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: /.',,8 = Topronoe HAMMEHOBAHNE JICKAPCTBEHHOIO Bupamyn®

7 /| npenapara:
7

CAULY HAPOAHOE HENATEHTOBANIOE Hepupanun

1 'j menonanue (MHH), win obmenpunsnroe =
' ':ff‘l,-fé rp nunpono‘moe) HANMEeHOBANNE, HIH
/ L ) eucge HARMEHOBANNE AKTHBHO
1H b
‘:'ﬂf"
t

CYCTICH3IUS U TipHe)
50 Mr/S ma
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CYCTICH3MS JUIA NPHEMa BHYTPY, 50
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Hndopmanis o npou3BopTeNe ICKAPCTBEHHOTO Npenapara (HA3BAHNUA H apeca NPOH3BOACTBEHHBIX TIOUIAJ0K,
YUACTBYIOUIMX B IIPOIECCe NPONIBOACTRA NEKAPCTBEHHOTO Npenapara)

4ol

Ne | Cragus nponssojctna | Hasmamne opranusanun AJIpec poH3BOACTBEHHOI ITOMAAKH
(BCC yHaCTHRKH :
HPOM3BOACTBEHHOIO
npouecca)

1 | Tlpoussoncrso rotosoii | Beer-Bopa KonymGye Muk., 1809 Vuncou Poyn, Konymbyc, Oraiio

NIEKApCTBEHHOI OpMBLI

CIIA / West-Ward Columbus
Inc., USA

43228, ClLLIA / 1809 Wilson Road, -
Columbus, Ohio 43228, USA

2 | TlepButHas ynakoBka Becr-Bopa KonymGye Huk., 1809 Viuicon Poya, Konymbye, Oraiio
CHIA / West-Ward Columbus 43228, CLLA / 1809 Wilson Road,
Inc., USA Columbus, Ohio 43228, USA ‘

3 | Bropuunas ynakoska Becr-Bopa Konymb6yc Hnk., 1809 Vuncou Poya, Konymbyc, Oraiio
CHIA / West-Ward Columbus 43228, CLLIA / 1809 Wilson Road,
Inc., USA Columbus, Ohio 43228, USA

4 | Buimyckaiouuit Becr-Bopa KonymGyc Muk.,

KOHTPOJIb KA4CCTBA

1809 Yuncou Poya, Koaymbyc, Oraiio

o
3amecTurenr MunncTpa — < _——~

CIHA / West-Ward Columbas™==:up4
Inc., USA P AN L7
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10 MEJJUIIUHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOI'O ITPEITAPATA
BUPAMYH"

Toproeoe HanmenoBanune: Bupamys®

MesKayHApOAHOE HENATEHTOBAHHOE HJIH FPYNNUPOBOYHOE HANMEHOBAHME: HCBUPAIIHH
JlekapcrBennasi popma: cycneHsus Ui IPHeMa BHYTPb

Cocras:

| MJI CYCTIEH3UH JUIS IPUEMA BHYTPD COAEPHHT:

Heiictytowee Bewecrso: 10 Mr nHeBupanuua, 4yto coorBerctByer 10,35 Mr HeBupanuHa
reMUrupara

BcnomorarensHbie BelllecTRa:

Kapbomep (Kapbomep 934P) — 2,1 mr, nonucopbar-80 — 0,5 mr, copburton-70 — 231,3 mr,
caxapo3a — 150 mr, merwinaparuapokcubenzoar — 1,8 Mr, nponuinaparuapokcubeH3oar —

0,24 mr, Hatpus ruapokcu (rmemiersl) — 0,35 Mr, Bojia ouneHHas — 10 1 mi1.

Onucauue:

benas wan noutn Genas 0IHOPOHAS CYCIICH3HSI.

