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no MeanuuHCKOMy NpUuMEeHeHUto npenaparta

BAJITPEKC™

ToproBoe Ha3BaHue npenapata: Bantpekc™ (Valtrex®)

MexayHapoaHoe HenareHToBaHHOe Ha3BaHue: Banauuknosup (Valaciclovir)
XuMnyeckoe Ha3BaHue: 2-[(2-amuHo0-1,6-aurnapo-6-okco-9H-nypuH-9-un)-
MeTOKCU]-3TUNoBbIN 3bUp, MOHOrMAPOXIOPUA

INlekapctBeHHas cpopma: TabneTku, nokpbiTbie obonoykon 0,5 1

Onucanue: benas tabneTtka, nokpbitag obonoukon, sapo Tabnetkm 6enoro munu
noytn GHenoro ugeta. [1BOAKOBbINyKnas, npo,qonrosarag-, 6e3 pucku, Ha ogHoWn
cTopoHe BbirpasuposaHa Hagnucs GX CF1.

CoctaB: AxkmusHoe eeuwjecmseo. Banauuknosupa rugpoxnopua 556 wmr
(3xBmBaneHTHO 500 Mr Banauuknosupa).

BcnomozamensHbie seujecmea: Uensniono3a MUKPOKpUCTanInyeckas, KpocrnoBuaoH,
nosugoH K 90, marHus cTeapaTr, KpeMHWs [QWOKCUA KONMNouAaHbin 6e3BoaHbIA,
koHueHTpaT 6enoro kpacutens YS-1-18043, kapHaybckuii BOCK.

Obornoyka mabnemku:. rmapokcunponunMeTUnuennionosa, Tutana guokeug (E171),
nonuatunenrnukone 400, nonucopbat 80.

dapmakoTepaneBTUYECKaA rpynna: [lpotuBoBupycHbie cpeactsa  Aans
CUCTEMHOrO nNpUMeHeHus. Hykneosuabl M HyKNeoTUAbl, WCKIHYas WHIMOUTOpSI
obpaTHOM TpaHCKpUNTasbl.

Kon ATX: [ JOSAB11]

®APMAKOJNTIOMMYECKUE CBONCTBA

MexaHu3am gencreus

Banauuknosup, npoTUBOBUpYCHOE CpeacTBo, npeactasnseT cobon L-BannHoOBbIN
achvp auuknosupa. AUMKNOBUP SABNAETCA aHanorom MNypuHOBOro  Hykneosuaa
ryaHusa.

B opraHuname udenoseka Banauuknosup ObICTPO W NpPaKTUYECKM MNOMHOCTLIO
npespatliaeTcs B auvknosup n BanuH, BEPOSATHO, dhepmMeHTOM
Banauuknosuprugponason. Auyuknosup obnagaet in  vitro cneuuduyeckoin

UHrMbupyrowen akTUBHOCTLIO NPOTUB BUPYCOB npocToro repneca (BMIM) 1-ro u 2-ro



MUHHCTEPCTEOM SLEPARCOXPAHEHMA

COrJIACOBAHOD

PECITYBAHKU BEJAAPYCE

} {ipukas THROB- BY oxggputtienna 3octep (B3B), uuTtomeranosupyca (LUMB), Bupyca

Pecnydiuiig belapych

oniiTenH-bappa (B3b) u Bupyca repneca denoseka 6-ro tuna. AuuvKNoBuMp
uHrnbupyet cuHTes supycHon [HK cpasy nocne dochopunupoBaHus w
npespaLlleHus B aKkTuBHyo hopmy TpudocdaT auuknosupa.

MepBas ctagus docdhopunupoBaHus TpebyeT akTUBHOCTU BUPYC-Creunuyeckmx
depmentos. [na BIl, B3B n B3b Takum cdepMeHTOM ABNSETCS BUPYCHas
TUMUONHKUHA3a, KOTOpas NPUCYTCTBYET TOMbKO B MOPaXEHHbIX BUPYCOM KreTKax.
YactuyHo CeneKTUBHOCTb docopunuposanHus noaaepXxueaeTcs y
UuMTOMEranoBupyca onocpefoBaHHO Yepe3 npoaykT reHa docdoTtpaHcdepassl UL
97. 3ta HeobX0OMMOCTb aKkTUBaUMW auukKnosupa cneumnuyecknm BUPYCHbLIM
hepMEHTOM B 3HAYMTENBHOW CTENEHU OOBACHAET ero CeneKTUBHOCTb.

Mpouecc cdocchopunmposaHus aumnknosupa (NpespaLleHne U3 MoHo- B Tpudocdar)
3aBepwaeTca KNeTOYHbIMU  KuHasamu. Auuknosup TpudocdaT KOHKYPEHTHO
nHrnbupyet supycHyto [OHK nonumepasy u, byayunm aHanoroMm  Hykneosuaa,
BCcTpauBaeTca B BupycHyro [HK, 4yto npusogut k obnuraTHOMy paspbiBy uenw,
npekpaweHnuto cuutesa [HK u, cneposatenbHo, K 6GnokupoBaHuio pennukauum
BMpYyCa.

dapmMakoamHaMuKa

Pe3ucTeHTHOCTb K auuknoBupy obbivHO obycnoeneHa aeduuymToM TUMUAUHKUHASI,
YTO NPUBOAWUT K YPE3MEPHOMY PacnpOCTPAHEHUID BMPYyCa B OPraHU3ME XO03siMHa.
CHWXKEHMEe YyBCTBUTENBHOCTM K auuMKNoBupy oOyCnoBNEeHO MOSIBNEHUEM LUTaMMOB
BMpyca C HapyleHueM CTPYKTypbl BUPYCHOW TUMWUAWUHKMHa3bl unu  [OHK
nonvumepasbl. BUpyNneHTHOCTb 3TUX pa3HOBMAHOCTEN BUPYCa HaNOMMWHAET TAKOBYIO
y ero 4MKoro wraMmma.

Mpn  MOHMTOPUHFE MaUWMEHTOB, MONyvyaBWWUX aUUKNOBUP ANA NEeYeHUs unu
NpodUNaKTUKK, knuHuyeckne wtammel BT wn B3B ¢ noHwkeHHoM
YYBCTBUTENBHOCTBIO K auWKNOBUPY  KpaikHe  peako  BLIABNAMUCL Y
UMMYHOKOMMNETEHTHbIX NAUWEHTOB U B pPedKkuxX Cnyyasx Y NauyumeHToB C TAXENbIM
HapyLLUEHMEM UMMYHUTETA, HanpuMep, Nocrne TpaHcnnaHTauum opraHa usnM KOCTHOro
Mo3ra, Yy MOfyvalwuMx  XMMuMoTepanuio nNo  NoBody  3MOKa4yeCTBEHHbIX
HoBoobpasosaHuin 'y BUY-nudpuumposaHHbIx.

dPapMaKkoKUHeTHUKa
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Banauuknosup — 310 nponexapcmo@yku Bupa. b .Q,QQTYEIHQCTb . ALWKRABMPA,

nony4YeHHoro u3 sanayuknosupa, B 3,3 — 5,5 pas 6ons : nmraep:;én‘nn'ﬂ"
nepopanbHOro auuknosupa.

