEXCITAHH PEaKI[HH, MOJIL UHpOpMHupaiiTe
nekyBaias Bu nexap wnu ¢apMariesT.

Cpok Ha rogHocT:

CpoKBT Ha rOHOCT € OTIEYaTaH BbPXY KyTHATA M GoHcTepa. Jla He ce M3I10/I3Ba ¢jie)] H3THUAHE
Ha CpoKa Ha roAHOCT. JlaTtaTa Ha H3THYaHe Ha CPOKA Ha rOJ(HOCT CE OTHACA 32 NOCICAHMS AeH Ha
oTOCIA3aHus Mecell.

Kak 3a cexpansBate Auuxsiopup AJl
Ha ce cbxpaHsBa Ha MACTO, HEAOCTBIHO 34 jenal
HonbannTenna nudopMannus

KakBo cbabpixa onakoBkarta Ha AUMKIOBHD Al

1 TabmeTka ChIBpPKA:

AKTHBHO BemecTBo: Annknosup 800 mg

IHomomun BemecTBa: MUKPOKPHCTAIHA HEJTy 1033, KOTIOBHIOH, MATHE3NEB CTEApaT, HATPHEB
HHIICCTEH TIMKONAT, CHITHITHEB JHOKCH /L.

JaHHH 32 ONIAKOBKATA

OpuruHansa onakoBKa ¢ 35 radaeTkm.

ITpoussoauTe/ H OpATERATET HA pa3pelleHHeTO 32 yIoTpeba:
ALIUD® PHARMA GmbH

Gottlieb-Daimler-StraBe 19,

D-89150 Laichingen,

TI'epmanns

E-mail: info@aliud.de

Jara Ha nocieHo 0a00peHHe HA JIHCTOBKATA:
CenTemBpn 2009