®dapmakoTepaneBTHYeckasi rpynna: [IporusoBupycHble nmpenaparbl CHCTEMHOTO ACHCTBHSA;
NPOTHBOBHPYCHBIE TPENapaThl MPAMOro JEHCTBHSA; HEHYK/ICO3HIHBIC WHTHOMTOpBI 0OpaTHOMH
TPAaHCKPHIITA3bI

Kon ATX: JOSAGO1

dapmaKoJ0orHuecKHe cBOHCTBA:

Dapmaxkodunamuxa

HeBupanuu - HeHykjieo3uaHblii uHruburop oOpartHoii Tpanckpuntassl (HHMOT) Bupyca
uMmyHoaedunuTa yenoseka 1 tuma (BMY-1). HeBupanun HenocpeICTBEHHO CBS3bIBACTCA ¢
obpaTHoii Tpanckpunrtasoi u Onokupyer akrusHocts PHK-3asucumoii n JIHK-3asucumoii JTHK-
MONMMEpa3bl, BbI3bIBAS Pa3pylIEHHE AaKTHBHOIO ILeHTpa dToro (epmenta. HeBupanuun He
KOHKYPHpPYET ¢ MarpuuubiMu Tpudocharamu win Hywieosuarpudocdaramu. Hesupanun He
HHrHOHpyeT oOpaTtHyto Tpanckpunrazy BHUUY-2 u JHK-nonumepasbl K1eTok 3yKapuoTt (Takue
kak, JJHK-nonumepasa yenosexa o, f, y uiu 8).

HeBupanuH He J0/KEH NPUMEHATLCS B KayecTBe MOHOTepanuu s sieyeHuss BUY-undexuun
MM J100aBJIATLCS B KayecTBE €MHCTBEHHOIO Tpenapara K pekHMy Tepanuu, OKa3aBLIeMyCs
HedppexkTuBHbiM. Korza HeBHpanmuH NPHUMEHSETCS B KavyeCTBEC MOHOTEpANuH, OBICTPO
pa3sBMBAETCH YCTOHUMBOCTL BHPYCa, YTO XapakTEPHO M /ISl BCEX JPYIHX HEHYKJICO3HIHBIX

UHTHOMTOPOB 00PATHOI TPAHCKPHIITA3bI.
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[Tpn BLIOOpE HOBBLIX AHTHPETPOBUPYCHLIX IIperjapaTos, 'W&l@;gﬂ‘n%%%ﬁjﬁp% rtoirs B

KOMOMHAIIMM C HEBHPANHHOM, CIIEAYET MPHHHMATh BO BHHMAHHME JaHHBIC O BO3MOXKHOCTH
pasBUTHS [IEPEKPECTHOH YCTOHUYUBOCTH.

[Ipn ormeHe aHTHPETPOBHUPYCHOrO pexHMa TEparuH, COAEPIKAIIEro HEBUPANHH, HEOOX0IUMO
YUHTBIBATb JUIMTEIbHBIN [EPHOJ MOJYBBIBEJCHUA 3TOro mnpenapara. Ecam 0QHOBpEMEHHO
NpekpaulaeTcs MNpPUMEHEHHE aHTHPETPOBHPYCHBIX CpeACTB ¢ 0Oojiee KOPOTKHMMH, 4YeM Y
HEBHpAIIMHA, [IEPHOJAMH T10JIyBBIBEIECHHS, TO BCJIEJACTBHE HU3KOH KOHIIGHTpPAlMH HEBHpANHHa,
COXpaHAIOLICHCA B TEUEHHE HEeIH WK DoJiee, MOKET pa3BUThCA ycToiuuBocTh K BUY.
Dapmakoxkunemura

B3pocnvie

HeBupanun xopowo (90 %) BcacelBaeTcsi MpH MEpPOpaJbHOM MpHeMe. AOCOTIOTHAsA
OMOOCTYITHOCTH 10CJIE IPUMEHEHHs OJHOKPATHOM [03bl Mpenapara cocTaBisieT /s TablIeToK
50 mMr — 93+9 % u ans pacTBopa s npueMa BHYTpb — 91 £ 8 %. MakcuManbHas KOHIEHTpaIH
(C max) HeBHpanuHa B [JIa3Me IMOCIAC OJHOKPATHOro npuema npenapara B jo3e 200 mr
onpezensack uepes 4 yaca u cocrasisa 2 = 0,4 mxr/ma (7,5 Mkmosns). [locne MHOTOKpaTHOTO
npueMa npemnapara B jgo3ax ot 200 no 400 mr/aeHb MakcumanbHas koHueHtpauus (C max)
HEBUpAaNHHA YBEJHWYHMBAJACh JIMHEHHO B 3aBMCHMOCTH OT BEJIMYMHBI J103bl. PaBHOBecHas
KOHLEHTpalMs npu npueme npenapara B go3e 400 mr/aens coctasisia 4,5 = 1,9 mxr/ma (17 +
7 MKMOJIB).

