JIncroska: Undopmanus 3a norpedburenn

Anuxiosap AJl 400 mg Tabaerkn
Aciclovir AL 400 mg tablets
(AunkaoBup /Aciclovir)

[IpoueTeTe BHHMATE/IHO NAJIATA JIHCTOBKA, NPeIH 12 3aI0YHETE 12 NPHEMATE TOBA JIEKAPCTBO, Thil

KATO T CbABbPKa BakHa 3a Bac undopmanns.

- 3anasere Ta3u JIMCTOBKA. MOXe J1a ce HAJIOXKH J1a i ITPOYETETE OTHOBO.

- AKO HMaTe HAKAaKBH JIOITbJIHMUTEIHH BBIIPOCH, NonuTaiTe Baluus nekap uiau ¢papmaliesr.

- Tosa nexkapcTBo € npeanucano Ju4yHo Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To moxe 1a
WM HaBpe/IH, HE3aBUCHMO Y€ NMPHU3HALIMTE Ha TAXHOTO 3a00/19BaHe ca chluTe Kato Bamure.

- AKO NoJIy4MTe HAKAKBH HEXKEJIaHH JIEKApCTBEHH peakliuu, yBeaomere Bauins nekap uim papmauesT.

ToBa BKJIHOUBA W BCHYKH Bb3MOXKHH HEXKeEJIaHH P€aKLIHH, HEOIMHCAHH B Ta3H JIMCTOBKA. Bwxre Touka
4.

KakBo chbABbpAa TA3H JIHCTOBKA

Kakso npezcrasnssa Aunkinosup AJl v 3a KakBO ce M3I10J13Ba

KakBo TpsbBa na 3naere , npeau na npuemare Aumkiaosup AJl ?7_ 0o a; 32

Kak na npuemare Auukyiosup AJl

Bb3MOKHH HexeNlaHH peakLMH N7

Kak na cvxpansBare Auukinosup AJl - 6 S5 7 04 -07- 203

ChbabpkaHHe Ha ONAKOBKATa M JAONMbJIHHUTENHA HHpOpMaLIHs

By 3% 5% b B

1. Kakso npeacraBiasiBa AunkaoBup AJl H 3a KaKBO ce H3N0.13Ba
Auuknosdp AJl e JnekapCcTBeH TNpOAYKT 3a Jie4eHHe Ha BUPYCHH HHGEKUMH (MPOTHBOBHUPYCHO
JIEKapCTBO).

Anukjaosup AJl ce u3noJs3sa 3a:
- Jleuenune Ha xepnec 30cTep

- MpeanasBaHe OT TEXKKH CJlydaH Ha Xeprec CHMIUIEKC BHPYCHH HH(EKUMH NpPH Bb3PACTHH
MalMEeHTH C NOTHCHATA UMYHHA CUCTEMA, M3JI0JKEHH Ha YBEJIHYEH PUCK OT HHPEKLIHH, HAllpUMeEp

CJIe/l TPAHCTUTAHTALIMA Ha OpPraHH.
Aumknosdp AJl He ce mpenopbuBa 3a JIEYEHHME Ha Xeprnec CHUMIUIEKC BUPYCHH HWHQEKLUHH MNpH

HOBOPOJIEHH M TeKKa (popMa Ha Xepriec CUMIUIEKC HHGEKLIMs ITPH UMYHOKOMITPOMETHPAHH JIelLia.

2. Kakso TpsOBa aa 3HaeTe, npean Aa npuemate AunkjaoBup AJl
He npuemaiite Aunkiosup AJl:

- @Ko CTe QJIepruyHH KbM alUMKJIOBHDP WJIM BAJALMKIOBHP, HIH KbM HIKOS OT JIPYTHTE ChCTaBKH
Ha JIEKapCTBEHHS NMPOAYKT (M30poeHH B TOUKa 6).

