JIncToBKa: HHPOpPMALNHS 32 MANTHEHTA

3oBHpakc 250 mg npax 3a HHPY3IROHEH PA3TBOP
Zovirax 250 mg powder for solution for infusion

auMKIioBup (aciclovir)

IIpoteTere BHUMATENHO NANATA JIHCTOBKR, IPEJIH 12 3aN04YHETE A2 NPHEMATE TOBA JIEKAPCTBO,

ThH KaTo TH ChABPXKA BaKHA 3a Bac HHGopManua.

- 3anasere Ta3n JUCTOBKA. MOJKe Na Ce HaOoXKH Ja A NMPOUYETETE OTHOBO.

- AKO UMaTe HAKAKBH JONMBAHHUTENHH BBIPOCH, NonuTaiiTe Bawna nekap unu ¢apmaLiesr.

- ToBa nexapcTeo € npeanucaHo 1MyHO Ha Bac. He ro npeorcreneaiite Ha apyru xopa. To moxke
la UM HaBpedH, HE3aBUCHMO Y€ NPUZHALMTE HA TAXHOTO 3abongBaHe ca cbuiuTe kaTo Balnure.

- AKO MOAYYMTE HIKAKBU HEXENIAHU NEKAPCTBEHW PeaKkluK, yBeaoMeTe Bauiusa nekap win
¢dapmauesT. ToBa BKIKOYBA U BCUUKU Bb3MOXHU HEXKENAHU PEAKUHH, HEONMCAHH B Ta3H
nucToBka. Buwxkre Touka 4.

KakBo cbaAbpXKa Ta3H JIHCTOBKA
KakBo npeacrasyisgea 30BHPAKC 4 33 KAKBO C€ W3MO/3BA

l.

2. Kakso Tpabsa na 3naete, npeau na Bu 6bae npunosked 3opt

3. Kak ce npunara 3oBHpakc

4 B13MOXKHH HEXeENIaHN peaKkLni I i O, T NN
J. Kak na cbxpaHspate 30BUpaKc

6. ChabpikaHye Ha ONAaKOBKAaTa H JOMbIHHTENHA HHOpMaLIls

1. Kaxso npeacraBiiaBa 30BHPAKC H 32 KAKBO Ce H3NO0JI3BA

3oBUpaKC ChbAbpaa IEKAPCTBO, HapeueHO auMKkNoBHp. TO NMpUHALIEXH KbM rpyna JIeKapcTea,
Hape4YeHH NPOTHBOBUPYCHH. JlekapcTBOTO AeHCTBa KaTO CNHpa Pa3BUTHUETO HA HAKOHW BHPYCH.

30BHpaAKC MOXKe [1a ce H3MOJI3Ba 3a:

- JleueHME Ha BapHLUENa K Xepnec 30¢Tep;

- JIeHEHHE Ha Xepnec, FreHUTaneH xeprnec d ApyrH HHOEKUKUH, MPUYHMHEHH OT Xepnec CUMNAEKC
BHPYC,

- NPEeNOTBpaTABaHE HA HHEKUUH, NPHYHUHEHH OT XEPIec CUMINIEKC BUPYC NPHU Xopa ¢ oTcnabexa
HMYHHA CHCTEMA, KOETO O3HAYABA, Y€ OPraHU3MbT UM MO-TPYAHO ce GOpH ¢ HHpEKUNH;

- NpeaoTBpariBaHe HA LUTOMETANOBHPYCHH HH(PEKUHH NPH MaLHEHTH ¢ KOCTHOMO3bYHA
TpPaHCMNAHTaLMA.

2, Kakso Tpa6Ba na 3naete, npeau a1a Bu 6bae npuioken 3osupaxc

3osupaxc ne TpadBa na Br ce npunara:

o aKO CTC AJICPrHYHH (CEPbXUYECMEUMENHY) KbM ALLUKIIOBHP WAH BAJIALWKIIOBUD, MJIH KbM HAKOSA
_ OT OCTaHAJIMTE ChCTaBKH Ha 30BHpaKC (M30pOCHHK B TOUKaA 6).

—  AKO MHCIIHTE, Y€ TOBA Ce OTHacs 3a Bac, koncyaTupaiite ce ¢ Bamusg nexap.

O6upueTe cnenHaHO BHEMAHHE NPH ynoTpe6aTa Ha 3oBHpaKC
[Ipenu na By 6bae npunoxeH 3oBupakc, Bamuar nekap e HeoOxoaMMo a 3Hae:

¢ ako umare 3adongeaHe Ha 6B6peuuTe;
. aKO CTe Ha Bb3pacT Had 65 rognun.




— Koncyarnpaiire ce ¢ Bamus jieKap ako MHUC/IMTE, Y€ HELIO OT rOpen30poeHOTOo ce
oTHacs 3a Bac. Bawunsar nekap Moxe na HaManu Jo3aTa Ha 30BHpaKC.

HGK&T{) Bu npynarat BQBHpﬂKC Tpﬂﬁﬁﬂ Aa MPpHEMATE J0CTATHYHO TEHYHOCTH KaTO BOoJAa.