[Mocne npuema BHYTPb BanauuKNOBUP XOPOLWIO BCACLIBAETCA W3 KEnNyLOoYHO-
KWLIEYHOro TpakTta, ObICTPO M MNOYTU MOMHOCTBLIO NpeBpalasicb B aLMKIOBUP U
BasuH. 10 npespaLleHue BEPOSATHO KatanusnpyeTtcs hepMeHTOM
BanauukioBupruaponason, BblAeneHHbIM W3 ne4veHn yenoseka. [lpu npueme
Banauuknosupa 8 go3se ot 1000 Mr BuogocTynHOCTL auuknosupa pasHa 54% u He
3aBUCUT OT npuema nuwn. dapMakokKMHETUKa BanauuKkioBmpa He NponopyMoHanoHa
Ao3e. CKkopoCTb U CTeneHb BCACbiBAHWA YMEHbLUAETCH C YBefUYEHUEM [03bl, YTO
NPpMBOAWT K  HenponopuvoHanbHoMy yBenuyeHnto Cmax B AuvanasoHe
TepanesTUYECKNX 403 U K CHMXEHUIO BMOAOCTYNHOCTHU Npu npueme fo3bi Bbiwe 500
Mr. dapMakoKUHETUYECKUE NMapameTpbl auuknoBupa nocre OAHOKPAaTHOro npvema
Banayvknosupa B aose 250-2000 mr y 3goposbix fobpoBonbUeB ¢ HOpMasnbHOW

chyHKUMEW NOYEK NPeACcTaBneHbl B Tabnuue Huxe.

dapMakoKMHeTUu4eckue 250 mr 500 mr 1000 mr 2000 mr

napameTpbl ayMkiosupa (N=15) (N=15) (N =15) (N=28)

Crmax MKr/Mn 220+038 3371095 |520+192 |830+£143

Trax yacsl (4) 0.75(0.75-11.0 (0.75 -1 2.0 (0.75 - 20 (1.5 -
1.5) 2.5) 3.0) 3.0)

AUC Y.MKr/Mn 5.50+082 |11.1+1.75 |189+451 |295+6.36

Cmax = NUKOBAA KOHUEHTPAUMUA; Tmax = BPEMSA OOCTWKEHUS NUKOBOW KOHUEHTPaUuu;
AUC = nnowafgb noa KPUMBOWN «KOHLUEHTpauus-spems». 3HaveHusa Cmax 1 AUC
noKasbiBalOT CpefHee 3HayYeHwe + CcTanHfapTHoe OTKNOoHeHue. 3HaueHue Tiax
nokasbiBaeT MeauaHy U AuanasoH.

MNukoBas KOHUEHTpauua BanauukNoBuMpa B HEW3IMEHEHHOW copme B nnasme
cocTasnaeT nuwb 4% OT NUMKOBOW KOHUEHTPaLUUW auuknoBupa, MeguaHa BpeMeHu
ee poctvxeHus — 30-100 MuHYT nocne npuema [o3bi, 4Yepe3 3 yaca ypoBeHb
KOHLEHTpaLun HaxoaMTCA Ha ypoBHE npegena KonMYeCTBEHHOro onpeaeneHua unm
HWxe ero. Banauuknosup n auuknosup umetoT aHanornyHble
hapmakokuHeTUHECKME NapaMmeTpbl Nocne OAHOKPATHOIO U MHOTOKPaTHOrO Npuema.
OnosiceiBalownt  repnec, npocton repnec M BUY-UHDEKUMA He Bbi3biBaOT
3HaYMUTENbHbLIX M3MEHEeHNA B apMakoKMHEeTUKe BanauuknosvMpa W auuknosupa

nocne npuemMa BHYTpb Banauuknosupa, no CpaBHEHUIO CO 340pPOBbLIMU B3POCbIMU.

(V%]
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——2000-mr-4"PA3E B CYTKM, MUK KOHUEHTpAUUWX auuknosupa paBeH Wnvu NpPeBoCXOauT
TaAKOBOW Yy 300pPOBbLIX A0OpOBONbUEB, MOMyYaOLMX Takylo Xe 403y npenaparta, a
cyTouYHble nokaszatenu AUC y HUX 3Ha4YUTENbHO Bbille.

Pacnpenenexnue

CrteneHb cBA3biBaHMA Banauuknosupa ¢ 6enkamm nnasMbi OYEHb HU3Ka (BCero
15%). lNMpoHUKHOBEHNE B CNUHHOMO3roBylo xuakocTb (CMXK), onpegensiemoe no
cooTHoweHuio AUC B CMX k AUC B nnasme KpoBu, HE 3aBUCUT OT COCTOSHWU
yHKUMN neyeHn n cocTasnseT okono 25% Ans auyuknosupa u Metabonuta 8-
rugpokcuaumknosupa (8-OH-ACV) u okono 2,5% pna wmertabonuta 9-

(kapbokcumeTokeu)MeTunryannHa (CMMG).

BuotpascdopmaLums

Mocne npvema BHYTPb BanauuvknoBup npespallaeTca B auuknosup u L-sanuH
NOCPEACTBOM MPECUCTEMHOrO MeTabonuama B KULLEYHWKE W/WNW NeYeHOYHOro
meTabonuama. B HebDonbluoW cTeneHn aumknosup npeobpasyeTca B metabonut
CMMG c nomoulbto ankoronb- w anbpernagermgporeHassl 1 8 8-OH-ACV - ¢
nomoLyblo ansaerngokcuaassl. Okono 88% obulen akcnosauuum npenapara B nnasme
kpoBu obGycnosneHo auumknosupoM, 11% - CMMG u 1% - 8-OH-ACV. Hu
BanauuKIoBUP, HWU auMKIIOBUP He MeTabonusupyloTca epMmeHTaMu uuToxpoma
P450.

BbiBegeHvue
Banauvknosup BbIBOAUTCS M3 OpraHu3Ma C MOYON NpeuMyLLecTBeHHO B BUge

auuknosupa (bonee 80% po3bl) n metabonura auyuknosupa CMMG (okono 14%
po3bl). Metabonut 8-OH-ACV ofHapyxuBaeTcs B Mouve nullb B HeBonbLumx
konuyectBax (< 2% p[o3bl). B HeumsameHeHHOM BuAae anuMUHUpyeTcs MeHee 1%
npenapaTta. Y nauuMeHToB C HOPMarnbHOW (DyHKLMEN novek nepuoa NonysbiBEAEHUS
auvknosvpa W3 nNnasmbl MOCNE OAHOKPATHOTO WM MHOMOKpaTtHOro npuema
BanauvknoBupa CocTasnsaeT oKono 3 4acos.

Ocob6ble rpynnbl NnauMeHToB

MauuneHTbl ¢ HapylueHUsaMU PYHKLUMW NoYeK
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yBenunineBaeTca C yBenndYeHUeM CTeneHUn TAXEeCTU NOYEe4YHON HEeaoCTaTOYHOCTU. Y

NaUneHToB C TEepMUHANbLHOW cTagnen NoYe4YHoW HeaoCTaTOMHOCTU CpeaHuiA nepuog
nonysbiBeAEeHUs auMKoBMpa nocne npuema sanauuknosupa coctasnseT okono 14
4acoBs, N0 CPABHEHUIO C 3 YacaMu Y NaUMeHTOB C HOPManbHOW byHKUMEN NoYeK (CM.
pasgen «Cnocob npuMmeHeHUs 1 O3MPOBKa»).

PaBHOBeCHble KOHUeHTpauuu auuknosupa u ero metabonutos (CMMG un 8-OH-
ACV) B nnasme “ CNUHHOMO3FOBOW XWOKOCTWM OUEHWBANUCHL MOCNE MHOrOKPaTHOro
npvemMa Banauvkniosupa y 6 NnaumeHToB C HOPManbHOW PyHKUMER nodek (cpeaHui
knupeHc kpeatuHsmHa 111 mn/muH, ananason 91-144 mn/mun), nonydaswmnx 2000 mr
Kaxable 6 4YacoB, M Yy 3 nNauMEHTOB C TSXKENOW CTENeHb NOYEeYHOoN
HegoCTaTOMHOCTN (CpeAHuA KNUPEHC KpeaTuHuHa 26 Mn/MuH, avanasoH 17-31
mn/muH), nonyyaswmx 1500 mr kaxgbie 12 yacos. KoHueHTpauuu auuknosupa,
CMMG n 8-OH-ACV B nnasme “ B CAVHHOMOS3rOBOW >XMAKOCTU Obinu
COOTBETCTBEHHO B cpegHeM B 2, 4 n 5-6 pa3s Bbille Yy NAUWEHTOB C TSHKENown
CTENEHbID MOYEYHOW HeJOCTAaTOYHOCTW, MO CPaBHEHUK C nauueHTamu ¢
HopmanbHON PyHKUNEN NoYek.

MauneHTbl C HapyLeHUAMU DYHKLIMU NEeYEHU

(DapMaKOKVIHeTVNECKVle AaHHbI€ YKa3biBaKOT Ha TO, YTO HapyweHUA CDYHKLLVIVI nevyeHun
CHUXalOT CKOPOCTh npeo6pasoBaHMﬂ Banauyuknoempa B auunkioBup, OAHAKO He
BNMWAIOT Ha CTeneHb npeo6pasoBaHMﬂ. ﬂepwog nonysbiBEeJeHUs aunknosupa
OCTaeTCA HEU3IMEHHbLIM.

