KPATKA XAPAKTEPUCTUKA HA INTPOAYKTA

M3MLAHKTENHA ATEHLIIAR N0 BEKAPCTBATA

Kpamra XapaxrBpucrise 4a npogysma - [liousoxenue |1

1. HME HA JEKAPCTBEHUS NPOXYKT

Aunknosup AJl 800 mg tabneTku
Aciclovir AL 800 mg tablets
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2. KAYECTBEH U KOMIMYECTBEH CHCTAB
AKTHBHO BELUECTBO: AUHKJIOBHP (aciclovir).

Bcaka TaGneTka cvabpka: 800 mg aunknoBup (aciclovir).

J gl
[ToMOLLHO BEWECTBO ¢ U3BECTHO ACHCTBUE!
Bcska Tabnerka cbabpka 2,73 mg HaTpui. 3a NBJIHKA CMUMCHK HAa MOMOLIHUTE BELLECTBA, BUXKTE TOUKA
6.1.

3. JEKAPCTBEHA ®OPMA
Tabnertka.

benu, npoabvarosaty TabneTky ¢ AeNUTENIHA YepTa OT ABETE CTPaHH M HaanHuc VS 3, ¢ npubnusuTesHu
pazmepd 21 x 9 mm. [JlenurenHara yepra € c¢aMoO 33 YNECHABAHE Ha CUYNBAHETO ¢ LEJ NO-NEeCHO
MOTABUIAHE, a HE 3a pa3fe/IfHE HA PABHUA OO3M.

4, KIHHHYHU JAHHH
KnuHHUYHH JAHHH

4.1. TepaneBTHYHA NOKA3ZAHNA
-  Xepnec 30cTep
ALMKIOBAD HE € [MOKa3aH 3a JICYEHHE Ha Xeprec CHMIIEKC BHPYCHH HHQEKUUH NPH
HOBOPOACHH M Aeua NOA 3-MECE4HA BB3PACT, KaxTO W [PpY MMYHOKOMNPOMETHPaHH Aeua ¢
TEKKH XEPNEC-CHMITIEKC BUPYCHH WH(PEKLUMH,

4.2, Jo3npoBka H HAYHH HA MPHJIOKEHHE
Bb3pacTHu

Xepnec 30cTep

800 mg auMKIOBHP 5 NBbTH JHEBHO HA BCEKH 4 yaca

[lannenTH B cTapyecka BbIpacT
[Ipy nauveHTH B CTapuecka Bb3PACT € NO-BEPOATHO Aa HACTBNH OTKIOHEHHe B ObOpeuHaTa dyHKuUa U
[103aTa CbOTBETHO TPAOBA Aa ObAC ajanTHpaHna (BHXXTE no-40y ,,Jlo3upoBka npu 660peuHo yape'm,uauei
Tpabea na c€ OCHIYpPH HOCTaTBYEH MPHEM HA TEHHOCTH NMpH MALMEHTH B CTapuecka Bb3PacT, KOHTO
NPHEMAT BHCOKH JO3H aLUKIOBHD.

Ilayuenmu ¢ 0vOpeuno yepescoane
[Ipy naumentu ¢ 6BOpeUHO yBpexJaHe NpPeANUCBAHETO HA AUMKIOBUP TpabBa Oa ¢
BHUMAHUE W 12 C€ OCHTYPH HEOOXOAUM TIPUEM Ha TeHHOCTH. [lpW nauMeHTH ¢ OTKITOH4
(pyHKUHMSA, ce NpenopbUBAT CNeAHHTE A030BH PEXKUMM:

0,20




Jo3upoBka npy 6x0peuHo yBpexaaHe:

[Tokasanue KpeaTrHHHOSB CepyMeH__ kpeatunud _ (umol/L  wnnu | Jlo3a auMkiosup
KIHPBHC mg/dl)
(ml/min/1.73 m?)
KeHu Mbxke
Hudexuuy c| <10 > 550 uau > 750 nnu 200 mg 2 nouTH
Xeprec CHMIMIEKS >6.22 > 8.45 IHEBHO HA BCEKH
124yaca
Undexuus xepnec | 25-10 280-550 unu 370-750 800 mg 3 nbTH
30CTe 3.17-6.22 Hny AHEBHO HAa BCEKM
4.18-8.45 8 yaca
Undexkuuns xepnec | < 10 >550 wnu > 750 wnu 800 mg 2 nbTH
30CTED > 6.22 > 8.45 JHEBHO Ha BCEKH
| 12 vaca

