JIucroBka: HHopManHs 32 NaHEHTA

3oBupakc 250 mg npax 3a HH}Y3HOHEH pPa3TBOP
Zovirax 250 mg powder for solution for infusion

auuKI0BHp (aciclovir)

[Mpoyerere BHMMATEIHO UA/IATA JIHCTOBKA, NPE/IH 2 3aN04HeTe Aa IPHEMATe TOBA JIEKAPCTBO,

Thil KaTO TH ChAbpPKa BaskHA 3a Bac nndopmaunsn.

- 3anaserte Ta3u ucTOBKA. MosKe /1a Ce HAIOKH J1a 5l IPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH 10MbIHUTENHHN BBIPOCH, nonuTaiite Bawms nekap uau dgapmauesr.

- Toea nekapeTBo € npeanucano sMuHo Ha Bac. He ro npeotcrbinsaiite Ha apyru xopa. To moxke
Jla MM HaBpeaM, HE3aBMCHMO Y€ MPH3HALMTE HAa TAXHOTO 3a00NABaHE ca chluMTe Kato BawmTe.

- AKO M0Jly4HTe HAKAKBH HE/KeNaHH JIeKapCTBEHH peakliuH, yBeaomete Bawusa nekap uim
(apmauepT. ToBa BK/IIOUBA M BCHYKH BBb3MOMKHH HEXKENAHH PEAKLIMM, HEOTTHCAHH B Ta3H
JucToBKa. Bukre Touka 4.

KakBo cbabpxka Ta3u JIHCTOBKA
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1. Kakso npeacrapiasea 30BHpaKkc H 3a KAaKBO ce H3N0/13Ba

30BHpaKe CbAbPKA 1€KAPCTBO, HAPEUEHO ALMKIOBHP. TO NPHHA/LIEXH KbM Ipyna JeKapeTea,
Hape4eHH NpoTUBOBHPYCHH. JlekapeTBOTO IeHCTBa KAaTO CUpa Pa3BUTHETO HA HAKOW BHPYCH.

30BHpaKc MOKe 21a Ce U3M0/13Ba 3a:

- JIeYeHWe Ha BapMLeNa M Xeprec 30¢Tep;

- JICYEHHE Ha Xepriec, F’eHUTAIEH XEPIeC H APYrH HHMEKLIMH, MPHYHUHEHH OT XepPNec CUMIIEKE
BHpYC;

- NpeaoTBPaTABaHE Ha HH(EKLUMH, NPUUHHEHH OT XEprec CUMIIEKC BUPYC NPH Xopa ¢ oTcaabena
HMYHHA CUCTEMAa, KOETO 03HAYaBa, Y€ OPraHH3MbT UM NO-TPYHO ce OOpPH ¢ HHDEKLIMK;

- NpeAOTBpaTsBaHe HA LINTOMEralloBUPYCHH HH(EKLHH MPH MALMEHTH ¢ KOCTHOMO3bYHA
TpaHCIIaHTaLHA.

2 Kakso TpsdBa aa 3naere, npean 1a Bu 6b1e npuaoxken 3oBupakce

3oBupake He Tpa6Ba 1a Bu ce npuaara:

. KO CTE aJIePrHYHH (C6PLXYYECMEUMETHI) KbM aUMKIOBUP WIH BAIALMKIOBHP, MM KbM HAKOS
OT OCTaHAJIMTE CbCTABKHU HA 30BUpaKc (M30poeHH B Touka 6).

—  AKO MHC/IMTe, e ToBa ce oTHacs 3a Bac, koncyarupaiite ce ¢ Bamus jiexap.




IpeaynpexkaeHus 4 NPeANAIHE MEPKH

Ilpeau na Bu 6bae npriaoken 3oBupake, ropopere ¢ Bamua nexkap nan papmanesT, aKo:
. HAKOra CTe NOAyYaBaIM TEXBK KoxeH 0OpUB Unu GelneHe Ha koxkaTa, 0BpazyBaHe Ha MeXypH
H/WH A3BH B YCTaTa ciell NpUeM Ha 30BHPAKC MIH BaTaLMKIOBHP;
uMare 3abonsBaHe Ha 6nOpenure;
CTe Ha Bb3pacT wan 65 rogunn.
— Koncyarapaiite ce ¢ Bamuns nexap ako MHCITHTE, Y€ Hewwo OT ropersGpoeHoTo ce
oTHacs 3a Bac. BammaT nexap Moxe na Hamanu fo3ata Ha 30BHpakc.

Hokato Bu npunarat 3osupakc TpabBa 1a npHeMaTe 10CTATHYHO TEYHOCTH KaTO BOAA,

O6npHeTe cnennaTHO BHAMAHHE NpH ynorpebata na 3oBupakc

30BHpaKC MOXKE 1a TPHYHHH TEXKKH KOXKHM peakunH. Cnpete ynotpe6ara Ha 3oBHpakc M He3abaBHO
NOTbpceTe MEAUIIMHCKE NMOMOLLL, AKO 3a0€N1EXKHTE HAKOH OT CHMTITOMHTE Ha TEXKKHTE KOXHH PeakLiMH,
OMNKMCaHU B TOUKA 4,

Hpyru Jexapcrsa n 3oBHpaxc

Tpabea na kaxere Ha Baluna nexap nnu dhapMauesT, ako mpHeMaTe, HACKOPO CTe NPHEMATH HIH €
Bb3MOXKHO Aa MpHEMaTe ApYTH ekapcTba. Tosa BKIIOHBA EKapCTBa, KOUTO CTe CH Kynnay 6e3
peuenTa.