HeBupanun oOnagaer BbICOKOH IHNO(GUIBHOCTBIO W TPAKTHUYECKH HE HOHH3HPYETCS MpH
¢u3znonoruyeckom 3HavueHun pH. Tlocne BHYTPMBEHHOrO BBEACHHS 30POBBIM B3POCIBIM
100pOBONIBIIAM paBHOBECHBIH 00beM pacnpesiencHus Hesupanuna (Vdss) cocrasmsin 1,21 +
0,09 ni/kr, 4TO yKa3bIBacT HA LIMPOKOE paclpe/ie/icHue rpenapara B Tkausx. HeBupanun xopoiuo
NPOHHMKAET 4Yepe3 IUIaleHTapHbIH Oapbep M ompenenseTcs B TpyaHOM Mosioke. CBs3bIBaHHE
HeBHpanHHa ¢ OelKaMH I1a3Mbl KPOBH cocTaBisieT 0koio 60 %, ero KOHUEHTpauus B ILUla3Me
Bapbupyer ot 1 jpo 10 mxr/mn. KoHueHTpauus HeBHpanmuHa B CIMHHOMO3TOBOIl JKHKOCTH Y
yenoseka coctabisieT 45% (£ 5 %) oT mIa3sMeHHoil; 3TO COOTHOLICHHE MPHMEPHO COOTBETCTBYET
(dpakuuu rpenapara, He CBA3aHHOH ¢ OeJIKaMU IU1a3Mbl.

Meraboa13M HeBHpalHHa OCYLIECTBISETCSA, B OCHOBHOM, € [IOMOLILIO H30()EPMEHTOB LIHTOXpOMA
P450 u3 cemeiicra usodepmentoB CYP3A, N0MOMHUTENBHYIO POJIb MOTYT WUIpath W JApyrue
uzodepmentel.  HeBupanun  OuorpaHchopMmupyeTCs 10  HECKOIBKHX — THAPOKCHIIBHBIX
MeTabO0JIHTOB.

[Ipu BBeJCHUH OJHOKPATHOW 10361 (50 Mr), MeucHHOro M3oTonom nesupanuna '“C ua Qoue
YCTOHUUBOIrO COCTOSIHMS (DAPMAKOKMHETHKH BbIBOAMIJIOCH NpumepHo 91,4 + 10,5 % MeueHHOi

M30TONOM J103bl penapata, npeumMyiectseHHo (81,3 = 11,1 %) noukamu 1, B MeHbILIEH CTeNeHH
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(10,1 £ 1,5 %), KHILIEUHHKOM.

Bonee 80 % '“C-ueBupanuna, oGHapy»KeHHOT0 B MOUE, OBLIO CBI3AHO C I'HAPOKCHIMPOBAHHBIMH
MeTaboIMTaMH KOHBIOTaTOB MITIOKYpoHKAA. Takium 06pa3zom, OCHOBHOI 1y Th OMoTpancdopMmaimu
M BBIBEJICHHS HEBHMPANHMHA Yy YEJIOBEKA COCTOMT B MeTaboNM3ME C ydyacTHEM H30(epPMEHTOB
uHToxpoma P450, KoHbIOrauMu ¢ IMIOKYPOHHAAMH H 3KCKPECLUMH MeTabOoIMTOB, CBA3aHHBIX C
rIOKYpOHHIaMH, Toukamu. Tosnbko HeGoabluas aons, wmenee 5%, '*C-ueBmpanuua
(COOTBeTCTBOBaBmaA <3% ot 001eil 103blI) BEIBOJAMIIACH TOYKAMH B HEM3MEHHOM COCTOSIHUH.
Hepupanun siBasiercs MHAYKTOpoM H3odepMenToB nmroxpoma P450 B newenn. Ecnm nocne
npueMa OJHOKPATHOM JI03bl JIEYEHHE TpOJoJKacTess B TedyeHue 2-4 Hemenwb (mpuem 200-
400 mr/aenp), To nokasareau (papMaKOKMHETHKH XapaKTEPU3YIOTCs ayTOMHYKLUHEH: KIHPEHC
HEBHpAIHHA MOCJIE TMPHEMa BHYTPb BO3PACTaeT NpUMEpHO B 1,5-2 paza. AyTOMHIYKUMS TakKe
IIPUBOJMT K COOTBETCTBYIOLIEMY COKPALICHHIO NEPHO/A MOJTYBbLIBEICHNS HEBUPAIIMHA: IPUMEPHO
¢ 45 4acoB (1ocJie 0IHOKPATHOrO NpHeMa) 10 0kos10 25-30 yacoB (nocie MHOrOKpaTHOTO MpHeMa
npenapara B 103ax 200-400 mr/aeHs).