BepeMeHHbIe KeHLUHbI

WNayueHne hapMakokMHETUKM BANaLMKIOBMPE M aUMKIOBUPA Y XEHLUUH Ha MO34HWUX
cpokax ©GepemMeHHOCTV ykasbiBaeT Ha TO, 4TO OEepemMeHHOCTb He BNUAEeT Ha
(hbapMakKoKMHETUKY Banayuukiosmpa.

Bblgenexue B rpyaHoe MOMOKO

flocne npvema BHYTpPb Banauuknosmpa B pf[o3e 500 Mr  MakcumanbHble
koHueHTpauun auunknosupa (Cmax) B FpyAHOM MONOKE BapbuMpOBanu B guanasoHe oT
0.5 no 2.3 pa3s oT COOTBETCTBYIOLEW CbIBOPOTOYHON KOHLUEHTpaUWUu auukiosupa y
matepu. CpefHAs KOHUeHTpauus auvknoBupa B FPYAHOM MOJIOKe cocTasuna 2,24
Mkr/mn (9,95 mkmons/n). Mpu npueme MaTepbio Banauuknosupa B fose 500 mr 2
pasa B CyTku pebeHOK, Haxo4ALWMACA Ha TPyYAHOM BCcKkapMnusaHuu, bygeT nony4yaTs

CYTOYHYIO nepopanbHylo A[o3y auuknosupa, pasHyww 0,61 wmr/kr. [epuog



BUpR w3 rpygHoro monoka 6bin nopgobeH nepuoay

nonyssiBeieHUA U3 CbiBOPOTKWU. HenameHrHbin Banauyuknosup He O6H8pY)KMBaﬂCH B

MaTEepPUHCKOW CbIBOPOTKE, MOMOKE UMK Moye pebeHka.

NMOKA3AHUA K NMPUMEHEHUIO

NHdekinmn, BoizBaHHble BupycomM Varicella zoster - repnec socrep

NeyeHue onosicbiBawoWero repneca u odransmorepneca y UMMYHOKOMMNETEHTHbIX
B3POCNbIX, @ TaKKe Jle4eHne OMOSiChbiBAKOWEro repneca y B3pocnbiX C NErkon unu
yMEpPEeHHON UMMYHOCynpeccueit (cM. pasgen «Mepbl NpeoCTOPOXHOCTUY).

UHdekunu, BbiaBaHHbIE BUPYCOM NpocToro repneca (BI1IN)

JleyeHve un cynpeccus MHEKLMIA KOXMU K CRN3UCTBIX 0Bonoyek, BbidaBaHHbIX BT,

BKNIOYASA:

e neyeHue Bnepsble BbISIBNIEHHOTO reHUTanNbHoOro repneca y
WMMYHOKOMMETEHTHbIX B3POCSbIX U NMOAPOCTKOB U Y B3POCHAbIX CO CHUXEHHbLIM
UMMYHUTETOM,;

e JleyeHue PeunanBOB reHUTANbHOro repneca y UMMYHOKOMNETEHTHBIX B3POCHbIX
¥ NOAPOCTKOB U Y B3POCSbIX CO CHUXEHHBIM UMMYHUTETOM,;

e npodunakTUKy  (Ccynpeccuio)  peuvauMBOB  FeHWTanbHOrO  repneca vy
MMMYHOKOMMETEHTHbBIX B3POCNbIX U NOAPOCTKOB U Y B3POCHbIX CO CHWKEHHbIM
UMMYHUTETOM,;

e neveHve nabuanbHoro repneca.

NeyeHne w1 cynpeccust peunauvBupyrolMX OTaNbLMONMOMMYECKUX  UHMDEKLNNA,

Bbi3BaHHbIX BII, y UMMYHOKOMMNETEHTHbIX B3POCHbIX U NOAPOCTKOB W Y B3POCHbIX CO

CHWKEHHbIM UMMYHUTETOM (CM. pasaen «Mepbi NPeaoCTOPOXKHOCTUR).

KnuHuyeckue uccnegoBaHusa He nposoagununce y BlM-nHduunposaHHbIX nauneHTos

CO CHWKEHHbIM MMMYHUTETOM BCreACTBUE APYruX NpuyunH, kpome BUY-nHbekuun.

LintomeranosupycHas (LIMB) undekums

Mpodunaktnka uyutomeranosupycHon (LIMB) wuHdekuun, Bo3HMKaOWen npu
TpaHCNaHTaLMN CONUAHbIX OPraHoB, Y B3POCHbIX U NOAPOCTKOB (CM. pasaen «Mepbl

NPeaoCTOPOXHOCTUR).
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Bantpekc™ npoTuBomokasaH nmauMeHTam C  run pqucTBwrean%WBfo K

Banauuknosupy, auuknosupy unu noboMy BCMoOMOraTenbHOMY WHIPEAMEHTY,

BXOoAsALEeMY B COCTaB npenapara.

NMPUMEHEHUE NPU BEPEMEHHOCTU U NAKTALUN

BbepemeHHOCTL: MMeloTCs  OrpaHu4eHHble  [aHHble N0 WUCNOMb3OBAHUIO
Banayvkiosupa U OTHOCUTENbHO DoMnblLUee KONUYECTBO AAaHHbIX MO UCMONb30BaAHUIO
auuKknosupa Bo BpeMA BepeMeHHOCTU, NoMyYeHHble U3 perucTpos BepeMeHHOCTH y
XEHLUUH, nonyvYaslnxX BanauuknoBUp WNU auuknoBup (akTuBHbIM MeTabonuT
Banauuknosupa) BHYTPb UNU BHYTpUBEHHO: 111 u 1246 XEHLIMH COOTBETCTBEHHO
(29 n 756 BepeMeHHbIX COOTBETCTBEHHO MONyYany Banauyukrnosup WnuM auvknosup
B NepBOM TpUMecTpe BepemMeHHOCTH), U NOCTMAPKETUHIOBbLIE AAHHbIE He nokasanu
yBENMUYEHUS 4ucna BPOXAEHHbIX AedeKToB y AeTen unu eTo/HeoHaTanbHoW
TOKCUYHOCTU. lMccnefoBaHWs Ha  XKMBOTHLIX HE  BLISBUAW  PENPOAYKTUBHOM
TOKCUYHOCTW Banaumnknosupa.

Bantpekc'™ cneayeT NpUMeHsiTb Npu GEpeMEHHOCTU TOMIbKO B TOM cnyyae, ecnwu
noTeHuManbHas rnonb3a NPeBOCXOAUT NOTEHLUMANbHbLIW PUCK.

NakraunAa: AuvknoBuMp, OCHOBHOW MeTabonuT Banauuknosvpa, BbIOENSETCH C
rpyaHbiM  MOMlOKOM. TeM He MeHee, npu npueMe KOpMsLlehd MaTepbio
BanauMknosupa B TepaneBTUYECKUX A03aX BUAHWUS HA AEeTeW, HaxoOAaLWMXCs Ha
rPYAHOM BCKapMIiMBaHWW, HE OXWAAETCA, Tak Kak fosa, nonyvaemas pebeHkoMm ¢
FPyOHbIM  MOSIOKOM, COCTaBnseT MeHee 2% OT TepaneBTU4ECKOW [03bl npwut
BHYTPUBEHHOM BBEAEHWM aUMKIIOBUPa ONS NEYEHUss HeoHaTanbHOro repneca (cm.
pasgen «®PapmakokuHeTuka»). Banauuknosup cnegyeT € OCTOPOXHOCTbHIO
HasHa4aTb BO BpEMS KOPMIEHUS rPYAb0 U TONBKO NO KIIMHUYECKUM NOKAa3aHUAM.
Q®eptunbHocTb: [lpy nepopanbHOM npueMe BanauWKNOBUP He  Bbi3blBan
HapyLleHWin hepTUNbHOCTU Y Kpbic. [pn napeHTepanbHOM BBEAEHUWN BbICOKUX [03
auuknosupa y KpbiC U cobak Habniopanucb aTpodus suYeK U acnepmaToreHes.
WccnepoBanns  BnuaHua BanauuknoBupa Ha epTUNbHOCTb 4erloBeka He
nposBoavnucb, ogHako y 20 nauyueHTOB, B TeyeHWe 6 MecsueB exefHEeBHO
npuHumaswmx ot 400 go 1000 mr auuknosupa, He HabnAanocb U3MEHEeHWn B

YUCNEeHHOCTU cnepMaTo3onaos, X NOABUXXHOCTU U MOpCbOﬂOI'MM.