JApyru JekapcTBa H 30BHpaKe
Tpabea na kaxere Ha Bawws nekap unu gapmaLeBT, ako TIpMeMaTte, HaCKOpO CTe NPUEMATH WK €
Bb3MOXKHO [a NMpHeMaTe ApYry AeKapcTra. Tosa BKIIIOUBA JIEKAPCTBA, KOMTO CTE CH KYNHIH Oe3

peuenTa.

Kaxcere Ha Bawiua nekap mnm ¢apMauesT, ako npueMaTe HIKOE OT CEIHUTE JIeKapCTha:

. npobeHeumn

¢ LUMMETHAKH

. TAKPOJHMYC, LIMKIOCTIOPHH WM MUKODEeHOAAT MOdeTHN
* JINTHH

. TeoQUInH

bpeMeHHOCT, KbpMeHe H PepTHIARTET

AKO cTe OpeMenHa, CMATATE Y€ MOXKE Ja ¢Te OpeMeAHa WY NJIaHRpaTe OpeMeHHOCT, He TPpAOBa
Aa Bu ce npaaara 3osnpaxc 6e3 1a ce nocheetrBate ¢ Baiing nekap. Bamnar aexap e npeueHu
nosasata 3a Bac v pucka 3a Bawero 6e6e npu npunarane Ha 30Bupaxe A0KaTO cTe OpemMeHHa.

AKTHBHOTO BELIECTBO ALUKIIOBUD MOXE A8 MPeMHUHE B KbpMaTa. AKO KEPMHTE, TPAOBa Aa ce
nocbBeTBate ¢ Bamua nekap npeau npuioxeHue Ha 30BUpaKC.

[lTodnpane u pabora ¢ MAILIHHH

30BUpaKC Ce W3MOA3BA NPEAUMHO NpPH NMALKHEHTH, KOUTO Ca XOCITUTANIM3UPAHH, H HHopMatus 3a
cnocobHocTTa 32 WodHpaHe 1 pabora ¢ MalMHKA OBMKHOBEHO He € npunoxima. He ca nparenu
Npoy4BaHUA 3a U3CIEABAHE Ha epeKTa HA 30BUPAKC BBPXY ¢NOCOOHOCTTA 32 wodypaHe H paboTa ¢
MALLMHH.

HndopMaunsa OTHOCHO HAKOH OT ChCTABKHTE HA 30BHpAKC

Tosa nekapcteo chabpxa 28,03 mg HaTpuii (OCHOBHA CHCTABKA HA rOTBAapcKaTa/Tpane3HaTa con) BbB
BCEeKH (nakod. ToBa KONMUECTBO € eKBUBANEHTHO Ha 1,4% OT NpenopbUHTEIHMA MAKCUMANEH AHEBEH
XpaHUTENEH NTPHEM Ha HATPHH 3a BbL3PaCTEH.

3.  Kak ce npuaara 3oBupaxc

30BUpAKC Ce Npujiara OT MEAMLIMHCKA CECTPa MJIH JIEKap BbB BEHATA 4pe3 cHcTema (HHTPaBEHO3HA
UHbDY3IHUA).

[Ipean npunoxkeHue 3oBupakc Tpabea ga ce pa3tBopH. [Ipunara ce upes 6aBHa UHTpaBeHO3HA
HHQY3US 3a MEPHOA OT €AHMH Yac, 3a Aa ce u3berHe ornaraHe Ha akTUBHOTO BELWLECTBO B OLOpeunTe.
bbp3a unu 6onyc uHxkekuua Tpabea aa ce u3bdaraa.

BawumaT exap we npeueHy Kakea e noaxoaqiuara go3a, Koato we Bu 6n4e npunoxeHa, 4ecToTara H
NPOIBIMKHUTEAHOCTTA Ha NPUIIOKEHHE B 3aBUCHMOCT OT:

° BHAA HA HH(PEKUHATA, KOSTO HMATE;

® BaweTo Terno v renecHa IICBBLPXHOCT.
HOK&T{) CC npyunara SDBHPRKC c HEOﬁXDﬂHMO Aa CC MNIPUEMAT NoaCHC TCYHOCTH.




Axo Bu e npunoxena TBpae rojigmMa 103a 3JoBApakc
AKO cMmsATaTe, 4e BH e rpunoxkeHa TBLpAe rofismMa A03a 3oBUpakc, ¢ce 00npHeTe KbM Bamus jiekap
HAH MEIHIHHCKA CeCTPA 32 ChBET.

AKO BH e npunoxeHa Tebpae rojasaMa go3a 30BHpakc, Moxe:

® na yysctBaTe 0ObLpPKaHOCT Wik Bb30yaa;

. 1a BOKAATE WM HYBATE HEACHCTBUTENHN HEWa (xaroyunayuu),
o 1A NMONYYHUTE NPUMNaabLM (ebpuose);

* Ia U3naaHeTe B 0e3ch3HaHUe (KoMa).

4. BB3MOKHH HeXKETaHH peaKIHH

KakTo BCHUKH JleKapcTBa, 30BHpaKe MOXKe 11 NPeAU3BUKa HEXKETAHH PeaKLIMK, BIIPEKH Ue HE BCEKH
r'd NnoJiy4asa.