Ilon

Kipenc nesupanuua y xeniun Ha 13,8 % MeHblue, 4eM y MyKUUH. DTO pa3iMumue HE CYUTACTCA
KJIMHUYECKH 3HAYHMBIM.

Hedocmamounocms ¢hynurkyuu nouex

[Toyeunas HEAOCTATOUHOCTH (Jerkas — KIMpeHC KpearuHuHa 50-80 Mi/MUH, ymepeHHas —
KinpeHc kpeatnHHHA 30 — 50 MJI/MHH WM TsKenas — KIHPEHC KpeaTnHHHa MeHee 30 MiI/MHH) He
TMPHBOJIMT K JIOCTOBEPHBIM U3MEHEHHAM (DapMAaKOKHHETHKH HeBuparnHa. OHAKO Y MAlMEHTOB ¢
TEPMUHAIBHOMH CTaJMeH [0YEYHOH HEA0CTATOYHOCTH, Tpedyiouieil NpoBejeHHs juanu3a,
OTMEYaJIOCh YMEHBIICHNE TUIOLIA/AN 1101 KPUBOH «KOHLUEHTpauus — Bpemsi» (AUC) na 43,5 % u
HAKOMJICHHE THIPOKCHJIMPOBAHHBIX METaOOJMTOB HEBHUpAIIMHA B IJ1a3Me, TOITOMY B3POCIIBIM
[ALMEHTAM PEKOMEH/IYETCSl BCIIOMOIaTe/IbHas Teparus HeBHPAIMHOM € IPUMEHEHUEM I10CIe
KQK/I0T0  ceaHca JHajlv3a JIONOJHWTENbHOH 103bl, cocraBistomeii 200 mMr, KoTopas
KOMIICHCHPYET BIMAHUC MaIu3a Ha KIIMPEHC Mperapara.

Hedocmamounocms ghyurkyuu nevenu

BUPAMYH He no/KeH NPUMEHATLCA Y NALMEHTOB C TSHKEIBIMA HAPYILCHUAMU (PYHKLMH [IEYESHH
(kmacc C no knaccupuxauuun Yai-ITsi0).

llatenTam ¢ JIerKkuMM M yMEPEHHBIMH HapyIIeHHsIMU (YHKLUMH [eueHH He Tpebyercs noadop
J103, HO 3@ TAKUMH NALHCHTAMH HEOOXOAMMO TlIaTeIbHOE HAOMIOACHHE B LEIAX PErUCTPALUM
HEXKeIaTeIbHbIX JIEKAPCTBEHHBIX PEaKIIHid.

Hemu (6 knunuueckux ucciredosanusx yuacmeosaiu oemu om 3 mecsyes 0o 16 1em)

Hesupanuu, npumenssiniics B 1o3ax 4/7 mr/kr u 150 mr/m?, 6611 5dhexTnBen n Ge3omnaceH mpu
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NPUMEHEHMH Y JICTCH, paHee HE MOJYUYABILIUX ':M%QQ%EE%H'Q&Eﬁﬁ%}oshpu

UCIIOJIL30BAHHH  O0OMX PEKUMOB JIO3MPOBAHHA OTMEYANOCh CYIIECTBEHHOE YBEIHUYEHHE
npouenta CD4+ knerok k 48 nenene. O0a pexxuma 103upoBanus Takke HPPEKTHBHO CHUKAIIHN
BUPYCHYIO HarpysKy.