CrlOCOB PUMEHEHIUA U HG3nPOBKA
i

JNeleHune onosicbiBaloulero repneca u ocpranomorepneca

JleyeHne HeobOXOQMMO HaAuMHaATL KaK MOXHO paHblie, cpazy Xe nocne
AVnarHoCcTnpoBaHnA ONOAChIBAKOWEro repneca. [aHHbIX O neyeHuu, HavaBLEMCS
cnycTa Bonee 4yem 72 4aca nocrne NosABNEHUA Cbinu, He Nony4eHo.

YIMMYHOKOMIIEeMeHMHbIE 83POC/IbIE

Bam‘pekcTM HasHayaeTcs B fose 1000 mr 3 pasa B CyTku B TedeHune 7 gHen (obuwjas
cytodHas posa coctasnset 3000 mr). o3y cnegyeT cHWXaTb B 3aBUCUMOCTU OT
KNUpeHca KkpeaTuHuHa (CM. pasfen «[Jo3sbl npyu No4YeYyHoN HeOCTaTOYHOCTUY HUXKE).

B3pocrible co CHUXEeHHbIM UMMYHUMemoMm

BanTpeKcTM Ha3Ha4aeTcsa B fos3e 1000 mr 3 pasa B CyTK B T€YEHWEe HEe MeHee 7
OHen (obwas cytoyHas posa coctasnsier 3000 Mr) n B TedeHue 2 aHein nocne
obpaszoBaHua kopok. [lody cneayeT CHWXaTb B 3aBUCUMOCTM OT  KMpeHca
KpeaTuHuHa (CM. pasgen «[]o3bl Npy NOYEYHON HEAOCTATOYHOCTM» HUXE).
MpoTUBOBMPYCHAA Tepanus  peKOMEHAyeTCs  nNaumeHTaM CO  CHWXKEHHbIM
UMMYHUTETOM, OBpaTMBLUIMMCA 338 MEAULUUHCKOW NOMOLWbI0O B Te4YeHwe OaHOW
Hedenu nepuoga (opMUpoBaHUS MNy3bipbKOB UMM B noboe BpemMs A0 NOMHOro
obpa3oBaHUA KOPOK.

JleuyeHnue nHoexkunn, BoizBaHHbIX BIlT, y B3pocnbix 1 noapocTkos (¢ 12 neT)

MMYyHOKOMIemeHmMHbIe 83p0oc/bie U nodpocmku (¢ 12 nem)

Bantpekc™ HasHauyaeTcs B gose 500 mr 2 pasa B cyTku (obljas cyTouHas Aosa
coctanseT 1000 wmr). [o3y cnegyeT CHWXaTb B 3aBUCUMOCTU OT KIMpEHca
KpeaTuHuHa (CM. pasgen «[1o3bl Npy NoYeYHON HEAOCTATOYHOCTU» HUKE).

Mpu peunamBUpyOLWMX ANU30AaX NeYeHre JOMKHO NpoaonXaTtees oT 3 Ao 5 AHewn.
B  nepBuyHbix  cryy4asx, KoTopbie  MOryT ObiTb  Oonee  TAXensiMy,
NPOAOMKUTENBHOCTL JleYeHUss MoxeT ObiTb yBenuuyeHa Ao 10 gHen. JleyeHue
crneayeT HaumHaTb Kak MOXHO paHbLue. Npu peunaunsax Bl naeanbHbiM cuntaeTcs
Ha3HayeHWe npenapaTta Bantpekc™ B npompomansHoM nepuoge wau cpasy xe
nocne noABMEHUs MNepBbiX CUMNTOMOB 3abonesaHus. Bantpekc™  moxeT
nNpefoTBpaTUTL pasBUTUE NOBPEXAESHWMA, eCnit Tepanus HadaTta npu noABMEHUU
NnepBbIX NPU3HAKOB U CUMNTOMOB peunaunsa BIT.

JleyeHue nabuanbHo20 2epneca

[Ona nedeHus nabwanbHoro repneca 3a(pPeKTUBHO Ha3Ha4eHue Banauuknosupa

B3poCcnbiM U nogpocTkam B gose 2000 mr asaxabl B TedeHne 1 aHA. Bropas posa
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KnupeHca kpeaTuHuHa (cM. pasgen «[Josbi npu NOYeYHON HEeQOCTaTOYHOCTU» HUXE).
[Mpu NCNoNbL3oBaHWMMW TAKOro pexuma [03UPOBAHUA NPOAOIHKUTENBHOCTb NEYeHNs He
A0MKHA npesbiwaTth 1 AeHb, NOCKOMbKY, Kak ObiNo Noka3aHo, 3TO NPEeBbIEHUE He
AaeT AONONHUTENbHbIX KIMHUYECKUX npeumyLecTs. Tepanusa aomkHa ObiTh HavaTa
npu NOSIBMEHUN CaMbiX paHHUX CUMMNTOMOB NabuanbHOro repneca (nowunsisaHve,
3y, XoKeHue).

B3pocribie €O CHUXEHHbIM UMMYHUMEeMmMoMm

Ons neyeHns BMI y nNauMEHTOB CO CHWKEHHLIM WUMMyHUTETOM Bantpekc™
HasHavaeTcsa B go3e 1000 Mr 2 pasa B CyTkM B TedeHuUe He MeHee 5 aHel nocne
OUEHKMN CTENEHU TSKECTU KITMHUYECKOro COCTOAHUS U UMMYHHOIO cTaTyca nauueHTa.
B  nepBuyHbIX  cnyyasx, KoTopble  MOryT Obitb  Gonee  TsXenbiMU,
NPOAOIMKUTENBHOCTL neYveHus MoxeT ObiTb yBenuyeHa Ao 10 gHei. JleyeHwe
crnefyeT HauYuHaTb Kak MOXHO paHblie. [Jo3y cnefyeT CHWXaTb B 3aBUCMMOCTU OT
KNupeHca KpeaTuHunHa (CM. pasgen «[1o3bl Npy NoYeYHon HEAOCTAaTOMHOCTU» HUXKE).
Ona  [OCTUXEHMA MaKCUManbHOro KnuHuYeckoro adpekta nedvewve cnegyet
Ha4YnHaTb B Te4yeHue nepBbiX 48 4acoB nocne BO3HWUKHOBEHUS CUMMTOMOB
3abonesaHus. HeobxogMmMo npoBOAUTE TWATEmNbHbIA MOHUTOPUHI  PA3BUTUSA
noBpexaeHun.

Npodunaktuka (cynpeccus) peuuavBoB HUHGEKUUH, Bbi3BaHHbIX BMAlN, y
B3pPOCHNbIX U NOAPOCTKOB ¢ 12 net

HIMMyHOKOMOEMEeHmMHbIe 83pocbie U nodpocmku ¢ 12 nem

Y MMMYHOKOMNETEHTHbIX NauneHTos BanTpeKcTM Ha3Ha4aeTtcs 8 fose 500 mr oauH
pa3 B CyTKW. Y NaumeHToB C O4eHb YacTbiMu peuuausamu (10 u Gonee B rog B
OTCYTCTBUW Tepanuu) [AornonHuTenoHoro addekrta MOXHO A[06uTbes  npu
Ha3HayeHun Bantpekc™ B cyTouHou fose 500 mr, pasgeneHHon Ha 2 npuema (no
250 Mmr 2 pasa B cyTku). [lo3y cnegyeT CHWXaTb B 3aBUMCUMOCTU OT KNUpeHca
KpeaTuHuHa (cMm. pasaen «[Jo3bl Npu NoYeYHON HELOCTATOUYHOCTUY Huxe). JleueHue
crnegyeT nepecmaTtpusaTth nocne 6-12 mecaues Tepanuu.

B3pocribie co CHUXEHHbIM UMMYHUMEeMmMOoMm

PekomeHaoBaHHas fosa Bantpekc™ cocraensier 500 Mr 2 pasa B CyTKw. 03
yT Yy

cnepyeT CHMXaTb B 3aBMCUMOCTU OT KITUpEeHca KpeaTnHuHa (CM. pasgen «[lo3bl npwu
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12 mecsaueB Tepanuu.