KaxeTe Ha Baiua nexap win apMauesT, ako NpHemare HAKOE OT CIIEJHHTE NEKApPCTBA:

) npobexeuun

. LUMMETHAHH

. TAKPONHUMYC, LMKIOCNOPUH HAK MUKo(eHonaT ModeTnn
. UTHi

. TeoPUIHH

bpemerHocT, KbpMeHe H QepTHAHTET

Ako cTe Gpemenna, cMATaTe Ye MOXKe 1a cre SpeMeHHa Win ILIaHHpaTe GpeMeBHOCT, He TPAGBa
aa Bu ce npnaara 3osrpaxc 6e3 na ce nockeersare ¢ Bawma nexap. Bamust nexap e npeuexu
nonsara 3a Bac u pucka 3a Bawero 6e6e npu npunarade Ha 30BHpakc A0KaTo cTe HpeMeHHa.

AKTHBHOTO BEUIECTBO ALIMKIOBHP MOXe 4a NPeMUHE B KbpMaTd, AKO KbpPMHTE, TPAGBA Aa ce
nochBeTBaTe ¢ Bamna nexap npeau npunoxeHue Ha 30BUpaKC.

Illodupane n paéoTa ¢c MAIUHKH

30BHpAKC Ce M3MOMI3Ba NPEAHMHO NPH MALMEHTH, KOWTO Ca XOCTIHTANIM3UPAHH, H HHpOpMAaLMA 33
CnocoBbHoCTTa 32 wodmHpane U paboTa ¢ MalIMHK OGUKHOBEHO He € Npunoxuma. He ca npasenn
Mpoy4BaHHA 3a U3CNeABaHE Ha edekTa Ha 30BHPAKC BbPXY CnocobHOCTTA 3a WodHpane 1 paboTa ¢
MaWHHH.

Hudopmauns 0THOCHO HAKOH OT CHCTABKHTE HA 30BHPaKC

Toea nekapcereo chabpika 28,03 mg HaTpuii (OCHOBHA CLCTAaBKA Ha rOTBAPCKATA/Tpane3HaTa cofl) Bbe
BCEKH (pnakoH. ToBa KONHYECTBO € EKBHBANIEHTHO Ha 1,4% OT MPENopbYHTENHHA MAKCHMANEH AHEBEH
XPaHHTENEH MPHEM HA HATPHHi 3a Bb3pacTeH.




3.  Kak ce npunara 3oBrpakc

30BMpaKc ce npHnara OT MEAMLIMHCKA CECTPa MK IEKap BbB BEHATa Ype3 cHeTemMa (WHTPaBeHO3Ha
HHPY3UA).

[Ipeau npunoxenne 3oupakc Tpadsa na ce pasteopH. [punara ce upes 6aBHa HHTPaBEHO3HA
HHQY3HS 32 NEPHOA OT €IIWH Yac, 3a a ce u3berHe OTNaraHe Ha AKTHBHOTO BELIECTBO B 61LOpeLHTE.
buvp3a unu 6onyc urxekuua Tpabea na ce wibsTea.

BawuaT nekap wie npeneHn Kakea € NOAXOAALLATA 1032, KOATO wWwe Bu 6be npuioxkeHa, 4ecToTata U
MPOABLIKUTENHOCTTE HA NPUACKEHHE B 3aBUCHMOCT OT:

. BHJa Ha HHDEKLHATA, KOATO MMATE;

. Bawero Terno u TenecHa noBLPXHOCT.

Hoxato ce npunara 3oBupakc e HEOGXOAMMO JIa Ce NPHEMAT NOBEYE TEUHOCTH.

AKo Bn e npanoxkeHa TEbpae ronsima 1o03a Josupake
AKko cmaTaTe, ue By e npunoxena Tebpae ronama nosa 3osupakc, ce o6npuete kM Bamun nexap

HJ/ITH MEAHIIHHCKA CeCTpa 34 ChBET.

Axo Bu e npunoxeHa TBbpae ronsma 1o3a 30BHpaKe, MOXE:

. Ja 4yBCTBaTe 00BPKAHOCT HIH BB30YAa;

. Jla BHXKAATE WK 4YBaTe HeACHCTBUTENHH Hewa (Xamoyunayu);
. DA NOTYYHTE NPpUNATBLH (2BpYoee);

. Ja uinaaHeve B 6e3chb3nanue (koma).

4, BLIMOXHH HeKe/IaHH PeaKIHH

Kakto BcH4kM nekapcTsa, 30BUPAKC MOXKE 1 NIPEAH3BHKA HEXKEIAHN PEaKLMH, BLIIPEKH Ye HE BCEKH
H NMonyyasa.