IIpeaynpexieHns H npeaAnasHu MepKH
['oBopere ¢ Bamus nekap win papmauest, npeau aa npueMmere Auukiaosup AJL

AKO umare OTKJIOHeHHs B ObOpeunara (pyHKuMs e HeoOXOAMMO ananThpaHe Ha no3ara. UHauBHaM B

CTap4yecka Bb3pacT Mo-4€CT0 HMMaT OTKJIOHeHHe B ObOpeunaTa ¢pyHkuus. Bamusar nekap tpsabsa pe10BHO
na npociaeassa ObOpeuHara pyHkuLmMA. I

- AKO umare OTKJIOHeHHs B ObOpeyHara yHKUMS WM HamalleHa NMPOAYKLIMS p@m BueL He

TpsabBa na u3non3sare AuukiaoBup AJl 3a npodunakTuka 4 |

- AKO npuemare BHCOKH 103 AuukioBup AJl- B TakbB ciyyaii TpsOBa ﬂﬂ/ﬁpﬁﬂMﬂT&ﬂb—l’OﬂﬂMO._

KOJIMYECTBO TEYHOCTH s [of :

- AKO HMare TeKbK HMYHEH JIe(ULIMT U CTE JIEKYBAHH NPOIBIDKUTETHO Bp -mm umionxo HTJTH-

C auMLVIOBHp. B TO3M ciiyyail HMa pUCK OT pa3BUTHE HA PE3UCTEHTHH KbM ux}toawp FUTIOBE Ha

Xeprnec cuMruieke Bupyca. Bawuar nekap tpsaGpa BHUMaTEHO 11a ﬂpOCﬂEﬂﬂBa‘pLCIOHHHETO Bu.
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Apyra JexapcTBa R AnRKJI0BHpP AJl
Wndopmupaiire Bains nexap unx dapmalierT, ako npHeMaTe, HaCKOPO CTE€ MPHEMAH HAH € Bb3MOXKHO
Aa mnpuemere apyru JsekapctBa. EdexTsT ma Anmxaosap AJl moxe na 6bae mosaHmgH npa
eAHOBpPEMEHEH NPHEM C:

o [lpobexewnn (ekapcTBO 3a NOHWXKABaHe HUBOTO HA MMKOYHATA KUCE/IWHA B KPhBTa)

*  LMMETHAMH (NEKAPCTBO, H3MON3BAHO 34 IOHIKABAHE HA CEKPELMATA Ha CTOMALIEH COK).

* MHkodeHonaT ModeTrn (1eKapCTBO NOTHCKAIM HOPMATHHTE HMYHHH (QYHKLHMHM Ha OpraHu3ma

NPH NaLKEHTH, NPETLPNEAM TPAHCILIAHTALMA)
¢ TeodunuH (M3nom3BaH 3a NeueHUe Ha acT™Ma). AlanTUpaHe Ha Jo3aTa obaue He ¢ HeoBXoaHMO.

BpeMeHHOCT, KbpMeHe H PePTHAHTET
AKo cTe HpeMeHHa WIH KPMHTE, CMATATE, Y& MOXKE a cTe OpeMeHHa WM [U1aHHpaTe 6peMEHHOCT,
nocwLBeTBaliTe ce ¢ Bainua nexap unu dpapmauesT npeaH ynorpebara Ha TOBa JIEKAPCTBO.

bpeMennocT :
Aurknosup AJl TpsOBa na ce npHema ¢ NOBHIIEHO BHUMaHHE No BpeMe Ha GpemenHocT. He mpuemaiire
Aunxnosup AJl ako cte OpemenHa, MHCIHTE, Y€ ¢ Bb3MOXKHO Ja CcTe OpeMeHHa WIM [UIAHMpaTe
OpEeMEHHOCT, NMpeaH Aa NOTLPCHTE CHBET OT NIEKYBALHA JeKap.

Knpmene

AUHMKIOBHD NpeMHHABa B MaiiunHaTa Kbpma.[lo Tasn npHuKHa nokaTo ce npueMaT TabNeTKH allHKNOBHP
KbpMeHeTO TpAOBa Ja ce NPEyCTaHOBH. AKO KbPMHTE WM MMAaTe HAMEPEHHE Ja KbPMMTE, MOMHTAMTE
Baluus niekap 3a ChBer.