). JleyeHne cnegyeT nepecmartpuBatb nocne 6-

Mpodunakruka LUIMB nHdekuun y B3pocnbix U nogpoctkoB (¢ 12 ner)
PekomeHayeTcs HasHavaTtb Bantpekc'™ B nose 2000 Mr 4 pasa B CyTKU, Kak MOXHO
paHblle, Nocnie TpaHcnnaHTauuu.

[o3y cnegyeT cHWXaTb B 3aBMCUMOCTU OT KIWpEeHca KpeaTuHuHa (CM. pasaen
«[Jo3bl Npu NOYEYHOM HEJOCTATOYHOCTU» HUXKE).

MpogonmxutenbHocTe neveHua coctasnsieT 90 gHen, HO y BONbHLIX C BbICOKUM
PUCKOM fedeHmne MoxeT BbiTb Honee AnNUTENbHbLIM.

Oco6ble rpynnbl NaLUEHTOB

MauuneHTbl ¢ HapylweHueM (PYHKLMMU NOYeEK

MauneHTaM C MOYEYHO HeAOCTaTOYHOCTLIO BanTpekc™ cneayeT NpUMeHsTb C
OCTOPOXHOCTbIO. Heobxogumo nogaepXuBaTe afeKBaTHbIA BOAHO-3NIEKTPONUTHbBIN
Ganavc. [losy BanTtpekc™ pekoMeHOyeTCs yMeHbliaTb Yy NaUMEHTOB C

HapyLweHnamu CbYHKLlVWI no4vyek (CM. 403bl Mpun noYe4YHON HeaoCTaTOYHOCTU B

Tabnuue).
TepaneBTHUYeckKkue KnupeHc Do3a Bantpekc™
nokasaHus KpeaTUHUHa

MN/MUH

UHdekumn, Bbi3BaHHbIe BUpYcoM Varicella zoster

INNeueHne onoscbiBarowero | 250 1000 mr 3 pasa B CyTku
repneca

Y UIMMYHOKOMMNETEHTHbIX
B3pOC/bIX U B3POCSbIX CO 10-29 1000 mr 1 pa3 B CyTKu
CHWKEHHbIM UMMYHUTETOM

30-49 1000 mr 2 pa3a B CyTku

<10 500 mr 1 pa3 B cyTku

MHdekumnm, BbI3BaHHbIe BUpPYCOM npocTtoro repneca (BMIN)

Neuyenune BINI-undexkunun
- UIMMYHOKOMNETEHTHbIE

B3pOCHble ¥ NOAPOCTKN 230 500 mr 2 pasa B CyTku
<30 500 Mr 1 pa3 B CyTKu
-B3pOCMbI€ CO CHUXEHHbLIM = 30 1000 mr 2 pa3a B CyTKu

NUMMYHUTETOM <30 1000 mr 1 pas B cyTku

10
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repnecay oHs
UMMYHOKOMNETEHTHbIX 30-49 1000 Mmr aoBaxab! B TeyeHue 1
B3pOCHbIX U NOAPOCTKOB OHA
(anbTepHaTUBHbLIN 10-29 500 mr aBaxabl B Te4yeHue 1
OLHOLHEBHbIN PEeXUM OHA
A031pOBaHUA) <10 500 mr ogHoOKpaTHO
Cynpeccusa BIIM-uHdpekummn
- UMMYHOKOMMETEHTHbIE > 30 500 mr 1 pa3 B CyTku
B3pOCnble U NOAPOCTKU <30 250 mr 1 pa3 B cyTku
-B3pOCIIble CO CHUXEHHbIM > 30 500 mr 2 pasa B cyTku
UMMYHUTETOM <30 500 Mr 1 pa3 B cyTku
LUunTtoMeranoBupycHble uHcekuum
Mpodpunaxtnka LIMB 275 2000 mr 4 pa3sa B cyTku
WHpekuun nocne oT 50 po <75 1500 Mr 4 pasa B CyTku
TpaHcnnaHTauuy conuaHelx | ot 25 go <50 1500 mr 3 pasa B cyTku
OpraHos y B3pOCHbiX U oT 10 po <25 1500 mr 2 pasa B cyTku
noapocTkos <10 nnu Ha 1500 Mr 1 pas B cyTku
Ananuse

TaumeHTam, Haxo4AWMMCA Ha NpepbIBUCTOM T[eMoananuse, peKoMeHayeTcs
npuMeHsTL BanTpekc'™ nocre OKOHYaHUs CeaHca reMoauanusa B AHW NpOBeaeHMs
npoueaypsbl.

"Ons cynpeccun BMM-uHdekumil Y UMMYHOKOMMETEHTHbIX NAUUEHTOB C aHaMHE30M
He MeHee 10 peuuauBOB B rof YnyulleHUs pe3ynbTaToB MOXHO A06UTLCS npw
npveme fo3bl 250 Mr gBa pasa B CyTKu.

Y NauveHTOB, HaXOAALYWXCA Ha NPepLIBUCTOM remogmanuae, Bantpexkc™ cnepyet
HasHa4aTb Nocrie OKOH4YaHUA ceaHca remogmanusa. Heobxogumo vacto onpenensaTth
KIMPEHC KpeaTuHUHA, OcobeHHO B nepuoabl, koraa dyHKUMA noYek BbICTpo
MEHsieTCs, Hanpumep, cpasy nocrne TpaHCIAaHTauum WM NPUXUBMEHUS
TpaHcnnaWTaTa, npu 3TOM A03a BanTpekc'™ KOPPEeKTUPYeTCS B COOTBETCTBUAW C
nokasaTenaMu KnupeHca KpeaTuHuHa.

MauuneHTbl ¢ HapyweHueM PYHKLUN NeUYESHHU

Ha ocHoBaHuu uccnefoBaHuWa C NPUMEHEHNEM OOHOKPATHOW 403bl Banauuknosupa
1000 Mr y B3pOCnbIX NaUWeHTOB C LMPPO3OM NEYESHWN NErkon Wnu cpeaHen cteneHu
TAXECTU (MPU COXPAHEHHOW CUHTETUYECKON CYHKLMW NEYEHM) KOppekuun A03bl
npenapata Bantpekc™ He TpebyeTcsi. PapMaKOKMHETUMECKUE AaHHbIE y B3pOCnbiX

nauneHToB Cc TAXenoun cTeneHbio HapyLwieHuna (bYHKLlVIVI nevyexHu
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(ogxomnex
NeYeHU U Hanu4mMeM nopToKasasnbHbIX aHAaCTOMO30B TaKKe He CBUAETENbLCTBYIOT O

OM), C HapyleHUEeM CUHTETUYECKOWN PYHKLMK

HeOBXOAMMOCTM KOppeKLMM [03bl npenapaTta BanTtpekc'™, ofHako, OMbIT €ro
KNMMHWUYECKOrO MNPUMEHEHMA NPU AaHHOW naTtonorun orpaHuyeH. WHdpopmauumio o
npumeHeHun Gonee Bbicokux Ao3 (4000 mr unu Gonee B CyTku) CM. B pasgene
«Mepbl NpeaoCTOPOXKHOCTUY.

Oetn

OhpeKTUBHOCTL NPUMEHEHUSA BanTpeKcTM y aetent Ao 12 neT He ouyeHnBanach.
MauuneHTBLI NOXKUNoro Bospacra

Heobxoanmo yuuTbiBaTb BO3MOXHOCTb HapyLeHUs YHKUUM NOYeK Y NOXMAbIX
nauMeHTOB M  KOPPEKTUpOBaTb [03Y COOTBETCTBEHHO (CM. pasgen «[osbl npu
NOYEYHOM HeJoCTaTOYHOCTU» Bbiwe). HeobxoaumMo nopaepxuBaTb afekBaTHYIO

rmagpartauuio.