Hauyun Ha NipUJaokeHue

TabneTknTe TpsiOBA Aa ce MpUEMAT ¢ NOCTaTbYHO KOJIKYECTBO TEHHOCTH, aKO € Bb3MOXKHO CliCl XPaHEHE.
3a ga ce nonyud anekeaTeH KIWHWYeH otroBop, Aumwiosdp AJl TpsabBa na 3anouHe aa ce npuema
BeHAra cineja NofBa Ha MbpPBHTE KOXKHKM NpH3Haud. OcoOeHo Nnpu peuuanBHpalLivY Xeprec CHMILIEKC
BUPYCHH WHOEKLHH, NMAlMeHTuTe TpabBa na 3anoyHaT NMpUeM Ha ALUMKIOBHP MpH MosBa Ha NMbPBH
NPU3HALUM Ha peLuanB (HanpuMep chpbesx, HANPErHaTOCT, N0ABa HA MEXYPH 1O KOXara).

AKO nauuveHT ¢ 3abpaBun na s3eMe eaHa no3a, leyeHneTo TpaGBa fa NPOABLIKH, KAKTO € MPeAmucaHo.
AKO ce NpoNYyCHAT NoBeue 1034, Tpa6Ba 1a ce HANPaBK KOHCYNTALMUA C eKap.

[IpoABbAKHTENHOCT HA JIEUEHHETO
Hnghexyuu, npuvurenu om eapuyena socmep 8upyc
[MpoaLmKUTENHOCTTA Ha nevueHueTo € 7-10 aHu.

HpO,ﬂ'bﬂ}i{HTEIIHDCTTa Ha JIEHEHUETO CC OMNpeaAcasa OT JICKYBALKHA JICKAp B 3aBUCHMOCT OT KIHWHHWYHOTO
CBECTOAHKE Ha NMAUUCHTa K TepaNCBTHUYHHA OTTOBOP.

4.3.IlpornBonokasaHus
CBpbXUYBCTBMTENHOCT KbM AKTHBHOTO BELLECTBO, BANALMKNOBUD HIIH KBM HAKOE OT TOMOLLHHUTE
BellecTsa, W30poeHHu B Touka 6.1.

4.4. CneliRa/IHH NpPeRYNpeKIeHHS H NpeJasHH MEPKH npu ynorpeda.
Tpsabra na ce OCMIYpH AOCTATHYEH MPHEM HA TEHHOCTH MNP MALHEHTH, KOUTO MPHEMaT BHCOKH NO3H
ALHXTOBUP MM HA KOUTO aUUKJIOBHP € TIPUAAraH HHTPaBeHO3HO.

PuckbT or 6b0OpeuHo yBpeXaaHe € no-rosiiM, ako auvKNOBHP c€ NpHeMa €AHOBPEMEHHO C APYrH
HEPPOTOKCHUYHH NEeKapCTBaA.

Ynorpeba npu nanHenTH ¢ 6L0peuHo yBpexiale H NPH NaLHEHTH B CTApYecKa Bb3pacT
AUHKIOBHp ce enuMHHuUpa upes Ondpeden KaupbHC, 3atosa gozaTta TpaAbpa da Ovae b3
nmaueHTd ¢ ObOpeuHo yspekaaHe (BHkTe Towka 4.2). Ilpu nauveHTH B CTapyecKj
BEPOATHO Ja Pa3BHUAT OTKJIOHeHWe B ObOpeuHaTa dyHKUUS WU 3aTOBA NMPH TAX TPAOB:
BHUMaHUE Heo0X0AMMOCTTA OT HamanssBaHe Ha Aao3ara. M npu aBete rpynu njg




HanpeaHana Bb3pacT M TakMpa ¢ OBOpEUHO yBpeKAaHE KMA NO-TOJIAM PUCK OT NMOABA Ha HEBPOJIOIHYHH
HEeXKeNlaHW peakuuH W 3arosa Tpabsa na 6baaT BHMMaTENHO npocneadsaHy. Ilpn noknaaBaHuTe Cliyyau
Te3W peakund ca OWITH NPEXOAHN K H34YE3BAT CNEA NPEKPATABAHE HA NIEYSHHETO { BHXKTE TOUKA 4.8).

Tbit kaTo NUNCBAT AaHHM 332 NPEBAHTHBHA yNnoTpeda Ha aUMKNOBHP TadNETKH NpH naudeHTH ¢ 6bOpeuHa
HEJOCTATLHYHOCT WK aHypua, TableTKUTE aUMKITOBUP HE TPAOBa Na ce€ U3NON3BAT NPU TE3U NMALUEHTH.