TeXXKKH aNepruYnu peakiHu

Te ca MHoro peaxy (Moxe na 3acerHart ao 1 Ha 10 000 nauuenTH).

Ilpyu3HauuTe BKIKOYBAT:

o cbpbaL, HAAUTHAT O0pHUB (Ypmurapus);

® [oOayBaHe, MOHAKOra Ha JIMLETO WAH yCTaTa (an2uoedem), NPHYHHABALLO 3aTPY/AHEHHE B
AULLAHETO;

®  KoJaric.

— He3zabasso ce 00bpHeTe kbM Bamns nekap, ako HMaTe TE€3H CUMITTOMM.

— Cnpete npuema Ha 30BHpaKC.

HecTH HeXKeNaHH peakiiHH
Te moxke na saceruar go 1 va 10 naupeHTH:

NOAYBAHE W 3aUEPBABAHE HA MACTOTO Ha MPHNOKEHUE;
rafjieHe MaM NospbluaHe;

MOBIUABAHE HA PE3YNTATHTE OT U3C/ICABAHHATA HA KPbBTA WITH YPHHATA;
cupOex;

CbpOAL, HAAUTHAT 00pUB (Ypmuxapus),

MOBHLIABAHE HAa CTOMHOCTHUTE HA HAKOH YepPHOAPOOHH €H3UMM;

KOXHA peaKkLims clell u3araHe Ha CBeTauHa (ghomouyecmeumennocm).

HevyecTH HEXEIAHH PeaKIHHK
Te moxe na 3acerHat ao 1 na 100 nauueHTH:

° HamanssaHe Ha Opos Ha uepBeHHTE KPBLBHHU KJETKH (anemus);

° HaMalissBaHe Ha Opos Ha OenuTe KPLBHH KIETKH (leskonenus);

o HamasisBaHe Ha Opod Ha TPOMOOUMTHTE (KNETKUTE, KOMTO MOMAraT 3a ChCUPBAHETO) B KPbBTA
(mpomboyumonenus).

MHOro peakn HeXxe/laHH peaKkliHU
Te moxke na 3sacerdar ao 1 ma 10 000 natueHTH:

rnapoboaue ¥ 3aMasHOCT;

auapus Mnn 0onka B KOpema;

CBHHJIMBOCT;

YYBCTBO Ha 0OBbPKAHOCT UK BB30YAa;

TpENEepeHe, HECTaOUIHOCT M IMNCa Ha KoOpAWHALMA (amakcus);
JIMNCA Ha eHeprua (ymopa);




NoBHLIECHA TeMNeparypa (mpecka);

3aTPyAHEHHE B roBOpa HNH MPECUNHANOCT (Quzapmpust);

NoAYBaHE Ha IHLETO, YCTHHTE, YCTaTa, €3UKa WIH I'bpJOTO (an2uoedem);
BH2KJAHE WIH YyBaHE HA HEACHCTBUTENIHH HEWA (XaToyuHayuu);
npunagbuy (evpyose),

3anyx,

HECMOCOOHOCT 3a MUC/EHE, ACHA NPELEHKA KM CbCPEAOTOYABAHE;
Oeacw3HaHue (xoma);

CMYLUEHHUS B MNOBEJEHHETO, TOBOPA U OUHHTE ABHKEHUA (enyedaronamus),
NOBULIABAHE CTOMHOCTHTE Ha OMIHPYOHHA, NOXBNTABAHE Ha KOXATA HJIKH Ha DANaTa vacT Ha
oumnTe (Hcvamenuya), Bb3naleHUe Ha yepHua Apob (xenamum);

. bonka B obnactra Ha 6bOpeunTe, npobnemu ¢ 6LOpeuUTe, BKMOUHTENHO OBOpEeuHa
HEZIOCTATHLUYHOCT.

B HAKOM Cllyuaun ce YCTaHOBABAT TEXKKH JIOKANHH Bh3NANUTENIHH peakiiMH, BOACLIM 10 YBPEXKAaHe Ha
KOXaTa NpH C1y4YaitHo nonaaaHe Ha 30BUPAKC H3BbH KPbBOHOCHUTE CLAOBE IMPH BJIMBAHE,

CphobmaBaHe HA HeXKeJAHH peaKIHH

AKO MONy4HTE HAKAKBH HEXKE/TAHH JIEKAPCTBEHH peakluH, yBeaomeTe Bauins nekap wnn dapMauesrT.
Tosa BKITFOUBa BCUUKH Bb3MOXXHH, HEONUCAHH B Ta3H JIMCTOBKA HeXeNaHU peakLUH. MoxkeTe ¢bl1o Aa
CHOOLUMTE HEXENAHU PEAKLIHH JUPEKTHO HA!

M3nbaHuTENHA areHuys no JeKapcraara

ya. ,.JJdamsaH I'pyes™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Kato cbhobilaBare HexkenaHu peakuny, MOXKeTe 1a J3JETE CBOSA NMPHHOC 33 NOAYYABaHE Ha NoBeYye
nHGpOpMaUUSI OTHOCHO 0€30NaCHOCTTA HAa TOBA JIEKApPCTRO.