CheTOSHAY, 32 YHETO Bb3IHHKBaHE TpAGBa xa cieamTe:
> Cnpere ynorpebara na 30BHPaKc M He3a0aBHO NOTHPCeTe MEAHIHACKA NOMOML, AKO
3alenexuTe HaKoli 0T CJICAHHTE CHMITOMH:

TexXKH alepruydHH peakusHu

Te ca muoro peaku (Mosxe aa 3acernat xo 1 ma 10 000 naumenTtn). [pU3HALMTE BKIIOUBAT:

¢ cupbaw, HagurHat obpus (ypmuxapun);

® TI0YBaHE, NOHAKOra Ha JIMUETO MK yCTaTa (GHeuoedem), MPUYHHABALLO 3aTPyAHEHHE B
IHUIAHETO,

®  KOMAMNC.

CepHO3HH KOXKHH peakuHn
Te Bb3HKHKBAT MHOrO PAIKO NPH XOpATa, MPpHeMalin 3oBupakc. [IpH3HALMTE BIIIOUBAT:

. 001 Hpen 0BpHB, BUCOKA TENECHA TEMIIEPATYPA H YLOIEMEHH IMMBHH BB3TH (CHHAPOM Ha
DRESS nnH cHHAPOM Ha NEKapCTBERA CBPLXYYBCTBUTENHOCT).
. YEpPBEH, NIOCNECT, 0DHPEH OGPHB ¢ MOAYTHHH MO/ KOXKATA M MEXYPH, NPHAPYEH OT

nosuLIeHa TeMnepaTypa. CHMOTOMHTE OOHMKHOBEHO Ce NMOABSBAT NPH 3ano4BaHe Ha

ynotpebata Ha JIeKapCcTBOTO [OCTpa FeHepaiu3HpaHa eK3aHTeMaTo3Ha mycTynoza (AGEP)].
. YEPBEHHKABH, HEHANMIHATH, HAaNOAOOABALLH MULIEHA UAW KPBIJIH METHA MO TAIOTO, YECTO ¢

LEHTPATHO Pa3MoIoKeHH MeXYPH, OelleHe Ha KoXKaTa, A3BM MO YCTATa, MbpoTo, HOC




NOBHLIEHA TEMIEPATYpa U rpHnonoaobHH cumntomu (CHHAPOM Ha CTHBBHC — JKOHCHH/
TOKCHUUHA eMWAepMaHa HEKPONH3a).

YecTH HexeIaHH peaKiunn

Te moxxe na 3acerHar ao 1 ua 10 naunenty:

NoayBaHE M 3a4€PBABAHE Ha MACTOTO HA MPHIIOKEHHE;

rajeHe WM noBpbLIaHe;

MOBNHMABAHE HA PE3YNTATHTE OT H3CIEBAHHATA HA KPbBTA WiK YPHHATA;
cbpbex;

¢bpbaul, HaaurHat oOpHB (Ypmukapus),

NOBHUIABAHE HA CTOHHOCTHTE Ha HAKOH HepHOAPOGHH EHIHMH,

KOXHA PEaKUHA CNe HInaraHe Ha cBeTIIHHa (ghomonyecmeumennocm).

HeuecTn HexkenaHH peakunn
Te moxe pa zacernart ao 1 wa 100 naumenTw:

. HamanAeaHe Ha 6pos Ha YEPBEHHTE KPLBHH KAETKH {anemus),

. HamansBaHe Ha 6pos Ha 6enuTe KPLBHH KIETKH (feskonenus),

. HamanseaHe Ha 6pos Ha TPOMOOUMTHTE (KIETKHTE, KOUTO NOMArar 3a ChCHPBAHETO) B KPLBTA
(mpomboyumonenus).

MHoro peakH HejKelaHN PeaKHA
Te Moxe 1a sacernat Ao 1 wa 10 000 naumesTH:

. rnasofonne U 3aMasHoOCT,

. AWapHs 1A 6onka B xopema;

. CbHIIUBOCT;

. YYBCTBO HA 0OBLPKAHOCT WIH Bb36YAa;

U TpenepeHe, HeCTabUNHOCT H THNICA HA KOOPAHHAUKA (amakcus),

. Jvnca Ha eHeprus (ymopa),

e MOBHLUICHA TemMnepaTypa (mpecka),

. 3aTpy/AHEHHE B roBOPa WIH NPECHMHANOCT (Ousapmpus);

. nojyBaHe Ha JIMLETO, YCTHHTE, YCTaTa, €3HKa WIH IbpIOTO (aneuoedem),

. BUM(IaHe MK YyBaHe Ha HeACHCTBUTENHH Hella (Xanoyunayuu);

. NpUNagsuM (espuose),

. 3a0yx;

. HeCMoCOBHOCT 33 MUCNIEHE, ACHA NPELICHKA HITH CbCPEAOTO4ABAHE,

. 6eacv3nanne (koma),

. CMYLUCHHA B MOBENEHHETO, FOBOPA H OUHHTE ABHXKEHHA (enyedharonamus),

. MOBHLUIABAHE CTOHHOCTHTE HA OUTNPYOHHA, NOXBLATABAHE HA KOXKATA HAH Ha 6&1aTa YacT Ha
OUHTE (ICHaMEHUYQ), BbINANEHHE Ha YepHUS apob (xenamum),

. Gonka B oGnactra Ha 6B6peunTe, npobnemu ¢ GpOpeLKTe, BKIIOUNTENHO GHOpeuHa

HEOOCTATBLUYHOCT.