ITpoab/KHUTEHH HJIM MOBTAPALLH Ce TepaneBTHYHH KypCcoBe

[Tpoab/IKUTEHH WK NOBTAPALLK Ce TEPANeBTHYHH KYpPCOBE C AUMKJIOBHMP MPH HMYHOKOMNPOMETHPAHH
NaLUEHTH MOXE 1a A0BeAAT A0 Pa3BUTHE HA PE3UCTEHTHH BUPYCHH THMOBE, PH KOWTO 43 HAMA OTrOBOP
NPH NPOABIIKHTENHO AEHEHHE € ALIHKITOBHP.

IloMOIMHA BeUlecTBA
To3n nekapcTBeH NPOAYKT ChAbP)KA No-Manko ot | mmol HaTpuii (23 mg) Ha Tabnerka, T.€. MOXe aa ce
Kaxke, He NMPaKTHYECKH HE CbAbPXKAE HATPHH.

4.5. BzaumoaeHcTBRe ¢ APYIH JeKAPCTBEHH NPOAYKTH K APYrH GOPMH HA B3aAHMMOJAEHCTBHE
AUHKNOBUPBLT Ce eNMMHUHUpPA OCHOBHO HETIPOMEHEH ¢ YPHHATA MNOCPEACTBOM akTHBHA ObOpeyHa
Tybynapsa cekpeuua. BCUUKKH nepopanHo NpUNoKeHU NIEKapCcTBa, H3MOA3BALLH CbLUMA MEXAHH3IBM 32
eNUMHHMpPaHe MOTaT [a MOBULIAT NAa3MEHHUTE KOHUEHTPALIHH HA ALMKIOBHP.

[IpobeHHUMA M UHMMETHAMH NOBHWLIABAT MNUa3MeHaTa KOHUEHTPAaUHA Ha AaUMKIOBHPp W MOHWXKaBaT
ObOpeuHaTa My EKCKpeLnsa NOoCpeaCcTBOM TO3H MEXAHHIBM.

HabntopapaHn c¢a no-sMCOKH HHMBA HA MJ1a3MEHW KOHLEHTPAUHWH HA auWKIOBUpP, KOraTo MUKO@EHonar
ModeTHN (MMYHOCYNPECAHT) € NpUAaraH ¢ auuKJIOBUD, OTKOMKOTO NPH CaMOCTOATENHO NPUIOKEHHE Ha
auuknosup. He e Heobxoaumo apanTvpaHe Ha JO3WPOBKATA NOpadW WIMPOKHUS TEPaNneBTHYEH MHAEKC Ha
aLIMKJTOBHP.

ExcnepumMeHTalIHO NPOYUYBAHE NPK TIET MBXKE NOKA3Ba, Y€ NPU €AHOBPEMEHHO NMPUEMAHE HA ALUMKIOBUP
W Teo(HIIHH, NNasMeHHTe KOHUEeHTpauur (mnowra noa kpusata-AUC) Ha TeodunvH ce noBuiaBar c
npubnusurentdo 50%. [lpenopbyBa ce na ce NPOBEPABAT MNA3MEHHTE MY KOHUEHTPAUMH MO BpEME Ha
€AHOBPEMEHHHUA NMPUEM C aLHMKITOBUP.

4.6 Pepraanrer, ﬁpeme'nnocr H KbpMeEHe

bpeMeHHOCT

BuuMarenHo Tpsafea Aa ce npeueHY CHbOTHOLIEHHETO MEXAY OYAKBAHATA MOM32 H NOTEHUHAIHUA PHCK
MpU OpeMEHHHU KEHH, MPH KOMTO JICUEHHETO C AUHKIIOBHP € HeoOX0AHMO.

[TocTMAPKETHHIOBU 3alMCH OT NPOYYBAaHHA MpH OPEMEHHH KEHHW, NPY KOWTO € NpHIIaraH auvKiIoBHp
(BCHUKH NleKkapCcTBeHH $OPMU) HE MOKA3BAT NO-roaAMa TEHACHUMWA 3a MOABAa HA BPOASHHW N€(EKTH, B
cpaBHEHHe ¢ ofliaTta nomnynauus, a ©  BCHYKH BpPOAEHH Ne(QEKTH He MOKa3BaT YHMKATHOCT WA
MoCJieAOBATENIEH MOAEN Ja Ce NPEANONoXKU eaHa o0Lua MbpBONPHYHHA,

[fpoyuBaHus NpU KUBOTHH HE A0KA3BAT AWPEKTHO WIH  HHAUPEKTHO B
PeNpORYKTHBHOCTTA.