NOBOYHOE OEUCTBUE

Haubonee yacTbiMu NOOOYHBIMU peakuusimu, HabngaeMbiMU MPU NPUMEHEHUM
npenapaTa Bantpekc™ kak MUHUMYM MO OAHOMY MOKA3aHMIO B XOA€ KIMHUYECKMX
nuccnefoBaHuit, aBnNAnNUCL ronosHas 6onb u TowHoTa. MNogpobHas uHdopmauma o
fonee cepbesHbiXx NOBOYHbIX  peakuusix, TakMx Kak TpomboTuyeckas
TpoMmBouuToneHnyeckas nypnypa/ remMonUTUKO-ypeMUYECKUA CUHAPOM, OCTpas
noyeyHass HeOoCTaTOMHOCTb W HEBPONOrMYEecKMe paccTPOWCTBA, npeacTaBneHa
HUXE.

HexenaTenbHble peakuun NepeyvncneHbl Hke B COOTBETCTBUM C Knaccudukaumen
MO OCHOBHbIM CUCTEMAM ¥ OpraHaMm 1 o YacToTe BO3HUKHOBEHUS.

Ncnonb3yeMble nokasatenu 4acToTbl:

OyeHb yacmo: > 1 Ha 10

Yacmo: >21Ha 100 <1Ha 10

Heuyacmo: > 1 Ha 1000 1 < 1 Ha 100

Pedko: > 1 Ha 10000 n < 1 Ha 1000

OueHb pedko: < 1 Ha 10000.

YacToTa BO3HUKHOBEHUSA NODOYHBIX peakuuit onpegensnacbh Ha OCHOBaHWW AaHHbIX
KMUHUYECKUX WCCNefoBaHuiA B cflyvae YCTaHOBNEHUS NPUYUHHO-CNELCTBEHHOWM

CBA3N C NpUMeHeHueM Banaluknosupa.

12
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Loy QU E PRADYC

Ona noboyHbIX peakuun, cseneHMMmmpux NOOYyYEeHE

MapKeTUHIOBOro HabnioaeHua, 1 KOoTopble He Habnwoganucb B KIMHUYECKUX
UccnefoBaHUAX, KaTeropus 4acToTbl onpegenanacb Ha OCHOBaHUM Haubonee
KOHCEPBaTMBHOIO NoAXo4a TOYEYHOW OueHKU («npasuno Tpex»). [Ona nobouHbIX
peakuuin, koTopble Obiiv  BblIABMEHbBI B XO4Ee MOCT-MAPKETUHrOBOro OnbiTa
NPUMEHEHWs, a TakKe Habnioganucb B KIMHUYECKUX WUCCNEedoBaHMAX, KaTeropus
4YacToTbl onpejensinacb Ha OCHOBAHWW 4acTOTbl B MccnenoBaHwusiX. [aHHbie 0
BesonacHocT B 6ase [aHHbIX KIMHUYECKUX WCCeOBaHUA OCHOBaHbI Ha
uHpopmaumnmn o 5855 nauyueHTax, NONy4YaBLWINX BaNauuKIoBUP B XO4€ KITMHUYECKUX
nccrnegosaHUin No pasnuyHbIM NOKa3aHWAM (NeveHue OnoschiBaloWero repneca,
neyeHve/cynpeccus reHnTanbHoro repneca U nedexHve nabuansHoro repneca).
HapyuweHus co CTOpOHbI HEPBHOW CUCTEMbI

OueHb yacmo. ronosHas 6onb.

HapyweHus co CTOpPOHbI Xenyao4YHO-KUWEYHOro Tpakra

Yacmo: TowHoTa.

HaHHble NOCTMapPKETUHIOBbLIX UCCIeA0BaHUN

HapyweHuns co cTOpOHbl KPOBU U NUMMpATUYECKON CUCTEMDI

Heyacmo: nenkonexnus, TpombouuTonenuns. O passutun nemnkoneHun coobulanocs,
B OCHOBHOM, Y UMMYHOKOMITPOMETUPOBAHHbIX NALWEHTOB.

HapyweHunsa co CTOPOHbI UMMYHHOW CUCTEMbI

Pedko: aHacunakcus.

lMcuxuyeckne HapywieHUs M HapyLWeEeHUA CO CTOPOHbI HEPBHOWU CUCTEMbI

Yacmo: ronosoKpyxeHue.

Heuyacmo: CNYTaHHOCTb CO3HAHUA, TranflouUMHaLUM, HapyLUEHUS CO3HaHWA,
BO3OYyXaeHue, Tpemop.

Pedko: atakcus, au3apTpus, NCUXOTUYECKUE CUMNTOMbI, CyA0pOrk, 3HUedanonaTtus,
KOMa, penmpuym.

Hesponoruyeckve HapyweHWs, uHorga Tskenble, MOryT ObiTb CBA3aHbl C
3HUedbanonaTMen U BKNOYAIOT CMYTAHHOCTb CO3HaHUN, BO3OYWAeHWe, cyaoporu,
ranflounHauMm, Komy. 3TU CUMMNTOMbI, B OCHOBHOM, 00paTuMbl M 0BGbIYHO
HabnoaaTCA y NAUMEeHTOB C HapyLUEHNEM NOYEYHOWR hYHKLMM UMK Ha POHE ApYTHX
npegpacnonarawux CocToAHUN (CM. pasgen «Mepbl NpegoCTOPOXHOCTMY). Y
NayMeHToB C TPaHCNNaHTUPOBAHHbLIM OPraHoM, Mnosyvarwmx BbiCokMe Ao3bl (8000

MI B CyTKM) nekapcTBeHHoOro cpegctBa Bantpexc™ ans npochunaktukn LIMB

|
|
|
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HapylueHuAa co CTOpOHbI AbiXaHWUA, OPraHOB FPYAHON KNEeTKU U CPeOCTEHUA
Heyacmo: pucnHoa.

HapyweHua co CTOpOHb! Xenyao4YHO-KUIEYHOro TpaKTa

Yacmo: psoTa, anapes.

Hewacmo: anckoMdopT B XUBOTE.

HapylueHusi CO CTOPOHbI NEYEHN U XKEeNYHbIX NyTer

Heyacmo: obpaTuMble HapylleHua (QYHKUMOHAMNbHbLIX MEYEHOYHbIX TEeCcToB
(GnupybuH, neyeHoYHble PepMeHTbI U T.4.).

HapyuweHWA co CTOPOHbI KOXW U NOAKOXHOMW KJ1eTHaTKH

Yacmo: BbiCbiNaHUs, BKNOYAA NPOSBNEHNSA (DOTOYYBCTBUTENBHOCTH, 3y4

Hewyacmo: kpanueHuUa.

Pedko: aHrMOHeBpPOTUYECKUIA OTEK.

HapyuieHnsa co CTOPOHbI MOYEK U MOYEBOrO TpakKra

Hewyacmo: ©onb B8 obnactu noyek, rematypus (4acTto CBfi3aHHas C ApYyrimu
HapyLUEHUSMIN CO CTOPOHbI NOYEK)

Pedko: HapyLweHus hyHKLMM NoYeK, OCTpas noyYeyHan HeJ4oCTaTOMHOCTh (OCOBEHHO
Yy MNOXUNbIX NAUMEHTOB WNW Y NAUMEHTOB C HapyLEeHUAMU QYHKUUMU NOYeEK,
nony4arLmx Ao3bl Npenapara, Npesbillalwne pekoMeHayembie).

Bonu B obnactu noyek MoryT ObiTb CBSA3aHbl C HapyLUeHneM PyHKLUUN NoYex.
MocTynanu coobLueHna 0 cnyyasx oCaxaeHWs KpUCTasoB auuknosmpa B npoceere
noyeyHbix kaHanbues. Heobxoanmo obecneunTts agexkBaTHbIA NPUEM XUAKOCTU BO
Bpems nevenus (cM. pasgen «Mepbi npegoCTOPOXHOCTUY).

HononHuTenbHas MHpOpPMaUUs O NPUMEHEHUMU Y OCOObLIX FPyNn NaLUeHTOB: Y
NauneHToB C TSHKENbIMU HApPYLWEHUSAMU UMMyHWTETa, OCODEHHO Y NauUeHTOB C
paneko 3awepwein ctaguen BWUY-uHdbexkuuun, nonydYaswnMx BbiCOKWE  O03bl
Banauuknosupa (8000 Mr exeaHeBHO) B TeYEHWE ANUTENbHOrO Nepuoaa BPEMEHU B
KIMMHUYECKUX UCCNefoBaHUAX, Habnwhanuch cnyydyau novYeyHo HedoCTaTO4YHOCTY,
MWUKPOAHIMONATNYECKO reMONUTUYECKON aHemuu 1 TpombouuTonewun (uHorga s
koMBuHaLun). MoaobHble OCNOXHEHMA BbiNU OTMEYEHbI Y NAUMEHTOB C TaKUMU Xe
3aboneBaHNsAMU, HO HE NONyYaloLWMX Banaumknosmp.