[Tocie nepopasbHOro npueMa HEBHpanMHa KIHPEHC Mpenapara y ACTeH yBeIH4HBaiIcs 110 Mepe
YBEJIMUEHHs BO3PACTa MAlMEHTOB, YTO COBIIAJIAJIO C YBEIHYEHHEM IUIOMIAAH MOBEPXHOCTH TeJla.
Cpennsist 6a3anbHas KOHUCHTPALMS HEBUPAIIMHA TOCIE MPUMEHEHHs npenapara B 1o3e 150 mr/m?
JBa pa3a B JICHb (BCIIE/]l 3a JIByXHEJIEJbHBIM BBOJHBLIM TI€PHOJIOM [IpHEMa Hpenapara B 03¢
150 mMr/m? oauH pas B aeHb) cocTaBasia 4 — 6 MKI/MI (4TO COBNAACT C JAHHBIMH Y B3POCIIBIX).
Hoesopoowcoénnvie

Y  uoBopoxa€HHBIX (poauBmmxcs y BUY-l-unduuupoBaHHbIX Martepel, OJIHOKPATHO
nonyurBuMx 200 Mr HEBHpanuHa BO BPEMsi POJIOB) MOCe MPUMEHEHHs CYCIICH3HH HEBHpaluHa
B J103¢ 2 MI/KI' B TeYeHHe 72 4acoB Mocjie POXKJICHHs MEPHOJ TMOJYBbIBEJACHHS HEBHpAINHUHA
cocrapisan 47 yacoB. KoHueHTpauus HEBHpAIllMHA B [1J1a3Me B TCYCHHE NEPBOH HEAEIH XKU3HH
cocrasisia 6onee 100 Hr/mi.

Y nerel B BO3pacte 10 3 MECALEB KOHLUEHTpaLMs HEBMPAIMHA COBNAJAANa ¢ KOHLUECHTPALHEH,
YCTQHOBJICHHOH Yy B3pOC/IBIX M Yy JE€TeH Jpyroro Bo3pacta, HO OTJHYaiach OoJbluei

BapHaGeﬂbHOCTblO, 0C00EHHO y JeTei BTOPOIo Meciala KHU3HH.

IMokazaHus K NpMMeHEeHHI0

[Ipenapatr BUPAMYH nokasan K NpMMEHEHHIO Y B3pOCIIbIX U jaeTei ot () Mecales:

o Jlna neyenuss BUY-1 mndexumu B coctaBe KOMOMHHPOBAHHOIT aHTHPETPOBHPYCHOM
TEpanuu.

o Jlna npeaynpexiaenuns nepegaun BUY-1 ot marepn k pebGenKy y HKEHILHH, KOTOPLIE HE
[I0JIy4al0T aHTHPETPOBUPYCHYIO Tepanuio B riepuo pogos, BUPAMYH nokazan u Mmoxer
NPUMEHATLCA Yy MaTePpH B KayeCTBE MOHOTEpanvH, B BHJAC OJHOKPATHOH [103bI,
NPHHHMAEMOIl BHYTPb BO BpeMsl POJIOB, H Y peOeHKa, TAK/Ke B BH/IC OJHOKPATHOH 103bI,

HpHMCHXEMoﬁ MOCHE POMKIACHHS.