Knpmene




Cnen nepopaneH npuem Ha 200 mg ner mMbTW AHEBHO, AUMKIOBHUP C€ OTKPHBA B MaWuyWHATA KbpMma B
koHueHTpauuu ot 0,6 10 4,1 NBTU OT Te3n, U3IMEPEHHU B Mnasmata. Te3d CTOMHOCTH OMxa MOIIM fa
AOBENAT A0 Morabinade Ha ao3u auuknosup Ao (.3 mg/kg/nHeBHo ot kbpMaueto. [lo Tasn npuuKHa
aUMKIOBUp TpAOBa na ce npunara ¢ NMOBHILEHO BHHMAHHE 10 BPEME Ha KLPMEHE M CaMoO, KOTaTo €
KJIMHHYHO MOKA3aHO.

DeprTHaANTET |

Hsma aaHHH 32 BNHAHHE Ha NEPOPANHO NPHEMAH ALHKIOBUD BLPXY QEPTHANHTETA NPH XKEHH.

[Ipn Mbke ¢ HopManeH Gpol KNeTky B cnepMara, auMKIOBHP HAMA 3HAYUTENHO BIUsSHUE BbPXy Oposd Ha
KNETKHTE, MOABHIKHOCTTA K MOP(HONIOFUATA UM.

4.7 EdexTn BbpXYy cnocobHOCTTa 32 wodupane H padora ¢ MAIIHHM

KAHHUUHOTO CBHCTOAHHE Ha MauUMEHTa W NPoHIbT HA ALUMKIOBUP NO OTHOLUEHHE HA HEXETAHUTE
peakuuW, TpsOBa Aa cCe HMMa B NpPEABHA, KOraTo ce TNpeuleHsiBa CnocoOHOCTTa Ha NAaUHUEeHTHTE 3a
wodgpade uny pabora ¢ MalLKHH.

He ca npoBexxagand nNpoyvBaHUA 3a M3CneABaHE HAa eeKTUTEe BbPXY cnocoOHOCTTa 3a wodHpaHe U
cnocobHocTTa Aa paboTaAT ¢ MalliMHH.

OcBeH TOBa e(PEKTHLT BBPXY TE3M ASHHOCTH HE MOXe [1a Ce MpOrHo3upa oT GapMaKkoIorHyHUTE CBOHCTBA
HAa aKTUBHOTO BELLIECTRO. |

4.8 Hexe1aHH N€eKAPCTBEHH PEAKUHH

YecToTa Ha nosiea Ha CTpaHHUYHUTE ecbek:'ru_ H30pOEHW TO-a0y € AchHHUpPaHA KaTo Ce H3INOA3Ba
cNeaHaTa Knacugpukauus, |

Muoro uectn (= 1/10); vecru (= 1/100, < 1/10); Heuectn (= 1/1,000, < 1/100); peaku (= 1/10,000,
< 1/1,000); muoro peaku (< 1/10,000), ¢ HeusBecTHA 4YecTOoTa (OT HANKHYHUTE AAHHW HE MOXe Aa Obae
HanpaBeHa oLeHKa).

Hapymenns Ha KpbBTA B JHMGHATA CHCTEMA:
MHoro peaku: AHeMHus, IEBKONEHUS, TPOMOOLHUTONEHHS.

Hapymenns Ha HMYHHATA CHCTEMA;
Peaku: Anadunakcus.

[IcHXHYHHM HApYIIEeHHS H HAPYLIEHHA HA HEPBHATA CHCTEMA:
HecTu: [ nagobonue, 3aMasgsHOCT

Muoro peaku: Bb3Oyna, oObpkaHocT, TpemMop, arakcus, AU3apTpHA, XallOUWHAUMH, TCHXOTHYHU
CUMNTOMH, KOHBYJICHH, CHHIIUBOCT, eHUedanonaTms, Koma.

[locoueHuTe no-rope HexenaHu peakuuy ca OOMKHOBEHO OOpaTMMKM U ce cBHOOLABAT OCHOBHO IpH

NALKUEHTH ¢ OBOpEUHH HapyLieHHa MM NPH KOUTO ¢a HanuLe Apyrd npeapasnonaralu gakropu (BHxKTe
Touka 4.4). |

PecnupaTopHH, rphbAHH H MEAHACTHHAJIHM HAPYILEHHA:
Peaku: HducnHes.

CroMallHO-YPEeBHH HAPYLUCHHA
Hectu: ['anene, nospuluaHe, aMapus, kopemHa 6oJika.




Xenato-OHJIHAPHK HAPYILIEHHS:
Peakn: ObpaTumo nokausaHe Ha cToiiHOCTUTE Ha GUAKHPYGUHA H YUePHORPOOHHTE €H3UMH

MHoro peakun: XenaTur.,

Hapyuienns Ha KOKaTa U NOJAKOKHATA THKaH:

Yectu: Peakunu Ha CBPBXUYBCTBHTETHOCT KATO MPYPHTYC, o6pHB (BKJI. (bOTOUYBCTBUTEITHOCT).