B nakou ClIyHdaH ce yCTAHOBABAT TEXKKH IOKATHH BbL3NMANUTENHH PEAKLHH, BOAELIM A0 YBpeXaaHe Ha
KOXKaTa npu Cﬂy'-lﬂﬁHO nonagaHe Ha 308HpaKC H3BbH KPBLBOHOCHHTE CHAOBE NPH BIIHBaHE.

CrobmaBaHe HA HeXXeIAHH peaKIHA
AKO MONY4HTe HAKAKBH HEXeNaHN IEKapCTBEHH PEaKLHK, yBeoMeTe Bauina nexap unu dpapmauesT.
ToBa BKITIOYBA BCHUKH BH3MOMHH HEOMHCAHH B Ta3H THCTOBKA HEXENaHH peakini. Moxere ¢
ChOOLUMTE HexeNaHH peakuMH NMPEKTHO Ha:




M3nbaHUTENHA areHUMs no iekapeTsata

yi. . Jaman ['pyes™ Ne 8

1303 Codun

Ten.: +359 2 8903417

yebcaliT: www.bda.bg

Kato cno6inaBare HexenaHH peakuny, MoXeTe Aa AafieTe CBOS MPHHOC 32 NOMYYaBaHe HA NOBeYe
HH(OPMaLHA OTHOCHO 0€30MacHOCTTa HAa TOBA JIEKAPCTBO.

3.  Kak aa chxpaHaBaTe 30BHpaKc

Ha ce coxpansea nop 25 °C.
Ja ce cbxpaHABa Ha MACTO, HEOCTLIHO 3a JeLa.
He w3znon3saiite 3oBHpaxe cnell cpoka Ha FOAHOCT, OTOeNsA3aH BbPXY onakoskarta. CpoKsT Ha
FOJHOCT OTTOBAPA Ha NOCNEIHHR N€H OT MOCOYEHUA Mecel.
Ja ce pa3TBOPH HEMOCPEACTREHO NpeH yrioTpeba.
. Heu3non3saHoTo KOMUYECTRO Pa3TROP 4 Ce H3XBBYJIH.

6. CuanpaxanHe HA ONAKOBKATA M JONBJIANTEIHA HEGOpMaNHT

KakBo chabpixa 3oBHpakc

AKTHMBHOTO BEILECTBO € auninosup. Beekn dnakon chabpxka 250 mg aunknosup noa dopmara Ha
HATpHERA COA.

Jpyrara cbcTaBKa € HaTpHEB XHAPOKCHA.
Kak m3ri1exna 30BHpPaKe # KAKBO CHALPKA 0NAKOBKATA

3oBHpaxc npeacTarIfRa Npax 3a HHOY3HOHEH PasTBOP.
3oBHpakc ce npoaara no 5 GpaakoHa B KAPTOHEHA ONAKOBKA.

IIpnTexaren Ha paspemieHHeTo 3a ynorpeda:
GlaxoSmithKline Trading Services Limited

12 Riverwalk, Citywest Business Campus,
Dublin 24,

Hpnanaus

HMponzsoauTe.t:

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

HITH

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

JlaTa ua nocieRHO NpepasraexaaHe Ha JIHCTOBKATA:
04/2026




[TOCOYEHATA I10-A07TY HHOOPMALIMA E MPEAHA3ZHAYEHA CAMO 3A MEJIMIIMHCKH
CINNIEUHAJTUCTH:

Jlo3MpOBKa H HAYMHH HA PHJIOKEHHE
3a mbyiHaTa NlekapcTeeHa HH(opMalvs, Bxk. KpaTkara xapakrepuctika Ha npoaykra (KXIT).

30BHPAKC tpabea na ce npunara kaTo HHTpaBeHO3Ha HHY3HA B NPOILIKEHHE Ha | yac.

Kypcwt Ha nevense che 30BUPAKC o6ukHOBEHO Npogbixkaba 5 IHH, KATO B 3aBHCHMOCT OT
ChCTOAHHETO HA MALMEHTA M OTTOBOPA KbM JIEHEHHETO TOBA MOKE Jia € IpoMeHH. Jleyenneto Ha
xepreceH eHuehanuT ofukHoseso npoabmxasa |0 qHH. JleueHneTo Ha HeoOHATANEH XeEpriec
00uKkHOBEHO MponBkasa 14 AHU 33 KOKHO-TTMraBUYHM (KOXKA-04H-YCTa) MHbEKLHH 1 2| aHK 32
AMCEMHUHHpaHO 3abonaBane Unu 3a009BaHe HA LEHTPATHATA HEPBHA CHCTEMA.

[TpoasmKkHTENHOCTTa Ha NpodHNaKTHYHOTO npuaokerre Ha 30BHUPAKC ce onpenens ot
NPOAbKUTENHOCTTA HA PUCKOBHA TIEPHOA.