B crniyyae BO3HUKHOBEHWst MOOOYHLIX peakuumit, B TOM YUCNE HEe YKa3aHHbLIX B

MHCTPYKLIMMW MO NPUMEHEHUIO, HeobX0aMMO 06paTUTLCS K Bpayy.
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NEPEAQO3UPOBKA

CUMNTOMbI U NPU3HAKMU:

Y nauyueHToB, Nony4asLUMX 403bl Banaunknosupa, Npesbiluaowme pekomeHayemsbe,
Habnoganucb ocTpas noyevHas HeAOCTATOMHOCTb W HEBPOMOrUYeckue CUMMTOMBI,
BKIIOYAA CMyTAHHOCTb CO3HAHWA, rannouuMHauuy, Bo30yXgeHue, pPacCTPONCTBO
CO3HAHWUA U KOMy. Kpome Toro, MoryT nposBnsTbCA Takue nobouyHble peakuuu, Kak
TowHOTa v peota. CneayeT cobniogate OCTOPOXHOCTb BO M3BexaHue CryyainHon
nepeposnposku. MHorue coobueHuss 0 crnydasx nepefos3vpoBKU  Kacasuch
NaUWeHTOB C HapyweHnem (yHKUMM MNOYEeK W NaLMEHTOB MOXMMIOrO BO3pacTa,
NonyYaBwMX MOBTOPHbIE [403bl BaNAUMKNOBMPA MNPU OTCYTCTBUM HaanNexallero
CHWXEHWS 003bl.

NeyeHne: BornbHbie AOMKHbI HaxO4UTLCS NOA TwWaTenbHbIM HabnogeHWeM Ans
BbIABMEHUS MNPU3HAKOB TOKCUYECKOro AeicTeua. [emoananus  3HauyuTenbHO
ycunueaeT yAaneHve auuknoBupa U3 KpOBW U MOXET CYMTaTbCs MeTOAOM Bbifopa

Npy BeAEHUN NaLMeHTOB C CUMNTOMaMu Nepeaoanposku Bantpekc™.

B3AMMOOENCTBUE C OPYITUMWU NEKAPCTBEHHbBIMU MPEMNAPATAMMU
Heobxogumo cobniogaTb OCTOPOXHOCT: MNPU  COYETAHUW  Banauvknosupa ¢
HE(POTOKCUHECKUMU NEKAPCTBEHHLIMU CpeACcTBaMKU, OCOBEHHO y nauueHToB C
HapyWeHUAMN QyHKLNM MOYeK, PEeKOMEHOOBaH perynsapHbI KOHTPOMb MOYeYHOM
yHKUmMKn.  [laHHOEe  MONOXeHWe OTHOCUTCA K COBMECTHOMY  Ha3Ha4YeHuio
Banauuknosupa ¢ aMUHOIMNKO3NAAMU, COEAUHEHUAMMU NNATUHBI, KOANPOBAHHBIMK
KOHTPACTHbIMWA  CPEeACTBaMM, METOTPEKCaToOM, NeHTaMWAMHOM, (OCKapHETOM,
LMKITOCNOPUHOM, TaKPOSTUMYCOM.

AUWKNOBUP BLIBOAWUTCH, B OCHOBHOM, B HEU3MEHHOM BUAE C MOYOWA C MOMOLLbLIO
aKkTMBHon cekpeumn. [locne npuema 1000 Mr Banauuknoeupa UUMETUAUH W
npobeHeuna CHUXAIOT NOYEYHBbIN KNUPEHC auuknosupa u ysenuuusawT AUC
ayukniosmpa npuMepHo Ha 25% u 45% cooTBETCTBEHHO, GIOKUPYA KaHanbLeByo
cexpeuuio aunknosunpa.

LinmetrnauH u npobeHeuuna npu COBMECTHOM NpUEME C BanauuknoBUPOM NOBbILLAIOT
AUC auuknosupa npumepHo Ha 65%. [ipyrue nekapcTeeHHble cpeacTsa (Hanpumep,
TeHO(OBUP), MNPUHUMAEMble OAHOBPEMEHHO, KOTOPbIE  KOHKYPUPYIOT  wunu

NPEenATCTBYIOT aKTUBHOW KaHanbLEeBOW CceKpeuun, MOoryT yBenu4uTb KOHUEHTpauuto
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pauvv 0QHOBPEMEHHO NPUHUMaEMbIX CPeaCTB.

Y nauueHtoB C 6Oonee BbLICOKOW 3KCNO3UUMEW auuknoBupa npu npueme
BanauuknoBsvpa (Hanpumep, ANA NeYeHWs OnOoACbIBaIOWEero repneca wnm
npocdunaktukn LIMB), Heobxoaumo cobnwgate OCTOPOXHOCTL B Chyyae
OLHOBPEMEHHOTO NPUMEHEeHWs C npenapataMu, WHIMMOUPYIOWMMN  aKTUBHYIO
NOYMEYHYIO KaHamnbUeByio CEKpeUmnto.

boino oTmedeHo nosbieHne AUC auyuknoBvpa WU HeakTMBHOro metabonurta
MMMYHOCYMNPECCUBHOro npenapara MukodeHonarta MmodeTtuna npu 0AHOBPEMEHHOM
NPUMEHEHUN ITUX NpenapaTtos y NayMeHTOB nocne TpaHcnnaHtTayun. ameHeHnin B
NUKOBbIX KOHUEHTpaumax unm AUC npy COBMECTHOM NPUMEHEHUN BanauMkiosupa u
MuKocpeHonata mocpeTuna y 340posbix 4oOposonbue He Habnwpanocek. Nmeetca

OrpaHMHeHHbIVI ONbIT KITMHUYECKOro NPUMEHEHUA AaHHOW KoMOuHaumw.

MEPbI NTPEQOCTOPOXHOCTU

CreneHb ruapatauum opraHusma

Y nauneHToB C pUCKOM Aermapartaumu, ocobeHHO y NauneHToB NOXMNOro Bo3pacTa,
HeoOxo4uMo obecneunTb ageKkBaTHOE BOCMOMHEHUE XUAKOCTH.

MpuMeHeHne nNpu nNOYEYHOW HEAOCTAaTOYHOCTM M MNaUUeHTaMM NOXMNOro
BO3pacTa

AUMKNOBUP  3NIMMUHUMPYETCH NyTEM MNOYEYHOro KIUpEeHca, MnoaToMy Ao3a
Banauuvknosmpa LoOMmkHa OblTb CHWXKEHa Yy NaUMEeHTOB C HapylueHuem yHKLUUK
noyek (cM. pasgen «Cnocob® npuMeHeHWs U OO03MPOBKa»). Y MOXUNbIX NauUMeHToB
BO3MOXHO CHWXEHWe (PYHKLUUN Noyek, B CBA3U C YeM Heobxoaumo paccMoTpeTb
BOMPOC O CHWKeHUW p[o3bl. [loxunble nauveHTbl WU NauveHTbl C NOYEYHON
HEAOCTaTOMHOCTbIO MMEIT MOBbLIWEHHbIK  PUCK  Pa3BUTUR  HEBPOMOrMYECKUX
noOoYHbIX 3hhekToB, NO3TOMY HeobxoaMMo TUaTenbHO OTCNeXuBaTb 3TU
acpdekTbl. B noctynaBumx coobuieHnsx gaHHble NoboyHbie peakuun, B OCHOBHOM,
ObinM  oOpaTUMbIMKM MOCfe npekpalleHus nedvenuns (cm. pasgen «llobo4Hoe
AeAcTBUEY).

MpumeHeHne ©OGonee BLICOKUX A03 Bantpekc™ npu  neyeHouHoW
HeAOCTAaTOYHOCTHU U TPAHCMNAHTALUU NeYEeHU

HeT aaHHbIX O NPUMEHEHU NpenapaTta BanTpekc™ B Gonee BbIcokux Ao3sax (4000

Mr unu Bonee B CyTKW) Yy nauveHToB c 3abonesaHueM neyexn. CneuuanbHble
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NPOBOAUAUCH, NMOITOMY TakUM NauveHTaMm cnegyeT C OCTOPOXHOCTbIO HasHavaTb
CYTOYHbIE A03bl, Npesblwatoyme 4000 mr.