HeuecTn: Yprukapua. 3acunen nudysen koconan. To3M npouec ce ¢BbpP38a ¢ MHOMKECTBO 3aB0NABAHUA U
NIeKapcTBa, KaTO B3aHMOBpPDB3KaTa ¢ yrnoTpedara Ha atUKIOBHP HE € CUIYPHO YCTAHOBEHA.

Penku: AHrdoeaem. -

Hapywenna Ha 0b0peumTe H NHKOYHHTE MBTHINA:
Peaky: Ysennuasahe Ha CTOHHOCTUTE Ha KPbBHATA Ypesl U KPEATHHUH.
MHoro peakn: OcTpa 0b0peuHa HeIOCTaTbUYHOCT.

O61mu HapymeHHs U eeKTH HA MACTOTO HA TIPHJIOKEHHE!
YecTH: M3TOLLEHHE, TPecKa.

CpobuiaBate Ha NOAQ3UPAHY HEXENAHN PEAKLIMH

CrobuwaBaneTo Ha MO03HPaHK HEXENaHH PEaKLHH Cell pa3peilaBaHe 3a yrnoTpeda Ha NeKapcTBeHHS
NPOAYKT € BaXKHO. ToBa no3sonsasa na NPOABINKHY HabIONEHHETO HA CHOTHOLUEHHETO NON3a/pUCK 33
JIeKapCTBEHHA MPOAYKT. OT MEINUMHCKHTE CIEUHMA/IMCTH C& U3UCKBA a CHOOLWABAT BCAKA TOJ03MPaHa
HEXEaHa peakLHs upes:

H3nbanuTesina areHUMs No nekapcTsara
yAa. . Jdamsad 'pyes” Ne 8
1303 Codrus

Ten.: +359 2 8903417
yebcailT: www.bda.bg

4.9 Ilpeno3upane

a) Cumnmomu Ha npedosupane |

Camo 4acT OT NepopaiHG NpUeTHA auMINOBUp ce abcopbupa OT CTOMaIIHO-YPEBHUA TPAKT (BHHK TOYKA
5.2). OMUTHT A0 MOMEHTA NOKA3BA, U €IHOKPATHH Nepopanyu ao3H 10 20 g auMkIoBUp O6UKHOBEHO He
Npean3BHKBAT Oene3n WIIH CUMNTOMH Ha MHTOKCHKaUHA. Tbil KaTo NUNCBAT NAHHU 32 NPHEMAHE HA FO-
BHCOKH NMEPOPAIHK 103K, NALKEHTH, NPHENH A03H N0-BUCOKH aUMKIOBHP, TPAOBa BHUMaTENHO Aa ObaaT
HabniozaBaHH 3a HalMuHe Ha OeNe3H W CHMMTOMH HAa MHTOKCHKALMA, CBbP3aHA ChC CTOMALIHO-YPEBHY
NposABH (KaTO raficHe W MOBPbILAHE) M HEBPOJOTHYHH eDEKTH KaTo rnaBobosive u 0bLpKBaHe.
[lpenosnpaHe ¢ HHTPaBEHO3HO MPUIOKEH ALUKIOBHP BOAH AC TMOBHLIEHH CTOMHOCTH Ha CEpyMHMS
KPEATMHHH, Yped B KphBTa, a30T W nochefBawia 0bOpeuHa HeaocTarbyHOCT. Peakunn oT ¢TpaHa Ha
HEpBHATA CUCTEMA BKIIOYBAT OObpPKBaHE, XaNiOUWHAUWH, KUTHPAHOCT, NPUNAAbUM H KOMA Ca ONHCAHH
BbB BPB3Ka C NPEAO3IUPAHE.

0) Tepanesmuunu mMepru npu npedosupane
[MTaunenTute TpAGBa BHUMATENRHO A Ce MPOCAEAABAT 3a MPU3HALM HA UHTOKCHKALUA.
3HAYHUTENHO YCKOpABa OTCTPaHIBAHETO HA ALMKIIOBHP OT KPBBTA, U 3aTOBA CE CUMTA 3¢
CUMNTOMATHYHO MpEaO3UpPaHe.




5. GAPMAKOJIOIrHYHHU CBOUCTBA

5.1. PapmakoAMHAMHYHH CBOHCTBA
PapMakoTepaneBTHUYHA rpyna: AHTUBMPYCHHU CPeACTBa 3a cucteMHa ynotpeba ATC woa: JOSABOL

MexaHu3bM Ha JeiCTBHE

AUHKIOBHp HMa in Vitro W in vivo WHXHOWTOpHA aKTHBHOCT CpELly 4YOBEWIKH Xepnec BHPYCH,

BKJIIOUUTENHO Xepnec cumnneke supyc tin I u II v Bapuuena 3octep supyec.