5. Kak aa cexpansasarte 3JoBapaxc

* Ha ce cexpaHsaBa noj 25°C.
. Ha ce CbXpaHABa Ha MACTO, HEAOCTBITHO 3a Jela.
. He u3non3paite 30BHpakc ciien CpoKa Ha FOJHOCT, oTOens3aH BbpXy onakoskata. CpoKbT HA

FOAHOCT OTroBaps Ha NOcneAHus AeH OT NOCOUYEHHA Mecell.
Jla ce pazTBOpH HEMOCPEACTBEHO Npean ynorpeoda.
. Hensnon3saHoTO KONUUECTBO pa3TBOP fa CE U3XBBPJIH.
6. CoabpkaHHe Ha ONAKOBKATA H AONLAHATEIHAa RHGOpManHA

KakBo ¢cbabpka 3oBHpaKC

AKTHBHOTO BELLECTBO € aUMKIOBHP. Beeku nakoH coabpika 250 mg auMknoBUp noa ¢popmara Ha
HaTPHEBA COJI.

Jlpyrara chCTaBKa € HATPHER XUAPOKCHU]I.
Kak n3rgexna 30BHPaKC H KAKBO ChAbPKa OHAKOBKATA

3oBHpaKC NpeacTaBnsBa npax 3a UHPY3IHOHEH pa3TBOP.
30BUpaKe ce npoaasa no 5 ¢prakoHa B KAPTOHEHA OTNAKOBKa.
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IIparexaren Ha paspemenneTo 3a ynorpeba:
GlaxoSmithKline Trading Services Limited

12 Riverwalk, Citywest Business Campus,
Dublin 24,

HUpnauaus

INpoussoauTen:

GlaxoSmithKline Manufacturing S.p.A, Strada Provinciale Asolana 90, 43056 San Polo di Torrile,
Parma, Uranus

HI1H

Delpharm Poznan Spétka Akcyjna, 189 Grunwaldzka Street, 60-322 Poznan, Nonwa

Jdara Ha Noc/IeIHO Npepasriex/JaHe HA JHCTOBKATA:
07/2025




ITOCOYEHATA 110-40J1Y HHOOPMALIMA E NPEAHASHAYEHA CAMO 3A MEJULIMHCKH
CIIELHUATTUCTH:

JOo3MpOBKa H HAYHH HA NPHJIOKEHHE
3a nbaHaTa AekapcTBeHa uudopmauusa, . Kpatkara xapakrepuctdka Ha npoaykra (KXIT).

3OBUPAKC Tpabsa na ce npunara KaTo UHTpaBEHO3HA HHGY3US B MPOABLHKEHHE Ha | yac.

KypcwT Ha newenue cbe 30BUPAKC ofnkHOBEHO npoabmKaBa 5 JHKM, KATO B 3aBUCUMOCT OT
ChCTOSAHUETO HA NALMEHTA H OTFOBOPA KbM JIEUEHHETO TOBA MOXeE J1a C€ NPOMEHH. JleueHHeTo Ha
xepneceH eHuedaniuT 0duKHOBEHO Npoabakaea 10 qHu. JleueHueTo Ha HeoHaTaNEH Xepnec
OOUKHOBEHO NPOAL/IK2BA 14 AHU 3a KOKHO-JIMTABUYHH (KOXa-O4K-ycTa) HHdekuru u 21 aHM 3a
AUCEMUHUPaHO 3abonigBaHe K 3a00NSBAHE HA LEHTPATHATA HEPBHA CUCTEMA.

[TpoabmxurenHocTTa Ha npodunakTuuHoTo npunoxeHue Ha 3S0BUPAKC ce onpeaens ot
MPOABL/IKUTEIHOCTTE HA PUCKOBHA TIEPHOLL.

J03HpoBKa NPH BLIPACTHH

[TpH NaLKEHTH CBC 3ATVTBCTABAHE, HA KOMTO HHTPABEHO3HO CE NpHara auMkKJIOBUP, 103HPaH Bb3
OCHOBA Ha JIEMCTBUTETHOTO HM TENECHO TEM10, MOXE Aa C€ NOMyuaT NOBHINEHH THIa3MEHH
KOHUeHTpauuH. [lopagy ToBa nmpu nauneHTH CbC 3aTTBCTABAHE TPAOBA na ce OOMHCIH HaMalIsBaHe Ha
n03ata, 0coOeHO NpU Takuea ¢ ObOpedHO yBpeKAaHE WM B CTapyecKa Bb3pacT.

[Ipn nauneHTH ¢ HHPeKUHH, npuanHEHH oT Herpes Simplex Virus (¢ n3KnoueHHE Ha XepiieceH
eHuehanuT), ce npenopbusa npuamkenue Ha 3IOBUPAKC B a03u 5 mg/kg TenecHo Terno npes
8 yaca, ako 6b0Opeynara GyHKUMKA HE € YBRpeAESHA.