IHoguapane n pabora ¢ MAIIAHRE

AunknoBup AJl MOXe 3 NpeAu3BHKA HEXEJIAHH peakLMH, KOHTO MOXe Aa Hapywar cnocobHocTTa 3a
wogupare. He tpabpa na wodHpare u paboTHTe ¢ MallNHK, AKO He CTe CMIyPHH anu rnpH Bac He ce
MPOABABAT TAKUBA HEXEIAHU PEaKLIMH.

AnExaoBEp AJl cuaAbpika HATPHAE.
ToBa nexapcTBo Chabpka no-manko oT 1 mmol HaTpuii (23 mg) Ha Tabnerxa, T.e. MOXeE Ja ce Kaxe, ue
NMPAKTHYECKH HE ChObP)Ka HATPHIA.

3. Kax aa npaemarte Annkiiosrp AJl

Bunaru nmpuemaire TOBa JIEKApCTBO TOYHO KakTO Bu € kasan Bawinar nekap. AKo He CTe CHIypHH B
Helo, nonwraire Bainua nekap win ¢papmanenT.

IlpenopnunTe/na Ao3a:
Brn3pacran

IIpn xepnec 30cTep:
800 mg Aumknoeup AJl 5 npTH AHeBHO (cboTBeTcTBAllO Ha 4000 Mg aUMKIOBHP/MHEBHO), HA BCEKH 4
yaca npe3 aeHs.

3a_npeanazsame oT TEKKH CJOYYAH HA Xepliec CHMIIEKC BHDYCAH HHQEKIHM DDA BBL3DACTHH

NANHEHATH ¢ NOTHCHATA HMYHHR CHCTEMA:
IlauWeHTH ¢ NOTHCHaTa HMYHHA CHCTEMa Hanp. clie] TPAaHCIUIAHTAUMA Ha opraHH npuematr 400 mg

aUMKNOBHP 4 IMbTH AHEBHO (cboTBeTcTBaINO 1600 mg/nHeBHO) Ha BcekH 6 vyaca. /ﬂ\‘\\
277 -
IIanueHTH B CTADPYECKR BL3IPACT X/ . -,
BepoATHOCTTa OT NMofABA Ha OTKNOHCHHE B 61LOpeyHaTa GYHKUMA NPH NALMEHTH P ABIPACY S, |
no-ronamMa. Jlekapar Tps6Ba na ajamTupa 103aTa M NALMEHTHTE Aa NPHEMAT mv,—g “&ﬁwmﬂ’ :
TEYHOCTH, 0COOEHO KOFaTO MpHEMAT BUCOKH 103K ALuknosup AJl rabnetkn. \\l“ DN s s
‘ ".r-._'. \_."-. Y o A ' _':-. r
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IanuenTn ¢ 6L0peuno yBpexane: =




[NaunenTt ¢ oTknoHenns B 60peunaTa QyHkIMA, Ce HYXXIAAT OT HaMaNneHa No3upoeka. [Tpu oTknoHeHH
B 6bOpeunaTa GbyHKLMA, IEKYBALIHAT N€KAp L€ ONpeAeNH NOAXOAAIOTO JO3HpaHe.

MeToxa Ba Jiev9eHRe
Tabnerkure Tpabsa na ce npuemar uend (HecABBKAHM), Cliell XpaHeHe, ¢ JOCTATLYHO KOJTHMECTBO
TEYHOCT (Harnp. yalua BoJa).

YBEIHUEHO KOJIHYECTBO TEYHOCTH TpAOBa na ce npuema npu ynorpe6a Ha TabneTkure ALMKioeup AJl,
0Cco0eHO IMpH nalMeNTH ¢ HapylieHa 6b0peuHa GpyHKuMA.