Jo3upoBka npn BB3pacTHH

TMpy naunenTH cbe 3aTIBCTABAHE, HA KOUTO HHTPABEHO3HO CE MPUIAra aLHKIOBHP, 103HPaH Bb3
OCHOBA Ha AEHCTBUTENHOTO UM TENECHO TErIO, MOXKE Ja CE MOY4aT MOBULIEHH NIa3MEHH
KOHUeHTpauuu. [lopanx ToBa npH NALMEHTH CkC 3aTNBCTABAHE TPAGBa Ja ce 0OOMHCIIH HaMalnBaHe Ha
Ao3zata, 0cobeHo npu TakHea ¢ GBOPEUHO YBpeXKAaHE HIK B CTAPYECKA BB3PacT.

[Mpv naunenTh ¢ undexunn, npuunnenn ot Herpes Simplex Virus (c N3KTrO4EHHE Ha XeprieceH
eHuedanu), ce npenopbusa npunoxenne Ha 3S0BUPAKC B no3u 5 mg/kg Tenecuo Terno npez
8 uaca, ako 6bOpeuHaTa QyHKUMS HE € YBpeaeHa,

[1pn naumenTH ¢ xepneceH eHuedanut ce npenopbusa npunoxkenne Ha 30BUPAKC s mo3u 10 mg/kg
TeNECHO Terno npes 8 uaca, npu ycnoeue ue 6bOpeunata GyHkuHMs He e yBpeaeHa.

3a mpodunakTika Ha HHBEKLMH, NpUIHHEHH OT Herpes Simplex Virus npn uMyHOKOMIIPOMETHPaHH
NaUMEHTH, Ce npenopbyusa npunoxeHHe Ha 3S0BUPAKC B nosu 5 mg/kg TenecHo Terno npes 8 uaca,
ako 6b6peyHaTa yHKUKHA He € YBpeaeHa.

Ipu naumenTy c undexumun, npuuuneny ot Varicella Zoster Virus, ce npenopbusa NpHIOKEHHE Ha
30BHPAKC B no3u 5 mg/kg Tenecto Terno npes 8 uaca, ako 6b6peunata GpyHKUHMA He € yBpeneHa.

[1pu WMyHOKOMNIpOMETHPAHH NaLMeHTH ¢ HHbEKLUH, NpHUKHERK oT Varicella Zoster Virus, ce
npenopwyea npiioxenue Ha 3S0BUPAKC 8 no3n 10 mg/kg TenecHo Terno npes 8 uaca, npu ycnosue
de GbOpeuHaTa GyHKUNA He e yBpeaeHa.

3a npodunaktrka Ha CMV HHbeKUMS TPH NALKEHTH ¢ TPAHCTIAHTALMSA Ha KOCTEH MO3bK Ce
npenopbusa npunoxkerHne Ha 30BUPAKC s no3a 15 mg/kg, HHTpaBeHO3HO, TPH MBTU AHEBHO Tipe3

8 uaca, ako 6b6peunara gyHkuus He e yBpeneHa. [TpH maUHEHTH ¢ KOCTHOMO3bYHA TPaHCHTAHTALMA
Ce MPenopbusa TepanuATa 1a 3all0YHE 5 AHK NPERH ONepalnaTa M 42 MPOALKA A0 30 AHHU chen Hes.
YcTaHOBEHO €, 4e NPHNOXKEHHETO HA BUCOKHM 03H MHTpaBeHo3eH 3OBUPAKC Hamansea uecrorara 1
3a6aBs pasButreTo Ha CMV uHbeKUMATA. AKO JIEUEHHETO ¢ BUCOKH 03K MHTPABEHO3HO NpUNoXeH
30BHPAKC ce nociesiga OT MepopaneH npHeM Ha BHCOKH A03U aUHKNOBHP B IPOABIMKEHUE Ha 6
MeCela CMBPTHOCTTA H YECTOTATA HA BUPEMUATA ChILO CE HAMAABAT.




Jo3HpoBKa Npyu KLPMAYeETZ K Aena
Hozata Ha 30BHPAKC 3a kbpmaueTa # Jeua Ha Bb3PACT MEXKIY 3 Meceua W 12 FroAMHH ce H3UKCABa
Ha 6a3aTa Ha TENEeCHOTO Terno.

lNpu kbpmaveTa 1 aeLa Ha Bb3pacT 3 Mecela U NoBeye ¢ HHGEKLMK, NpHUHHERH oT Herpes Simplex
Virus (¢ m3xaiouenne Ha xepneceH eHuedanur), ce npenopbusa npunoxkenue Ha 3SOBUPAKC B ao3m
10 mg/kg TenecHo Terno HHTpaBeHO3HO Ha BeekH 8 Yaca, ako GbOpeuHaTa GpyHKUMR He € yBpeneHa.

[lpu kbpMaueTa v Aelia Ha BB3pAcT 3 Mecela H IOBeye ¢ xepneceH eHuedanuT Tpabpa aa ce npunara
nrrpaseHosHo 30BHPAKC B no3u o1 20 mg/kg TenecHo Terno Ha Beeku 8 vaca, ako GuOpeunara
GYHKLIHA He € yBpeaeHa.