[Ipy nauueHTH ¢ XepneceH eHuedanut ce npenopbyea npunoxenue Ha SOBUPAKC B ao3u 10 mg/kg
TEIECHO Teryio npe3 8 yaca, npu ycnosue de OuOpeynata GyHKUMA HE € YBpeaeHa.

3a npo¢dunakTHka Ha HHPEKUUH, NnpuurHeHHd oT Herpes Simplex Virus npy "MyHOKOMNpPOMETHPaHH
MalLMHeHTH, ce npenopsusa npunoxenne Ha 30BUPAKC B no3u 5 mg/kg renecHo Terno npes 8 yaca,
ako 6uOpeunara pyHKUMA He € yBpeaeHa.

[Tpu nauMeHTH ¢ HHDEKUNH, NpHYMHEHH OT Varicella Zoster Virus, ce npenopbuBa NpuIokKeHHE Ha
3OBHUPAKC B no3u 5 mg/kg renecHo terno npe3s 8 uaca, ako 6u0peyHaTa GyHKIUMA He e yBpeacHa.

[Ipy UMyHOKOMNpOMETHPAHH NaUUEHTH ¢ HHDEKLHH, IPUUHHEHH oT Varicella Zoster Virus, ce
npenopbusa npunoxeune Ha 3S0BHUPAKC 8 no3u 10 mg/kg TenecHo Terno npe3 8 uaca, npu ycnosue
ye 6b6peuHaTa GpyHKLNUA HE € YBpEACHA.

3a npodunaxrika Ha CMV undexuus npu naLuMeHTH C TPAHCTIIAHTALMA HA KOCTEH MO3BK CE
npenopbuba npuioxkeHne Ha 30BUPAKC B no3a 15 mg/kg, uaTpaBeHo3HO, TpH NBTH AHEBHO NIPE3

8 4aca, ako 6bOpeuHaTa pyHkUMA He e yBpeneHa. [Ipy nauHeHTH ¢ KOCTHOMO3bYHA TPaHCMNAHTALMS
C€ NpenopbuBa TEPANHATa Aa 3aN04YHe 5 AHU NMpeay ONepaLuaTa U Aa NpoabmkH A0 30 ZHH cnen Hes.
YCTaHOBEHO €, Y€ NPHITOMEHHETO Ha BUCOKH 03U HHTpaeeHo3eH 3OBUPAKC namanasa decrorara u
3abaBs pa3suTHeTo Ha CMV undexumara. AKo 1e4eHHETO ¢ BUCOKH 103H HHTPABEHO3HO MPUIOKEH
30BHPAKC ce nocaeasa ot nepopajieH npuem Ha BUCOKH 03K ALUMKIOBHUP B NPOIb/KEHHE HA 6
Mecena CMBPTHOCTTA U YECTOTATA HA BUPEMUATA CHUIO C€ HAMANABAT.




Ho3HpoBKa NpH KbpMaieTa H Jena
Ho3ara Ha 30BHPAKC 3a kepmauera v ieua Ha Bb3pacT MexKay 3 Mecella W |2 roauHy ce H3UKCIABa
Ha 0a3aTa Ha TENECHOTO TErJIO.

ITpu kbpMaueTa | Jeta Ha BB3pacT 3 Mecela U NoBeue ¢ MHPEKUUH, NPUIHHEHH oT Herpes Simplex
Virus (¢ U3xoueHHe Ha xepneceH eHuedanuT), ce npenopbupa npuioxkenue nva 30BHUPAKC B no3u
10 mg/kg renecHo Terno HHTpaBeHO3HO Ha BCceKH 8 yaca, ako OLOpeuHaTa PyHKIMSA He e yBpeaeHa.

Ilpn KbpMaueTa M Aclia Ha BB3PacT 3 Mecella M noseuye ¢ xeprneceH eHuedanuT TpaOBa J1a ce npunara
nuTpaBseHo3HO 3OBHUPAKC B no3u ot 20 mg/kg renecHo ternio Ha Bceku 8 uaca, ako 6ubOpeuHara
(b yHKLHUA HE € yBpeaeHa.

3a npodunakTHKa Ha HHPEKUKHK, NpUMUHEHN OT Herpes Simplex Virus, npn nMyHOKOMIPOMETHPaHH
KbpmadeTa H geua ce npenopbuBa 3OBUPAKC 32 HHTpaBEeHO3HO NpHAGKEHHE B CblllaTa A03UPOBKA
KaTo 3a lIeYeHHE Ha Xeprec CUMIUIEKC HHPeKUMK: 20 mg/kg TenecHo Ternio Ha BcekM 8 uaca, ako
ObOpeuHaTa PyHKUHUA HE € YBpeaeHa.

Ilpu kbpmaueTa U aela ¢ undexuun, npuunHeHu ot Varicella Zoster Virus, ce npenopsusa
npriaoxeHne Ha 30BUPAKC B no3u 10 mg/kg Tenecno Terno npes 8 uaca, ako 6u6peunara pyHkumua
He € YBpeAcHa.