Hauano na negenneTo
3a xa ce nocTurHat nodpH pesysaratH, nedeHuero ¢ AuMknoBup AJl TpabGea na 3anoune BegHara
NOABATA HA ITLPBHTE CHMITTOMH Ha HHOEKLHA.

IIpoaALIKHTE/IHOCT HA JIeTeHHAE

Xepnec 3ocTep HEpEKUHA

I1poALIDKHTENIHOCTTA Ha JICUEHHETO LU pelld JekyBamus By aekap.

IIpoABJDKHTENTHOCTTA Ha eyeHUeTo ¢ ALMKIOBUp AJl obuxHOBEeHO € 7-10 AHM U 3aBHCH OT TOBA JAJIH €
YCRELIHO HIIEKYBaH NALMEHTa.

Ilpenna3nane or MEQEKNEH ¢ Xepnec CHMIUIEKC BHPYC HPH NaNHEHTH ¢ NOTHCHATA HMYHBHA
CHCTEMA . |

[IpoAB/DKHTENHOCTTA Ha JICYEHHETO 3aBHCH OT CTENEHTA Ha MOTHCHATOCT HA HMYHHATA 34LIHTA, PHCK OT
3abonasaHe H HHIWBUIYATHO TPAOBA Ia ce ONpeaess OT NEKYBAlLKA JIEKap.

AKO ¢Te OpHenn noBevde 0T HeobxonaMaTa 7032 AnuknoBup AJl

IIpu exqHokpaTHO nmpeaocsupare Ha Auuiiosup AJl He Tpabpa na ce ouaxkBaT CepHO3HH NpobneMH Wiu
oTpassxe. B ciydaii Ha noBTapsAllo ce npeao3rpaHe H BIIOLIABAHE HA HEXXEJIAHUTE NIEKAPCTBEHH PEaKLMM
WJTH NpM TAKKHBA CbMHEHHA, OOBPHETE ce BeHara KbM JieKysaiuna Bu nekap.

AKO ¢Te NPONMYCHAJE A2 NpReMeTe ANRKIOBHP AJl

[Ipoawipkere neveHKeTo Taka, KAKTO € NMpeaNHCcaHO (IpHeMaliTe TabneTkure KaKTO OOHKHOBEHO - HHTO
MO-4Y€CTO, HUTO IO-BUCOKH JO3H).

AKO CTe NpOITyCHa/IH NOBEYE OT €AWH NMPHEM HIIH CTE NMPHENH NO-MANKO OT NPEANHCAHOTO KOIHYECTBO,

KOHCYJTTHpaiTe ce ¢ Jiekysatua Bu nexap.

AKO CTe COpeSH NpHeMa HA ANEKIOBHp AJl

JopH npu noaobpsBaHe Ha CHCTOSHHUETO, MPHEMBT Ha AUMKNIOBHP AJl TpaOBa 1a NPONL/IKH TAKA, KAKTO
¢ npeanucaHo ot Baluua nexap, 3a Aa ce rapaHTHpa YCHEXbT OT JiedeHHeTo. IIpu cbMHeHHue 3a NOABABA
Ha HeXKENaHH peakuMH, MONA KOHCYITHpaHTe ce ¢ JeKyBawus By nexap, npeny na npekbcHeTe WIH na
CNIPETE JICYEHUETO NPEKAECBPEMEHHO.

AKO MMATE HAKAKBH JOITLJIHHTENHHN BRIIPOCH, CRBP3aHH ¢ ynoTpebara Ha TOBA JIEKAPCTBO, MOMHTakTe
Baiuns nekap Wi ¢papMalieBT.