3a npogunakTHka Ha HROEKLHH, NPHUIHHEHH OT Herpes Simplex Virus, Npy UMyHOKOMNPOMETHPaHH
KbpMadeTa u aeua ce npenopbusa 30BHPAKC 3a uHTpaBeHO3HO NpUNOXKEHHE B CHILATA IO3HPOBKA
KaTo 3a JICYeHHE Ha xepnec cuMnieke HHbeKUnH: 20 mg/kg TenecHo Terno Ha sceku 8 yaca, ako
ObOpeunara ¢hyHKUHA He e yBpeaeHa.

TTpu kepmaueTa K aeua ¢ uadexunn, npuunHenn ot Varicella Zoster Virus, ce npenopbura
npunoxerne Ha S0BUPAKC B nosu 10 mg/kg TenecHo Terno npe3 8 uaca, ako 6u6peuHara dyHkums
HE € YBpeaeHa.

Ilpy iMyHOKOMNpOMeTHPaHH KbpMaUeTa U aeua ¢ HHdekUHs ¢ BHpyca Ha Varicella Zoster,
30BHPAKC wntpasenosHo noa dopmara Ha HHby3ua Tpsbea fa ce npunara B 1034 o 20 mg/kg
TEJIECHO TEerNo Ha Beeky 8 uaca, ako 6bOpeuHara QyHKUMA He € yBpeaeHa.

OrpaHHueHH 1aHHHM NOKa3BaT, 4e 32 npoduiakTika Ha CMV uHdekuMs NpH el Ha Bb3PacT Haa
2 roanHM, ¢ NpoBeeHa KOCTHOMO3bYHA TPAHCILIAHTALIMA, MOXE a CE MPUIOKH 03aTa 32 Bb3PACTHH.

[pyu kbpmaueTa W fela ¢ yBpeneHa Gb0peura pyHKUMA e HeOBXOANMA NOAXOAALLA MPOMSAHA HA
A03aTa, B 3aBUCHMOCT OT CTEMCHTA Ha yBpexaaHeTo (8x. Tabn. 3 u 4, Jozuposxa npu Gvbpeuno
yspeacoane).

Jo3nposKa Rpu HOBOpOIEHA
Hosuposkara Ha 3O0BUPAKC npn HOBOpOOEHH M KbpMaueTa Ha Bb3pacT A0 3 MeCceLa Ce HIunucigBa
Ha BazaTa Ha TeNeCHOTO Tero.

Hpu kepMauera, TeKyBaHH 3a YCTAHOBEH HEOHATAIEH XEPTIEC MITH MPH ChMHEHHE 33 HEOHATasIeH
Xepriec, NpefopbyHTE/IHATA CXeMA Ha N03HpaHe € auHKIoBHP 20 mg/kg TenecHo Terno KHTPABEHO3HO
Ha Bceki 8 uaca 3a 21 AWM NpH AMCEMHHHpaHO 3ab0naBaHe WKW 3acAraHe Ha LEHTPANHATA HEPBHA
CHCTeMa, WK 32 14 AHH npw 3a6onaBane, 3aCATalllo CAMO KOXKAaTa H IMraBHYHKTE MeMEpaHH.

ITpu kbpmaueta ¢ ypenena 6u6peuna dyHKuUNS e HeobXxoaUMa MOAXOAALLA POMSAHA HA 103aTa, B
3aBMCHMOCT OT CTENEHTA Ha YBpexKRaHeTo (BXK. Jozuposka npu 6vbpeuno yapexcoane).

HO03HPOBKA NPH NAITHEHTH B CTAPYECKA BH3PAcT

INpy naunenTy B cTapyecka BL3pacT TpAGBa Oa Ce MMa NMPEABH Bb3MOKHOCTTA OT HLOPEUHO
yBpexaaHe M N03HpoBKaTa TpsbBa aa 6bAe KOpUTHpaHa B 3aBHCHMOCT OT ToBa (Bx. Josupoexa npu
bvbpeuno yepescoane).

Tpabea na ce noaabpka afeKBaTHA XWAPATALHSA,




Mo3npoBka npu 60peuHO yBpexaaHe
[penopbusa ce nosuieHo BHUMaHKe npu npunokerne Ha 3SOBUPAKC npu naunenTw ¢ yBpeaeHa
O16peuna dynkuusa. Tpsabea na ce noaabpika ajeKBaTHA XH/paTaLIHS.

Kopurupatero Ha no3aTa npH nauMeHTH ¢ 6b0peuHo yBpeKJaHe ce OCHOBABA HA KPEaTHHHHOBHS
KJIMPBHC, B €IMHALIM MI/min npu BB3pacTHH W IOHOLIU M B eAMHKLM ml/min/1,73 m’ npu kbpmaueTa u
Jleua Ha Bb3pacT noa |3 roauuu. [penopbusa ce 103MpOBKATa 1a Ce KOPUIMpa 110 CJIEAHUA HAUMH:

Tabuuua 1: [penoprunTe/IHa KOPEKUHA HA 103HPOBKATA NPH BL3PACTHH H IOHOIIH ¢ 6BLOpeuno
YBpekiane 3a jiedenne Ha Hudexknnn, npuunnenn or Herpes Simplex Virus uin Varicella
Zoster Virus:

KpearnnunoB kiMpbHC Jo3npoBka npa HHpEKUHA ¢ BHPYCa HA Jl03HpOBKa NpPH XepneceH

Herpes simplex uan Varicella zoster eHuedaATHT HIIH NPH

HMYHOKOMIPOMETHPAHH
nanMeHTH ¢ Varicella

zoster
25 - 50 ml/min 5 mg/Kg TesnecHo Terno, npunaraiu eaHbxk | 10 mg/kg tenecHo Terno,
Ha BcekH 12 yaca. MPUIIATAHKU BEIHDBK HA BCEKH
12 yaca.
10 - 25 ml/min 5 mg/kg TenecHo Terno, npunaranu Beanwk | 10 mg/kg Tenecho Terso,
Ha BcekH 24 yaca. NpHIaraHd Be/IHbK Ha BCEKH
24 vaca.