IIporusonoka3zanus

e ['unepuyyBCTBHTENBLHOCTh K HEBHPANUHY WIH K J1H000MY M3 BCIIOMOTaTeIbHBIX BEIICCTB
npenapara.

e BHUPAMVYH He cieayer noBropHO HazHa4yaTh MAlMEHTaM, Y KOTOPLIX paHee, B XOje
TEpaniu HEBHPANMHOM MOTpebOBalach €ro OTMEHa BCJEJACTBHE BLIPAKECHHOH CBIIH,
peakuuii rHIepYyBCTBUTEILHOCTH MM PAa3BUTHS KIHHHYECKH BBIPAXKEHHOIO I'EIaTuTa,

BbI3BAHHOT'O INMPUEMOM [Ipenapara.
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e Taxensle HapymieHHs QYHKIHH neueHH (Kiacc 6 e ﬁ;{%%%ﬂ—zﬁﬁg%i i

CIIyYan MCXOJHOTO YBEIHYCHHS AKTHBHOCTH acnapratamuHoTpaHcdepassl (ACT) wmm
ananunamuHoTpancgepassl (AJIT), Gonee yeM B 5 pa3 npeBbILIAIONINX BEPXHIOK MPAHHILY
HOPMBI (10 Tex nop, noka aktuBHocTb ACT/AJIT He CHH3MTCS YCTOWYHBO 10 YpOBHS
MEHEE YeM B 5 pa3 NpeBbIIAIONIEr0 BEPXHIOW rpaHuily Hopmbl). BAPAMYH ue cnenyer
MOBTOPHO Ha3HAYATh MAlHEHTaM, Y KOTOPLIX PAHEE OTMEYAIOCh MOBLIILIEHHE AKTHBHOCTH
ACT wnm AJIT 10 ypoBHs, Dosiee 4eM B 5 pa3 NpeBbIIAIOIIET0 BEPXHIOK IPaHHILY HOPMEI,
HJIH TIAIMEHTaM, y KOTOPBIX I0C/IE MOBTOPHOTO MPHUMEHEHHS HEBMpAMHA OTMEYaloch
BO300HOBIIEHHE HAPYUIEHHH (DYHKLIHN MICYEeHH.

e Bo Bpems npuema HEBHpAanMHA HE JO/DKHBI MPUMEHATHCS PACTHUTENbHBIE MPENaparsbl,
cozepIKaume YKCTpaKT 38epodos npoasipssieHtoro (Hypericum perforatum), Benencreue
PHCKA CHUIKEHHS KOHLIEHTPALIMK HEBUPAIMHA B I1J1a3Me M YMEHbILICHHS €r0 KIHHHYECKOro
aPpdekra (cM. pazaen «BzaumoaeHcTBHE ¢ IPYTHMHM JICKAPCTBEHHBIMH MpenapaTamMmm»).

e BHPAMYH wue pexkomenayercs npuMeHiTb ¢ pUdaMIHLHHOM, 3(DaBHPEH30M,
KE€TOKOHA30JI0M, OJTPaBHPHHOM, PHJINMBHPHHOM, 3JBHTErPaBUPOM (COBMECTHO C
KOOMLIMCTATOM), aTa3aHaBUPOM (COBMECTHO C PUTOHABUPOM), (hOCAMIIPEHABUPOM (eCiIH
HE TMPHMEHSETCH OJHOBPEMEHHO pHTOHaBMp B HebOonbuioi a03e) (cM. pasmen
«B3auMoeiCTBHE ¢ APYTrUMHU JIEKAPCTBEHHBIMH MperapaTaMm» ).

e [lanmentam ¢ peaKHMMH  HACHCACTBEHHBIMM  HAPYILEHUSMH  (HENEPEHOCHMOCTBIO
(pyKTO3BI,  IJIIOKO30-TAJTAKTO3HOH  MaibabcopOumeid,  geduuuMTOM  caxapasbl-
M30MallbTasbl) HE CEeAYeT NpUHUMaTh/Ha3Hauat BUPAMYH B Bu/ie cyclieH3uH, TaK KakK
B MaKCHMAaJIbHOMH PEKOMEH/IyeMOil CYyTOUHOI J103€e npenapara coAepkuTes 6 r caxapo3bl U

6,7 r copbuToua.

C 0CTOPOKHOCTBIO

e [leyeHouHas HEAOCTATOUHOCTL JICTKOM M cpejHell cTeneHu TsaxecTH (knacca A u B no
knaccupukauun Yaiina-Isro);

e OpHoBpeMeHHas Tepamus ¢ TeJanpesupom, pudadyTuHoM, Bap(hapHHOM, METAIOHOM,
JONIMHABHPOM/PUTOHABUPOM,  KIIAPUTPOMHULIMHOM,  (PJIYKOHA30JI0M, HMTPAKOHA30JIOM,

ITHHHIIDCTPAAHOJIOM, HHIHHABUPOM.