ALMKNOBHPBT MPEACTaBIABA (pAPMAKONOrMYHO HEAKTHBHO BELUECTBO, KOETO €/4Ba Ciel NEHETPHPaHE B

KNeTKata, KoaTo € 3apaseHa ¢ Herpes simplex Virus (HSV) wau Varicella-zoster Virus (VZV), ce

NPEBPLLUIA B AKTHBHO NPOTHBOBHPYCHO BeweCTBO (BUpYycTaTHk). ToBa akTHBHpaHe Ha aLUMKIOBHpa ce

katanuzupa oT HSV unu VZV TUMHAMH KMHA3aTa - ECeHLMANEH SH3HM 3a pennvKauuaTa Ha supycure. C

ApyrH Aymu Bupycute HSV u VZV  cuntesnpar coberBerus cu Bupycratvk. Tosu npouec npemuHaga

npe3 ClIeAHATE eTallu:

. AuUMKNOBHp neHeTpupa u3bupaTeHo B HH(PEKTHPAHUTE ¢ XEpnec KIETKH.

2. HannuHata B TE3W KIETKM BHPYCHA THUMUAMH kuHa3a docdhopuanpa AUMKIOBHp 10 ALMKJIOBUP
MoHodochar .

3. KneTbuHuTe €H3MMH nIpeBpbLLAT auHKNoBHp MoHodocdaT Ao NPOTHBOBHPYCHO-aKTHBHHS
ALHKNOBUP Tpuq)occbaf

4. AduHuTeTHT Ha AumknoBup Tpudochat kbm BupycHaTta JHK nonumepasa e 10 g0 30 nbTu no-
BUCOK B CpaBHeHHMe ¢ aduuHuTeTa My KkbM KieTbuyHata JIHK nonumepasa. Eto 3awo AUHKNOBHP
TpHUPOCPAT CEIEKTHBHO HHXMOMPaA BHPYCHATA €H3WMHA aKTHUBHOCT.

. B nonbanenne supycHara JIHK nonumepasa WHkoprnopupa /BMbKBa/ aUMKIIOBUD BbB BHpYyCHaTa
JAHK, npuunnsBaiiky no TO3H Ha4MH NPeKbCBaHE HA BEPUraTa B CHHTe3a Ha BupycHata JJTHK.

KomOunaunaTa Ha Te3d OTAENHHM CTBAKH BOAH MHOPO €(hEeKTHBHO A0 HaMaNfABaHe Ha BHPYCHATA

pernnKauus (Bb3NMpOU3IBEXKIaHE).

[TpoAbMKHTENHOTO WM NMOBTOPHO JEYEHHE C AUMKIOBHP NPH TEKKO HMYHOKOMNPOMETHPAHH 1HuA

MOXE€ Ja Jo0Bele A0 M300pa Ha BHPYCHW THIOBE C HaMalieHa YYBCTBMTENHOCT, KOWUTO HE MOraT na

OTrOBOPAT Ha NPOAB/LKUTENHOTO NIeHeHHE C aHKIOBUP.

5.2. PapMaAKOKHHETHYHH CBOHCTBA
Abcopbuuns
(CaMo 4acT OT MepopanHo NpHETHA aUMKIIOBHP ce abcopbupa OT CTOMAaLIHO-UPEBHHA TPAKT.

CpenHHAT MuasMeH MUK NpU CTAUMOHAPHO CBCTOAHME CNEA TOBTApALLO CE NEPOPATHO MPHIIOKEHHE
cboTBETHO Ha 200 mg, 400 mg, 800 mg net nbTH AHEBHO Ha BeekM 4 uaca e 3.02 + 0.5 pmol/l (200 mg),

3.21 = 1.32 pmol/l (400 mg) unu 8.16 + 1.98 umol/l (800 mg). Te3n cTOMHOCTH Ce NOCTHUraT clen OKOMOo
1.5 + 0.6 uaca. Haii-HuckuTe nnasMeHW HHWBa, OMpeaesneHH chen okoao 4 waca cien MmocnesHaTa,

nepopanHo npueta 1o03a auuiioeup, ca 1.61 + 0.3 pmol/l (200 mg), 2.59 + 0.53 umol/l (400 mg) unu
4.0 £ 0.72 pmol/l (800 mg).

Cnen 24 vaca OT CNMPAHETO Ha NpHeMa Ha TaBNeTKUTE IEKAPCTBOTO HE CE OTKPHBA B TAJIOTO.

bueKCNOHEHLIMANHATA KMHETUKA Ha aUWKIOBHMp [MOKa3Ba, ue NEeKapcTBOTO  OOCTHE
KOHUCHTPALHK B TbKAHHTE U OPraHUTE U C€ ENUMHUHHUPA OT TAX DasHO.