MpuMeHeHWe ANs neyeHUA onofAcsLIBaKoLlero repneca

Heobxoaumo nposegexve TWaTenbHOro MOHWUTOpPUHra KIUHUYECKON
3(PEKTUBHOCTU, OCOBEHHO Yy MNaUMEHTOB CO CHUXEHHBIM  UMMYHUTETOM.
HeobxoanMo paccMoTpeTb BONpoC O NpoBeAeHUN BHYTPUBEHHOW NPOTUBOBUPYCHOW
Tepanuu, ecnu a@EeKTUBHOCTL NepopanbHON Tepanun HegocTaTouvHa.

NeyeHune naumeHToB C OCNOXHEHHbIMKU (hOpMaMK OMNOSICBIBAIOLIErO repneca, T.e. ¢
BOBfIEYEHUEM  BHYTPEHHWX OpraHoB, [AUCCEMUHUPOBAHHbLIM  OMOSCHLIBAIOLUM
repnecoM, ABuraTenbHoW Herponatuen, aHuedanutom u uepebposackynsipHbIMU
OCMOXHEHUAMWU,  [OSHKHO  NPOBOAUTBCA € MNPUMEHEHWEeM  BHYTPUBEHHOM
NPOTUBOBUPYCHOW Tepanuu.

Kpome TOro, nauymMeHTOB CO CHMKEHHBIM UMMYHUTETOM C odhTanbMOrepnecom WUnum
NaLUMeHTOB C NOBbILLEHHBIM PUCKOM AUCCEMUHAUUN 3aboneBaHUs UNU BOBNEYEHUS
BHYTPEHHWX OpraHoB HeoOXoAWUMO Ne4YnTb C MPUMEHEHUWEM BHYTPUBEHHOW
NPOTUBOBUPYCHON Tepanuu.

MNepenayva reHuTanbHOro repneca

Mpn Hanuyum cumnTomMoB 3abonesaHust NaUMEHTOB credyeT npegynpeavtb O
HeobxoaMMocTn wu3beraTb CekCyanbHbIX KOHTAKTOB, [aXe ecniu fnevyeHue
NPOTUBOBUPYCHbIMW  Mpenapatamu  yxe Hayato. CynpeccuBHas Tepanus
NPOTUBOBUPYCHLIMA  MpenapaTtaMn  3HAYUTENbHO CHWXKAET PUCK Nepegayu
FeHNTanNbLHOro reprneca, HO He UCKITIOYaeT ero NonHOCTLI0. B 3aTux cnyyasx Tepanus
npenapatom BanTpekc™ pexkoMeHayeTCs B COYETAHWUN C MPUMEHEHWEM 3ALLMTHBIX
CPeACTB MPU CeKCyanbHbIX KOHTAKTaXx.

MpumeHeHune npu opranbMonorunyeckux BMI nHdekymnax

Heobxogumo nposegeHve TWaTensHoro MOHWUTOpPUHra KIUHUYECKON
adhpekTMBHOCT npenapata Yy [OaHHOW KkaTeropuu nauyueHtos. Heobxogumo
paccMoTpeTb BOMPOC O MPOBEAEHUM BHYTPUBEHHOW MPOTMBOBUPYCHOW Tepanuu,
ecnu apheKTUBHOCTL NepopanbHOW Tepanun HEAOCTaTOUHaA.

NMpumeHenune npu LUMB nHdexkumnax

HanHbie 06 addekTMBHOCTM BanauukioBupa Yy NauWeHToB, NepeHecLumx
TpaHcnnaHTauuio opraHos (~200), OTHOCALWMXCA K rpynne rMoBbILWEHHOMO pucka

BO3HUKHOBeHUs LIMB wundekunm (Hanpumep, LIMB-nonoxwutensHblit goHop/LIMB-
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aHTUTUMOLNTapPHbIM I'ﬂ06y1'W|HOM), YKa3biBaKOT Ha TO, YTO Banauuknosup

HeobX04MMO Ha3HayaTb TOMbKO NauMeHTaMm, KOTOpbIM No npudunHam BesonacHocTH
NPOTUBOMNOKA3aHO UCNONb30BaHNE BanraHUUKNOBMpPa UNN raHUMKIosupa.

MNpumeHeHWe BbICOKUX [03 Banauukiosupa Ana npodwunaktukn LUMB uxdekuni
MOXET NPUBECTU K YBENUYEHUIO HaCcTOThl NOOOYHBLIX peakuunin, BKIIOYaa HapyLweHUs
CO CTOPOHbI LIeHTpanbHOW HEPBHON CUCTEMbI, MO CPaBHEHUIO C NpUMeHeHuem 6onee
HWU3KMUX L[03 npenaparta npu Apyrux nokasanusx (cMm. pasgen «Mepel
npenocTopoXHOCTU»).  Heobxogumo  npoBoAauTb  TWATENbHbIA  MOHUTOPUHT
N3MEHEHNsT PYHKLUU NOYEK N KOppEeKTMpOoBaTh A03bl COOTBETCTBEHHO (CM. pasgen

«Cnocob npuMeHeHus n 403UpoBKa»).

BIMAHUE HA CMNOCOBHOCTb YIPABJIATL ABTOMOBW/IEM ¢
MEXAHU3MAMU

NccnepnoeaHWa NO OUEHKE BRWSHUSA MpUema BanauukioBupa Ha CnocobHOCTb
ynpaenaTb aBToMoOunem v paboTaTb C MexaHu3Mamu He nposoaunuce. [pu
onpeneneHn cCnocobHOCTM nauueHTa ynpaenaTb aBTomobunem u pabortatb C
TEXHUKON HEOBXOAUMO Y4YWUTBIBATb KIIMHWYECKOE COCTOSHUE NauueHTa u npodwns

BO3MOXHbIX MOBGOYHbBIX peakLmit nocne npuema npenapata Bantpekc™.

YNAKOBKA

Mo 10 tabnetok B Gnuctepbl u3 lNBX/anomuHneson donbru. Mo 1 Gnuctepy
BMECTE C MHCTPYKLMEN NO NPUMEHEHUIO B KAPTOHHYIO NauKy.

Mo 6 Tabnetok B Gnuctepbl M3 lMBX/aniomuHueson onbru. Mo 7 Gnuctepos

BMECTE C UHCTPYKUMEN MO NPUMEHEHMUIO B KAPTOHHYIO Navky.

YCnoBuUA XPAHEHUA

XpanuTb Npu Temnepatype He Bbie 30 °C, B HEAOCTYNHOM ANA AeTel MecTe.

CPOKIrogHOCTHU
3 ropa.

He ncnonb3oBaTb Nocne UCTeYeHna cpoka rogHoCTu.

18




b 5 60 ”IAQZ.‘@M@

E “'l BOM 3/iPABOOXN APAHENA

YCNOBUA OTNYCKA U3 ANTEK -

i

CLYBIUKY BEY TAPYCH !

sl

Mo peuenTy. 5

o
Fpnsas M fneTeperea ¢ zxp HBOOX DG
PecayGnuen Beaa apyes

NMPOU3BOOUTESb

nakcoCmutKnanH ®apmaceiotukans CA, MNonswa

GlaxoSmithKline Pharmaceuticals S.A., Poland

KOpuandeckuit agpec: GlaxoSmithKline Pharmaceuticals S.A., ul. Grunwaldzka, 189,
60-322, Poznan, Poland / akcoCmutKnanH ®apmacetotukans CA, lMonbwa, 60-
322, NosHawb, yn. proHBanbacka, 189.

3a pononHutenbHon UHhopMaumnen obpawartbLCs No agpecy:
MpeacrasutensctBo OO0 «GlaxoSmithKline Export Limited» (Benukobputauus) B
Pecnybnuke benapycb

MuHck, yn. BopoHsiHckoro 7A, ocguc 400

Ten.. + 37517 213 20 16; cpakc + 375 17 213 18 66

BANTPEKC aensieTcsa ToBapHbIM 3HAKOM rpynnbl komnaHuin GSK.