4. Bu3MOXKEH HeXKeJRHE PeaKnHH
[Topo6xo Ha ocTanankTe nexapcTa, ALMKIOBHP AJl MOXKe Aa NPeAM3BHKA HEXENAHH eeKTH, BLITPEKH
ye He BCEKH I'H ITOJTyuaBa. '

AKO MOYYBCTBATE €IHH HIH MOBEYE OT I0-ROJY H30pOEHHTEe CHMITTOMH Ha TEXXKA ANepruyHa peakLius,
TpaGBa na crpete nprHema Ha Auuknosup AJl u BeHara aa ce cebpokere ¢ Bamms nexap Wi Ja otuaere
A0 HaH-OM3KMS LUEHTEHP 3a CNelIHa MeTHLIMHCKA TIOMOIIL g DN

e Bhesanen npucThn Ha 3aTPyAHEHO AMIIAHE, TOBOPEHE WIH NMpErablIaHe, I ‘

¢ OTnanHanocT, MOHMKABAHE HA KPHBHOTO HAJArAHE

¢ [lonyraHe Ha YCTHHTE, €3HKA, JIHLETO H IbpAoTO. TE€XKKH aNepruyHy

L ol
AKO HSKOH OT H3OPOCHHTE M0-ZOMY CHMITTOMM (KOHTO 3aCAraT HEPBHATA cnc'reua\
cnpere fpHemMa Ha Aumxnosdp AJl u aa ce cebpxkere ¢ Bamva nekap win aa Qe 10 _
LEHTLP 32 CMEIHA MEAHLMHCKA NOMOLI; \qiﬁf_hfij/f

AHIHOCHEM, DUCTTHER) C8 PEAKH.



AXHTHPAHOCT, 0OBpPKBaHE, TPEMOp, 3aTPyAHEHA KOOPAMHALMA Ha JBHKEHHATA M HApYLIEHHWS B rOBOpa
(AW3apTpHs), XAMIOLUMHALMH, [enepcoHanu3auMa (yceillaHe, 4e CTe M3BbH pealHOCTTa), I'bpyOBE
(npunaabum), eHuedanonatHa (3abonaBaHe Ha rNaBHMS MO3BK), CBHAMBOCT H HapYIIEHHS Ha
Ch3HAHHKETO, CTHrALLM A0 ChCTOAHHE HA Oeach3HaHue (MM KoMa).

')

Te3n HexenaHH peakuUMH ca OOpaTHMK M ca JOK/IAABAHM NO-4ECTO MPH MALMEHTH C HapyweHa 6L6peuna
¢yHKIMA HIH ¢ ApYTH npeapasnonaraiid GakTopH M ¢a KJIaCHOHLMPaHH KATO MHOTO PENKH.

OcBeH H30poeHHTE No-rope, CiieIHUTE HeXENIAHH PeakLMK ce Habmonasar:

YecTH: MOke Aa 3acersar ot 1 na 10 ananeraa
o KoXHH peakluH KaTto cbpbex, OOpHBH Y NOBHILEHA YYBCTBUTEIHOCT KBM CITHLHYEBA CBET/IHHA
o (CTOMallHO-YPEBRH HAPYLIIEHHA KATO rajieHe, NMOBPbIIANE, AMapHs K Goska B kopema
® 3amasHOCT, rinasobonue

HewecTn: Moxe aa 3acernar ot 1 Ha 100 sranBEA2
¢ HatolleHne, Tpecka
e KonpusHa Tpecka (YpTHKapus)
e 3acuned audpyseH koconaa (B3aHMOBpB3KaTa ¢ yrnorpedaTa Ha AUMKIOBHP HE € CHIYPHO
YCTAHOBEHA)

Peaxu: Moxe aa 3acernar ot 1 ua 1000 usaneran
® VYBenuWueHH CTOMHOCTH Ha KpbBHMTE TecToBe (KpBLBHHM TecToBe, KOMTO MOKA3BAT NMPOMEHU BHB
(YHKIIHOHMpPaHETO Ha uepHHA Opob, OnOpelTe; NMpoMeHH B CTOMHOCTMTE Ha  HUTBYHMTE
MMUCMEHTH M ypesaTa)