Paznpenenetune




OGembT Ha pasnpelieNeHde TNPH CTALKMOHAPHO cbcToAHMe ¢ 50 8.7 1/1.73 m? npu BB3pacTHH M

28 + 9.31/1.73 m? npu HoBOpoaeHU W Gebeta 1o 3 meceua. [TpoTeMHOBOTO CBLP3BaHE BapHpa OT 9 Ao
33%.

buotpanchopmallug B enUMUHUpaHe
[lpy maureHTH ¢ HopmanHa OvOpeuHa pyHKUMR 62-91% OT KONHYECTBOTO ALMKIOBUpP C€ €IHMHHHUpA B
HenpoMeHed BuA U 10-15% kato 9-kapOokcuMeTunryaHuH npes 6nbpeuute. Bpemero Ha niasmeH

NONY>KMBOT ClEA HHTPABEHO3HO npunoxeHue, e 2.87 1 0.76 vaca npu Bu3pacTHu-u 4.1 + 1.2 vaca npwu
HOBOpPOAEHHU H Oebera no 3 Meceua. AUMKIOBUP € MOAN0KEH HA raoMepynHa Guiarpauus U TyOynapHa
cekpeuua. Koraro e npunoxeH eauH 4ac cnen npuemMade Ha | g npoGeHUUWa, BpEMETO Ha Ma3MeH
NONY>XKUBOT Ce yBenuvasa ¢ 18% w nnowra noa kpueara niasMeHa koHueHtpauus/speme (AUC) ce
yeenvuasa ¢ 40%. Koraro OuoHanuvuHoctTa Ha aumknoBup e okoso 20%, oxkono 80% ot uanoro
KOQJIMUECTBO Ce eIMMHUHKRPA Ype3 pekanuure.

CpeaHOTO BpEME Ha MOJYXKMBOT MPH NAUKEHTH C XpOHHUYHA ObOpEUHA HEAOCTAaTBLHHOCT € OKoNo 19.5
yaca, a 1o BpeMe Ha XemMoauanusa € 5.7 yaca. HHUBOTO Ha auMKkNOBHp B nha3zMara c¢raaa Ha okono 60%
no speMe Ha xeMmoauwanusa. [lpy naunenTu ¢ HapylweHa 0bp0peuHa QYHKUMA M KPpEaTUHHHOB KIUPBHC OT
10 ml/min/1.73 m?, nosa or 200 mg auMKNOBHP NET NBTH AHEBHO € CBBP3aHa C PHUCK OT aKyMYJIHpaHe.
[To Tazy npuunHa e HeoOXOAMMO HaMandBaHe Ha A03aTa NPH NMAUMEHTH C KPEaTHHWHOB KNMPBHC
<10 ml/min/1.73 m? (BuxTe Touka 4.2).

[MeanarpuyHa nonynauus |

[lpu HOBOpOAEHHW ¥ Manky Acua (0 00 3-MeceyHa BB3pacT), NekyBaHH ¢ Ao03u ot 10 mg / kg ce npunaranu
Yype3 MHPY3UA B NIPOALIKEHHE HA €AWH vac nepvol Ha BcekH & yaca Cmax e 61.2 umol /I (13.8 pmol /
ml) ¥ Cmin ce 10.1 pmol /1(2.3 pg / ml). TepmuHanHuaT nnasMeH NOAYKHUBOT NPH Te3H MaLueHTH € 3.8
yaca. OtaenHa rpyna oT HOBOpoAeHH ce€ 00paborBa ¢ 15 mg / kg Ha Bcekm 8 uaca nokaspar
NpUOAUIUTENHO NPOMOPUMOHANIHA Ha Ao3aTa ce yBenuuasa, ¢ Cmax 83.5 umon /1 (18.8 pug/ ml) 1 Cmin

Ha 14.1 umol /1 (3.2 pg/ml).

ToBa € Bb3IMOXKHO Ja Ce€ Onpeaeny CPEAHUTE NUKOBH NNa3sMEHH CTOHHOCTH Ha 5.7 oo 15.1umol/ | npwu
HMYHOKOMITPOMETHPAHH Zela Ha Bb3pacT Mexay 3-11 roamHu, KOMTO ca AajeHu OpaNHO ALUMKIOBHpP B
no3u ot 400 mg (exeusanentHo Ha 300-650 mg aunknosup / m2 BSA) 5 nbTu aHesHo. [Ipu kbpMmaveTa |
Ha Bb3pacT OT | g0 6 ceaMHlM, B MKKOBHTE NAa3sMEHH CToiHOCTH OT 17.3 1 8.6 umol / L pecnekTHBHO-
TEJAHO Ca M3MEPEHHM CIIEA nepopasieH npuem Ha 600 mg aunknosup / m? BSA na Bceku 6 vaca.