[Ipn umMyHOKOMNpOMETHpaHH KbpMaueTa U aeua ¢ HHbekuua ¢ BUpyca Ha Varicella Zoster,
30BHUPAKC nnTpaseHosno noa popmata Ha uHy3ua Tpabea na ce npuaara B o3k ot 20 mg/kg
TEJIECHO TETJIO Ha BCekH 8 4vaca, ako 006peuHaTa pyHKUMS He e yBpeaeHa.

OrpaHuyeHH NaHHH NoKa3saT, ye 3a npodunaktika Ha CMV uHdekums npy Jeua Ha BB3pacT Hajl
2 TO/IHHMU, C NPOBEACHA KOCTHOMO3bYHA TPAHCIUIAHTALIWA, MOJXKE 4 C€ TIPUIOXKH /103aTa 3a Bb3PACTHH.

[Ipn kbpMaueTa U deua ¢ yspeacHa Ob0peuHa dyHKUMA € HeoOX0aUMa NOAXO0AALIA NPOMAHA Ha
103aTa, B 3aBUCHMOCT OT CTENEHTa Ha yBpexaaHeTo (Bxk. Tabn. 3 u 4, Josuposxa npu 6v6peuno
yapeatcoane).

Ho3upoBKa NPH HOBOPOICHHK
Hoznposkara Ha 30BUPAKC npu HosopoaeHHu 1 kbpMaueTa Ha Bb3pacT A0 3 Mecela ce U3HHUCNSBA
Ha 0a3ara Ha TeJIeCHOTO TErno.

[lpn KbpMaueTa, NEKYBAHH 38 YCTAHOBEH HEOHATANEH XEPNEC WIM NPH CbMHEHME 33 HEOHATAJIEH
Xeprnec, NpenopbUHTENHATA CXeMa Ha fo3HpaHe € aunkIoBUp 20 mg/kg TeneCHO Terio HHTPaBEHO3HO
Ha BCekH 8 yaca 3a 21 IHM Npu AMCeMHHMpaHO 3a0osidBaHe UM 3acATaHe Ha LIEHTPAIHATA HEPBHA
CUcTeMa, Wi 3a 14 aHu npH 3abongBaHe, 3acAralio caMo KoxarTa M JIMraBudHHTe MeMOpaHH,

[1pn kxbpMmaveTa ¢ yBpeaeHa 6bOpeuna GpyHkUMg € HeOOX0IMMa NOAXOAALIA NPOMAHA HA A03aTa, B
3aBUCHMOCT OT CTEMNEHTA Ha YBPEXAaHeTo (BX. Josupoexa npu 6vOpeyno yspexcoane).

J03HpOBKA NPH NANHEHTH B CTAPYECKA BL3PACT

[lpy nauueHTH B CTapuecka Bb3pacT TpabBa Aa ce MMa NpeaBH Bb3IMOKHOCTTA OT OBbOpPEUHO
yBpexIaHe W N03HpOBKaTa TpsaOBa 1a ObAe KOpUrHpaHa B 3aBUCUMOCT OT ToBa (BX. [Jo3uposka npu
OvOpeuno yapexcoane).

Tpabea na ce noaabpka aneKBaTHA XHAPATALMA.




Jlo3HpoBKa npH 0bOpevHO yBpexaaHe
[ IpenopbuBa ce noBuieHo BHUMaHue npu npunoxkenue Ha 3SOBUPAKC npu naumeHTH ¢ yBpeieHa
ObOpeuHa pyHkuus. TpsadBa na ce noaabpka ajieKBaTHA XHapaTaLMs.

KopurupaHeTo Ha /103aTa npH nauMeHTH ¢ 0b0peyHO yBpexk/1aHe ce OCHOBaBa Ha KpeaTHHWHOBUS
KJIUPBHC, B €AMHULIA mI/min npH Bb3pacTHH W KOHOLLK W B eAMHULMA ml/min/1,73 m’ npu kbpmaueTa 1
aeua Ha Bb3pacT noa 13 roauuu. [lpenopbuBa ce 103MpoOBKaTa 1a ce KOpUrupa ro CjaeiHUs HauMH:

Tabdsmna 1: IlpenopbuynTe/iHA KOPEKIHS HA J103HPOBKATA NPH Bb3PACTHH H IOHOIIH ¢ O0BLOPeYHO
YBpexKJaHe 3a JiedeHHe HA HHPpekuuH, npuunHeHH oT Herpes Simplex Virus nim Varicella

Z.oster Virus:

KpeaTHHHHOB KJIHPBHC Jdo3upoBKka npu HHPEKIHA ¢ BAPYCA HA 1 03HpoBKa NpH XepneceH

Herpes simplex uan Varicella zoster eHIePAIHT HJIH NIPH

HMYHOKOMIIPOMETHPAHH
nauueHTH ¢ Varicella

zoster
25 =50 ml/min 5 mg/kg TenecHo terno, npunaranu Beaubxk | 10 mg/kg renecHo rerso,
Ha BCeKH |2 yaca. NpUIAaraHyu Be/IHbK Ha BCEKH
|2 yaca.
10 — 25 ml/min 5 mg/kg TenecHo Terso, npunarady BeaHbk | 10 mg/kg TenecHo Terno.
Ha BCeKH 24 yaca. NnpUJiaraHyu BeAHbK Ha BCEKH
24 yaca.