0 (npu anypus) — 10 ml/min| 2,5 mg/kg TenecHo Terno, npunaranu Beanbx | 5 mg/kg TenecHo Terno,
Ha Bceku 24 yaca. NpHJIAraHu BelHbXK Ha BCEKH
24 vaca.

lMaumenTn na xemoananusa | 2,5 mg/kg TenecHo Teruo, npuiaranu Benubx | S mg/kg Tenecho Terno,
Ha BCeKkH 24 yaca cien 1uManusa. MpHUIaraHu BEJHbLK HA BCEKH
24 yaca cnen ananusa.

Ta6mua 2. [penopbynTteina KOpeKUHs HA 103HPOBKATA PH HHTPABEHO3HO NPH/IOKEHHE HA
ALHK/IOBHP NMPH BbL3PAaCTHH H IOHOWH ¢ 0LOpeYHO yBpexk/1aHe 32 NPoPHIAKTHKA HA HHPeKuns
¢ CMV

KpearnHuHOB KJIHpBHC Jlo3npoBka
25 no 50 ml/min 15 mg/kg TenecHo Terno, NpuiaraHy BeHbX Ha Bceku |12 uaca.
10 go 25 ml/min 15 mg/kg TenecHo Terno, npuiaralu BeiNbXK Ha Beeku 24 vaca.

0 (npu anypus) no 10 ml/min | 7,5 mg/kg TenecHo Terso, npunaranu BeAHbK Ha BeekH 24 vaca.

[TaumenT Ha Xemonuanusa 7.5 mg/Kg TenecHo Terno, npuiaraHu BeAHBK Ha BCEKH 24 uaca crief
JManun3a.




Tabanua 3: lpenopbunTe/iHa KOPeKIHS HA 103HPOBKATA NIPH HOBOPO/JEHH, KbPMAaUeTa H Jena
¢ 0bOpevHO yBpexaane 3a NeveHHe HA HHekunu, npuannenn ot Herpes Simplex Virus nan

Varicella Zoster Virus:

KpeaTHHHHOB KJIHPBHC
(ml/min/1,73 m?)

Jo3upoBKka npH nHpeKNHA ¢ BHPYCA HA
Herpes simplex nin Varicella zoster

Jlo3npoBKa npH Xepnecex
eHuedaIuT HIH NpH
HMYHOKOMIIPOMETHPAHH
nmanueHTH ¢ Varicella zoster

25 - 50 ml/min

10 mg/kg TenecHo Terno, npunaraiu asa
MbTH Ha JIEH.

20 mg/kg TenecHo Terno,
NpHJIaraHy J1IBa MbTH Ha JIEH.

10 — 25 ml/min

5 mg/kg TenecHo Terso, npuiaraHy asa
MbTH HA JIEH.

10 mg/kg TenecHo terno,
NpUJaraHy JIBa NbTH Ha JEH.

0 (npu anypus) — 10 ml/min

2,5 mg/kg TenecHo Terno, npuiaraHu Jisa
IMMbTH HA J1CH.

5 mg/kg Tenecto Terno,
MPUJIAraHK J1Ba ITbTH Ha JIeH

[TauneHTH Ha Xemoauanuza

2,5 mg/kg TenecHo Terno, npuiaraHu asa
MbTH Ha JIeH Cllel Inau3a.

5 mg/kg TenecHo Terno,
MpHJ1araHy JBa IbTH HaA J1€H
CJIC AHUajiu3za.

Tabauna 4. lpenopbunTe/HAa KOPEKUHs HA J03HPOBKATA NIPH HHTPABEHO3HO NPHIOKEHHE HA
AUMKJIOBHP NPH KbpMavera H Jena ¢ 0b0peuno yspexaaHe 3a npopHIAKTHKA HA HHPEKIHA ¢

CMV

(ml/min/1,73 m?)

KpeatnnnHOB KIHPBHC

Jo3upoBka

25 no 50 ml/min

20 mg/kg TenecHo Terno, Npuiarank BEAHBXK Ha BeekH |12 vaca.

10 1o 25 ml/min

20 mg/kg TenecHo Terno, NpuiaraHyu BeHBXK Ha BeekH 24 vaca.

0 (npu anypus) no 10 ml/min

10 mg/kg TenecHo Ters0, npuaaraHy BeHbK Ha BCeKH 24 uaca.

[NauneHTH Ha Xemoananuza

10 mg/kg TenecHo Terso, NnpuiaraHy BeIHbXK Ha BCekH 24 yaca chen

JAHan3a.