[Ipu neua ¢ norucHara UMyHHa 3auidTa ot 3 ao 11 roamku, npuemanu nepopanto no 400 mg aurKNoOBKp
(exBuBaneHTHH Ha 300-650 mg/m? acyclovir) 5 mbTH AHEBHO, Ca YCTAHOBEHH CPEAHH I1a3MeHH
KoHueHTpauun 5.7 - 15.1 umol/l. beGeTa (1-6 ceamuun), npuemanu nepopanto no 600 mg/m?
aUMIUTIOBUP Ha BCEKH 6 vaca, ¢a MMalli Hali-BKCOKH NNa3MeHH KOHUEHTPaLHH

17.3 unu 8.6 umol/i.

5.3. IlpeaAkAHHHYHY JAHHH 32 Oe30MaACHOCT
[lepopannara LDso Ha auMKIOBHp NpHU MULLKHY M IUIBXOBE HE MOXKE Aa ¢e onpeaenu, Thit KaTo No3u, no-
Bucoku oT |0g/kg (MHwku) unu 20g/kg (nnbxoBe), He Morar fa Ce MPEBULLABAT MO (PHUINOJOTHYHH
MPUYHHU W KHBOTHUTE MPEXKHBABAT MPH TOBA AO3UPAHE.
[lpoyduBaHuATa NpW XpPOHHWYHA TOKCHUYHOCT HE TOKAa3BaT Bb3MOMHOCT 33 Bb3HHKBAH
eeKTH Nnpu xopa.




AUKKIOBHp HE NPeAH3BMKBAa HUKAKBY MYTarcHHH, TEPATOTEHHH €QEKTH WM KAHLEPOreHEeH MOTCHLHAN
NPy UH BUBO U HH BUTPO NPOYU4BAHMS.

Depmunumem

CTpaHU4HH BB3ACHCTBHS BBPXY cnepMaToreHeaaTﬁ Mpy MIBXOBE M Ky4eTa OT nopoaata OMHron B mno-
roasMata CM 4acT ca obpatiMH M ca HabnogagaHW caMmo NpH JAO3H, 3HAYMTESTHO HAABHLIABALLM
HOPMAaNTHOTO TEPATIEBTHYHO HUBO.

[lpoyyBaHua BbPXY /BE MOKOAEHHA MHILUKA Clel TNEepopanHO MNpHEMAHE Ha aUHKIOBHD (no
450 mg/kg auuKNOBHpP Ha AEH) HE NOKa3BaT BBL3ACHCTBHE BbpXY depTHAUTETA,

6. ODAPMALLEBTHYHH JAHHHU
6.1. CnHCBHK HA NOMOLHHATE BElleCTBA
MukpoKpUcTanHa uenyno3a

KonoeuaoH

MarHeanes cTeapar

HaTpues HHWIECTEH ITHKONAT

CunnuveB JWOKCHA.

6.2. HecbBMeCTHMOCTH
Jo MOMEHTa HE Ca YCTAHOBEHH.

6.3.Cpok Ha FOAHOCT
5 TOAHHH.

6.4.Cnensantu YCJ10BHA Ha ChXpaHeHne
Hama cneuuanHyu U3HCKBaHUS.

6.5. Bua # chAbPXKAHHE HA ONAKOBKATA
OpuruHanna onakoBka ¢ 35 Tabnerku,

6.6 ChneunajHH ApeANA3ZHH MEPKH NPH H3XBLPJIAHE
Henznon3paHyaT N1exapeTBEH NPOAYKT HAW OTNaAbYHUTE MaTepHalIH OT HEro TpabBa 1a ce U3XBLPIAT B
ChOTBETCTBUE C MECTHUTE W3HUCKBAHHA.

6. NMPUTEXATEJ HA PA3PEIIEHHETO 3A YIIOTPEBA
ALIUD® PHARMA GmbH

Gottlieb-Daimler-Strae 19

89150 Laichingen

['epMaHind

E-mail: info@aliud.de

7. HOMEP(A) HA PASPELIEHHUETO 3A YIIOTPEBA
Peructpaunonen Homep: 9700253




8. JATA HA HOBPBO PA3PEINABAHEMOIHOBABAHE HA PA3PEIIEHUETO 3A
YINOTPEBA

JlaTta Ha nbpBO paspewanane; 22.04.1997

Jata Ha nocneano nogHosasaHe 05.08.2008

9. JATA HA AKTYAJ/INZUPAHE HA TEKCTA

HOnu 2020