0 (npu anypus) — 10 ml/min| 2,5 mg/kg TenecHo terno, npunaranu Beaubk | S mg/kg renecHo terno.
Ha BCEKH 24 yaca. MpUJaraHu BeHbK Ha BCEKH

24 yaca.

[launenTH Ha xemoaunanusa | 2,5 mg/kg TenecHo Terno, npuiaaraHu BeJHbkK | 5 mg/kg TenecHo Terso.
Ha BCEKM 24 4yaca ciej adanusa. MpuaraHy BeJIHbXK Ha BCEKH
24 yaca cie auasiuaa.

Tabanna 2. [IpenopbunTe/iHA KOPEKNHS HA 103HPOBKATA NPH HHTPABEHO3HO NPHJIOKEHHE HA

AUHKJIOBHP NPH Bb3PACTHH H IOHOWIH ¢ 0bOpeYHO yBpexkaaHe 3a npoGHIAKTHKA HA HHPeKUHA
¢cCMV

KpeaTHHHHOB KJIHPBHC Jo3npoBka
25 no 50 ml/min 5 mg/kg TenecHo Tersio, npuiaraHy BeJIHbK Ha BCeKH |2 yaca.
10 no 25 ml/min |5 mg/kg TenecHo Terso, npuiaraHy BeAHbK Ha BCeKH 24 yaca.

0 (npu anypwus) 1o 10 ml/min | 7,5 mg/kg TenecHo Terno, npunaraHy BeJHbK Ha BCceku 24 yaca.

[launeHTH Ha XeMoaHanu3a 7,5 mg/kg TenecHo Terno, npuaaraHy BeJIHbX Ha BCekH 24 yaca cnej
JIHann3a.




Tabaunna 3: IlpenopbunTe/IHA KOPEeKIHA HA J03HPOBKATA PH HOBOPOJAEHH, KbPMAa4eTa H /1ela
¢ ObOpeuHo yBpexaane 3a JiedeHHe HAa HHPpekuuH, npuunHeHn ot Herpes Simplex Virus nian
Varicella Zoster Virus:

Kpearnnnnos kiupbac | [{o3npoBKa npH HHQeKNHA ¢ BHpYca HA J03HpoBKa NpH XepneceH
(ml/min/1,73 m?) Herpes simplex nan Varicella zoster eHuedaAIHT HJIH NIPH

HMYHOKOMINIPOMETHPAHH

| nauHeHTH ¢ Varicella zoster

25 =50 ml/min 10 mg/kg TenecHo Terno, npunaraHy aBa 20 mg/kg TenecHo TerJo.
[MbTH Ha JEH. MPUJIAraHy 71Ba NbTH Ha JIEH.

10 —25 ml/min 5 mg/kg TenecHo Terao, npuaaraHu aBsa 10 mg/kg TenecHo Termno.
MbTH Ha JIEH. [NpUJIaraHu 71Ba NbTH Ha JICH.

0 (npu anypus) — 10 ml/min| 2,5 mg/kg TenecHo Terno, npunaraHu asa 5 mg/kg TenecHo TerJio,

MbTH HA JICH. [PUJaraHy 1Ba MbTH Ha JIeH
[TaunenTn Ha xemoaumanusa | 2,5 mg/kg TenecHo Terno, npujiaraHy aBa 5 mg/kg TenecHo Terno.
MbTH HA JIeH CJIe/l AUaJik3a. [pHJIaraHu ABa NbTH Ha J€H

cJiel AvaJjiusa.

Tabanua 4. IlpenopbunTe/IHA KOPeKUHs HA JO3HPOBKATA NPH HHTPABEHO3HO NPHJIOKEHHE HA

AUHKJIOBHP NMPH KbpMa4eTa H Jena ¢ 0b0peuyHo yBpekaaHe 3a NpoPpHIAKTHKA HA HHPEKIH ¢
CMV

KpeaTHHHHOB KJIHPBHC Jo3upoBka

(ml/min/1,73 m?)
25 10 50 ml/min 20 mg/kg TenecHo Terso, npuiaraHy BeJHbK Ha BcekH |12 yaca.
10 1o 25 ml/min 20 mg/kg TesiecHO Terao, npujiaraHyu BeJIHbK Ha BCeKH 24 yaca.

0 (npu anypus) 1o 10 ml/min 10 mg/kg TenecHo Terno, npuiaraHyu BeJHbK Ha BCeKH 24 yaca.

[laumeHTH HA Xemoaunanusa 10 mg/kg TenecHo Terno, npuaaraHu BeIHbK Ha BCekH 24 yaca cie/l
JiMaiu3a.
PasTBapsine

Heobxoaumara no3za 30BHUPAKC tpabea na ce npunoxku ype3 HHTpaBeHO3HA UHAY3UA 3a NEPHO OT
| vac.