HPHMGHBHHC InpH ﬁepemennocnl U B IEPHOA TPYAHOI0 BCKAPMJIMBAHUA

Ycranosnena 6e3onacHocTb 1 3QdexTuBHOCTS npenapata BAPAMYH, npumeHseMoro B Lejisx
npeaoTBpaiieHus tpancMuceuu BUY-1 ot matepu k pebeHky, NpH 11epopajibHOM NPHMEHEHHH
npenapara oAHoKpaTHo 200 Mr MaTepblo BO BPEeMsi POJIOB.

AJICKBATHBIX M XOPOLIO KOHTPOJIMPYEMbIX HccieaoBanuii tepanun BUY-1-unduunpoBanHbix




COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 09.01.2025 N2 71
(NOCNENOBATENLHOCTH 0003)

GepeMeHme HKCHIIHH HEC ITPOBOJHUIIOCH.

BUPAMYH nomikeH npuMeHATbCS BO BpeMsi OEPEeMEHHOCTH TOJLKO B TEX Cllydasx, KOrja
BO3MOKHAS 10J1b3a JUUIs MATEPH MPEBOCXOAMT MOTCHUMANIBHBIH PUCK JUlsl 1014,

bepemennbie scenuyumnl

B ucenenosanuax nokasano, 4ro Bo Bpems poaoB y BUY-1-HHPUUHPOBAHHBIX HKEHILHH T1EPHO
noaysbiBeAcHHA npenapata BUPAMYH, nocne oanokparsoro npuema BHyTph B 03¢ 200 Mr,
yanuusercs (1o 60-70 yacos), a KIMpeHC B 3HAYNTENILHOI cTenenn Bapsupyer (2,1 £ 1,5 1/4), uto
3ABHCHT OT CTENEHH (PU3HOJIOrMYECKOro CTpecca BO BpeMs po10B. Hesupanuu 6bicTpo mpoHHKaeT
uepes mianeHTapHbii dapbep. KoHuenTpaus HeBupannsa B KPOBH MYMOYHOTO KaHATHKA [10C]IE
[IpHEMa  Marepblo0 /1036l mpenapara, cocrapisiied 200 mr, npesbimana 100 ar/mi, a
COOTHOILICHHE KOHIIEHTPAIMH B KPOBH ITyIIOYHOTO KaHATHKA U B KPOBM mMatepu cocTapisio (0,84
+0,19,

Mamepu, kopmsiugue epyovio

BUY-unduuuposannpic MaTepu He J0KHBI KOPMHTb IPY/bI0 HOBOPOXICHHBIX JeTeil BO
u3bexaHue pHcKa nocTHaTanbHOM nepenayn BUY.

Marepu, kotopsie nonyuaior BHPAMYH, 10smkHBI 0TKa3aThesi OT IPYAHOrO BCKAPMIIMBAHHSA, TAK
KaK Irnpenapar onpeesicTcs B rpyIHOM MOJIOKE.

@depTHIbHOCTD

B uccnenoBanisx penpoyKTHBHOH TOKCHYHOCTH OTMEUYAJINCh CIly4an HapylieHHs (JepTHILHOCTH y
CaMOK KPbIC MPH HCIIOJIB30BAHHH J103, PHBO/MBLINX K CHCTEMHOMY BO3/ICHCTBHIO (CY/18 110 BEJTMUHHE
AUC), koTopoe 6bL10 MPHMEPHO IKBHBAICHTHO BO3ACHCTBHIO, OTMEYABILIEMYCS MPH HCOIB30BAHUH
no3sl BAPAMYH, pekomen10BaHHO# U1 KITHHUYECKOTO IPUMEHEHHS.

Hanuble 0 GepTHILHOCTH Y 4EI0BEKA OTCYTCTBYIOT.