PaszrBapsine

Heobxoanmara noza 30BUPAKC tpabea /1a ce Npuiioxku upe3 HHTpaBeHO3Ha MH(Y3ms 3a nepuos oT

| yac.

30BHPAKC 250 mg npax 3a undyy3nouen pastsop Tpsadea aa ce pasreopu B 10 ml Boaa 3a
HHKEKLIMH WK WH(DY3HOHEH pasTBOp Ha HaTpues xaopua (0,9% w/v), 3a na ce noyum pasTBop.

ChabprKall 25 mg auukioeup B 1 ml.

[pean mpunoskenne Ha npenopbyaHata 103a e HEOGXOAMMO 21a ce onpe/ent GPosT Ha rakoHuTe,
KOMTO TpsAbBa /1a ce pa3TBOpAT. 3a pa3TBapsiHe Ha IEKapCTBOTO, BbB BCEKH (h1akoH TpaGBa j1a ce
NpUOaBH NPENOPHLYAHOTO KOJMYECTBO PA3TBOPHTEI H CJle/l TOBA J1a Ce Pa3KJIaTH BHUMATENHO, J10KATO

ChAbLPKAHHETO Ha (plaKOHA Ce PA3TBOPH HAITLIIHO.

Cnen pasteapane 30BUPAKC mosxe na ce npuiosku upes nepdysop.




ANTepHaTHBHO, PUIOTBEHHUAT Pa3TBOP MOXe JONBJIHUTENHO Aa ObAe paspeneH 10 KOHLEHTPALHA Ha
aUMKNOBHP He no-BHCOKa oT 5 mg/ml {0,5% w/v) 3a npunaraHe upes HHTPaBeHO3HA HHY3IUA:

[IpuGasere HeoOx0aHMHA 06EM OT NPUrOTBEHHUA PA3TBOP KBM H30paH HHQY3HOHEH Pa3TBOP, KAKTO
€ MPEnopbUaHO No-A0JTy H paskiarere 100pe, 3a Ja ce OCHIYPH AOCTATBYHO CMECBAHE.

Ipu HoBOpOJEHH M Acua, KBAETO € HeoBXOAMMO A3 Ce NpUAAraT MaJIKH 1o 06eM pa3TsopH, ce
NpENopbUBa paspexaaHeTo da 6bae na 6a3aTa Ha 4 ml oT npuroTBeHus pasteop (100 mg
alMKI0BHp), nob6apeHn kbM 20 ml pa3Teop 3a UHGY3HA,

[1pu Bb3pacTHM ce MpenopLYBA H3NOM3BAHETO HA HHAY3MOHHH CaKoBe, Chabpxay 100 ml
HHGY3HOHEH Pa3TBOP, I0PH KOTaTO TOBA LUE OCHIYPH KOHLEHTPaUMs Ha ALHKJIOBHP 3HAYHTENHO NoA
0,5% w/v. Tlo To31 HauuH eann 100 ml nHy3HOHEH Cak MOXke A Ce M3MONI3BA 32 BCAKA 1032 MEXAY
250 mg v 500 mg aunknosup (10 u 20 ml npuroTeeH pa3TBop), HO BTOPH MEDY3HOHEH cak TpaGBa Aa
Ce WU3MoN3sa 3a no3u Mexay 500 u 1 000 mg.

[Tpu pasreapane no npenopruakute cxemu, 30BUPAKC e chbBMeCTHM cbe cieiHHTE HHDYIHOHHH
pa3TBOpPH U e cTabuneH 3a nepuon Ao |2 waca npu craiina Temnepatypa (ot 15 °C ao 25 °C):

- HHudy3noneH pasreop Ha HaTpues xyopua (0,45% u 0,9% w/iv);

- Hnudysnonen pasteop Ha Hatpues xopua (0,18% w/v) H rmokosa (4% w/v);

- Hudysuonen pasTeop Ha HaTpues xaopua (0,45% w/v) n rmoxkosa (2,5% wiv);

- Cwmecen uHy31OHeH pa3TBop Ha Hatpues naktar (Hartmann).

Ipu pazrsapsane na 30BUPAKC no ropeonucanara cxema, wie ce NonyyH KOHUEHTPALMS Ha
AUHKIOBHpP He no-BHCOKA oT 0,5% wiv.

Tlpw pasteapane no onucanns Haund 30BUPAKC uma pH okono 11.

Twit KaTO NPOAYKTHT HE CHABPIKA KOHCEPBAHTH, PA3TBAPAHETO M pa3peskaaHeTo Tpabea aa ce
H3BBPIUBAT NPH HAMBJIHO ACENTHYHH YCIOBUA, HEMOCPEACTBEHO NIPEAH YNoTpe6a H BCHUKH
HEHM3MON3BAHH KOJIHYECTBA Pa3TBOP TPAOBA Na ce H3XBLPIAT.

Pa3TeopeHnaT unM paspencH npoaykt He Tpabea fa Gbae 3aMpasssaH.

Ip1 BHAMMO NOMBTHABAHE N KPUCTATH3HPAHE HA PA3TBOPA, MPEIH WIIH 1O BpeMe Ha MPUIOKEHHE,
NPORYKTHT TPOBA 13 C€ H3XBBPIH.
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