30BHUPAKC 250 mg npax 3a uady3uoHeH pa3TBop TpsOBa na ce pasrsopu B 10 ml Boaa 3a
WHIKEKLIWK MJIH HH(Y3HOHEH pa3TBOp Ha HaTpueB Xiaopua (0,9% w/v), 3a 1a ce noayuu pasTsop,
ChAbpAKaLL 25 mg auukaoBup B | ml.

[Ipenu npunoxeHue Ha npenopbyaHaTa 103a € HeoOX0AUMO J1a ce onpeaeu OposaT Ha (JIaKOHHTE,
KOMTO TpsiOBa /1a ce pa3TBOPAT. 3a pa3TBapsHE Ha JIEKAPCTBOTO, BbB BCEKH (hy1akoH TpsadBa aa ce
npubaBH NpenopbYaHOTO KOJUYECTBO Pa3TBOPUTEN U Clle/l TOBA J1a CE Pa3K/IaTH BHUMATETHO, 10KaTO
CbhAbPKAHUETO HA (PJ1TAKOHA C€ Pa3TBOPH HAITBJIHO.

Cnen pasteapsane 30BUPAKC moxe na ce npunoxku upes nepdysop. ”



AJITEpPHATHBHO, NPUTOTBEHUAT PA3TBOP MOXKE AOMBIHUTENHO Aa ObAe pa3peacH A0 KOHLEHTpaUKs Ha
aUMKIIOBHD He no-BHUcoka 0T 5 mg/ml (0,5% w/v) 3a npunarade upe3 HHTpaBeHO3Ha HHPY3HS:

[lpnbaseTe HeoOxoaHMUa 06eM OT MPUTOTBEHHS PasTBOP KbM H30paH HHPYIUOHEH pa3TBOP, KAKTO
€ NPENnopbHaHO NO-A0aY U pa3kiateTe a00pe, 3a 1a C€ OCUTYPH A0CTaThbYHO CMECBaHe.,

I1py HOBOpOZEHH W Aeua, KbAETO € HeoOX0AWMO 21a Ce MpuaraT MKy 1o odem pa3TBopH, ce
npenopbUBa paspexxaaHero Aa Obae Ha 0asarta Ha 4 ml ot npuroTeeHus pasteop (100 mg
auMKJIOBHp), A00aBeHU kbM 20 mi pa3TBOp 32 HHPY3HA.

[Ipy BB3pacTHH ce MpenopbuBa U3NOA3BAHETO HA UHPYIMOHHH cakoBe, CbabpKauii 100 ml
HWHDY3UOHEH Pa3TBOP, AOPY KOTATO TOBA 1l€ OCUTYPH KOHLEHTpauus Ha aUMK/IOBUP 3HAUKTENTHO MO/
0,5% w/v. I'lo To3u Hauuk eanH 100 ml nudy3noHeH cak MOXke na ce H3NOJI3BA 3a BCAKA 1033 MEXAY
250 mg u 500 mg aunxnosup (10 1 20 ml npuroTeeH pa3Teop), HO BTOPH HHPY3HOHEH cak TpabBa na
ce H3non3ea 3a no3m mexay 500 u 1 000 mg.

[1py pasTBapste no npenopbyadute cxeMu, 30BHUPAKC e chBMeECTHM Cbe ClieAHHTE HHBYIUOHHU
pa3TBOpH M € cTabureH 3a neproa Ao 12 vaca npu craiina temneparypa (ot 15°C no 25°C):

- Hndysuonen pasteop Ha HaTpueB xnopua (0,45% wu 0,9% w/v);

- Undysuonen pazteop Ha HaTpues xyopHa (0,18% w/v) u rmokosa (4% w/v);

-  HNHQy3uoHeH pa3Teop Ha HaTpueB XAopHA (0,45% w/v) u rmokosa (2,5% wiv);

- (CmeceH MHGY3HOHEH pa3TBOp Ha HaTtpues nakTtat (Hartmann),

[Ipu pasteapsiHe Ha 3OBHUPAKC no ropeonucanara cxema, Lie ce NONyuYy KOHUEHTPAUWA Ha
aUMKIOBHP He No-BUcoka ot 0,5% w/v.

I'Tpu pasrBapane no onucanns Haund 30BHPAKC uma pH oxosno 11,

TBH KaTo MPOAYKTBLT HE ChABPIKE KOHCEPBAHTH, Pa3TBaPAHETO W pas3pexAaHeTo TpAGBa aa ce
H3BRbPLIBAT MPH HAITLJIIHO ACENTHYHU YCIOBHS, HEMOCPEACTBEHO Npeau ynnotpeba U BCHUKH
HEW3NOA3BaHU KOJUYECTBA Pa3TBOp TpAOBa 1a ce U3XBLPIAT.

Pa3TBOpeHUAT WNH pa3peleH NpoayKT He Tpsabea Aa Obae 3aMpa3gBaH.

[Ipy BHAKMO MOMBTHABAHE WIH KPUCTANTH3MPAHE HA PAa3TBOPA, NPEAH UK NO BPEME HA NIPHIIOKEHHE,
MpOAYKTHLT TpaOBa Aa ¢€ U3XBLPIH.

10