MaBoro peaxun: Moxe as 3acersar ot 1 ao 10 000 aaauBaan
e Buinanensue Ha yepHua apob (xenaTHr), XKHITEeHHIIA
e lloHmkaBaHe Opos HAa YEPBEHUTE KPBbBHH KJETKH, KOETO BOAM 10 ONeaa KOXKa, OTIIAAHANOCT WIH
3a/yX; NOHKeH Opoll TpoMOOLIMTH, KOETO NOBHIUABA PHCKA OT KbPBEHE WIM WM 06pa3ysaHe Ha
CHHUHHY, MOHKaBaHe Opos Ha 6eHuTe KPbBHH KJIETKH, KOETO NOBHINABA PHCKA OT HHQEKLMH
¢ QOctpa 61L6peuHa HEAOCTATBHHOCT

Cro0maBane HA HeXeIAHH peAKIHE

AKO NOJIyYHTE BAKAKBH HEXEIaHH ICKapCTBEHH PeakiiMH, yBeaomere Bainuns nekap win ¢apmalesT win
MEAHLMHCKE cecTpa. ToBa BKNIOUBA BCHYKH Bb3MOXXHH HEOMHCAHH B Ta3H JIMCTOBKA HEXEJIAHH PEaKLIMH.
Moxkere ChilO Aa chOOIIMTE HEXENIaHH PEAKLHHA AHPEKTHO Ypes:

HanmbaHUTEIHA areHIMA 10 JieKapcTBaTa

yn. ,,Jdamsan I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

Kato crobiuaBare HexeNnaHn peakLMH, MOXKETe 1a AaneTe CBOSA NPHHOC 32 MOTy4aBaHe Ha NMOBeYe
HHGOpMaLMA OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kax az coxpangBate AnukiaoBap AJl
Jla ce cexpaHsBa Ha MACTO, HEJOCTBITHO 32 Jela.

He u3nonssaifre ToBa NekapcTBO cliell CPOKa Ha FORHOCT, 0TGENA3aH BPXY KAPTOHEHATY, .~ -,
onakoBka.CpOKsT Ha rOAHOCT OTroBapsA Ha MOCTEAHUA AEH OT NOCOYEHHS MECELl.

Y
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He M3XBLPNAHTE NEKAPCTBATA B KAHANH3ALMATA HWIH B KOHTEHAHEpa 33 JOMALLIHH = J
Bawnsa ¢apMaleBT Kak 18 H3XBLPJIATE JE€KapCTBATa, KOMTO BEUe HE H3IO3BATE. Tesfu m;.,ép&ﬁm s h .,;..'_'
CMOMOTHAT 34 OMna3BaHe Ha OKOJIHATA cpefa. W \;-‘;«.j,;f
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6. Coabpxande HA ONAKOBKATA B AOHLJIHHTEIHA HEGOpMANHS

Kakpo ceabpxa Ansaxiaosrp AJl
AKTHBRO BeMEeCTBO: ALUKIOBHP
] Tabnerka crabprka 400 mg auMKIOBHP

Hpyrure cneTaBkH (MOMOLIHH BellecTBa) ca: MHKpOKpHCTANHA Lenyno3a, KONOBHAOH, MArHE3HEB
CTeapar, HaTPHEB HULLECTEH MNIHKOJAT (THI A), CHIMLIMEB JHOKCHI, KONOUAEH, 6e3BOACH.

Kak maraexas Anuiopap AJl 2 KAaKBO CBABLPAKA ONAKOBKATA
benu, kpprau, ABOKHOMU3IITEKEANH TAONETKH.

JanBH 32 ONAKOBKATA
Opurunanza onakoeka c 35 Tabnerku.

IIpaTexaTeNl HA pa3pemenneTo 3a ynorpeba:
ALIUD PHARMA GmbH

Gottlieb-Daimler-StraBe 19,
89150 Laichingen,
['epmanns

E-mail: info@aliud.de

IIpomn3BoanTeE
Hemopharm GmbH
Stadastrasse 2-18

61118 Bad Vilbel, I'epmaHus

JaTa Ha NOCNEIHO NPEPAITIeKIaHE HA NHCTOBKATA:
}Ouu 2025