Cnocod npuMeHeHHUs U 103bI

Tepanuro npenapatrom BUPAMVYH jio/mkeH HaunHaTh U KOHTPOJIMPOBATh BPay, HMCIOLLIHIL OIbIT
nevenus BUY-undexumm.

Buyrps. Ilepen npumenenneM duakon HeoOGXoaMMo B300TATb.

BHUPAMYH Moker puHUMAThCA HE3ABHCHMO OT [IPHEMa MTHIIH.

Ilpenapatr 70/GKEH NPUHMMATBCA TOMBKO B KOMOMHALMM HE MEHEE 4YeM ¢  JBYMS
AONOJHHUTEIBLHBIMH AHTHPETPOBUPYCHBIMH TIPENapaTaMH, 3a HCKITIOYCHUEM CIly4asi [IPUMEHEHHS
npenapara s npeaynpexiaenus nepegaun BUY-1 ot matepu k peGeHky 01HOKpaTHO, BO Bpems
POJZIOB HJIH B T€YEHHE 72 4acoB MOCIIEC POAKICHHS, Y HOBOPOKICHHOIO.

JU1sl CHHIKEHHMS YacTOThI Pa3sBUTHS KOJKHOI CBITIH B3POCILIM H JIETAM CIIE/TyeT MPHHHMATh TOJIBKO
OAHY 103y Mpenapara B JACHb B TeueHue nepsbix 14 nueit (“BBoaHbIH nepuon’). Eciu B aToM

NEpUOJAC pasBUBACTCA KOXHas Cblllb, TO CICAYCT HCMCIJICHHO OﬁpaTHTbCﬂ K Bpady 3a



COOTBETCTBYET 3KCMNEPTHOMY OTUYETY
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KOHCYJIbTALIMEH H HE OBLIILIATH 103Y. (MOCNEAOBATENBHOCTL 0003)

Bspocasie:

200 Mr oaMH pa3 B JIeHb B T€UeHHUE NepBbIX 14 aHeil, 3aTeM cieayeT NpUHUMaTh OOBIYHYIO 103y
200 mr aBa pa3za B J€Hb.

Hemu:

Cymmaphas cyTouHas j103a He joskHa npesbitath 400 mr. BUPAMYH moxker 1o3upoBaTthest y
aereit 1100 ¢ yyerom mowaau nosepxHoctH tena (I11T), nubo ¢ yuetrom macchl Tena.

[Ipu yuere ruiommaam noBepXHOCTH Teja ¢ uenosb3oBanueM Gopmyibl Mosteller pexomenyemas
1032 [UIs TIpUEMa BHYTpPb Y JeTeil moboro Bospacta coctasaser 150 mr/m? oun pas B JeHb B
Teyenue 14 aueil (BBoAHbBII nepuo), 3atem 110 150 mMr/m? 18a pasa B JeHb.

Pacyer obbema cycneH3uH s npueMa BHYTph (50 MI/5 MiT) ¢ yyeToM IUIOIaad MOBEPXHOCTH

TEJa MpOBOAUTCA CICAYIOLIHUM 069&301\’12

Jlnanaszon ITIT (M?) | O6bem (M)
0,08 -0,25 2.5
0,25-0,42 5

0,42 -0,58 7:5

0,58 -0,75 10
0,75-0,92 12,5

0,92 - 1,08 15

1,08 1,25 1755

1,25+ 20

\/PDCT (cM) x macca tena (Kr)
3600

dopmyna Mosteller: TITIT (M%) =

[Tpu yuere mMacchl Tesla peKOMEHIyemas /103a Ui pueMa BHYTpPb y JeTei 10 8 JeT cocTaBiser
4 MI/KT OJIHH pa3 B JIeHb B TeucHue 14 aHei (BBOAHBIN NepHO/), 3aTeM 7 MI/KI [1Ba pa3a B ACHb.
Y nereii 8 ner M crapuie- 4 MI/Kr ouH pa3 B JeHb B Tedenue 14 queil, 3ateM 4 Mr/kr asa pasa B
JCHb.

Pacyer obbema cycnensuun st npuema BHYTpb (50 Mr/5 mit), mocnie ABYXHEAEIbHOTO BBOAHOTO

MepHO/Ia, MPOBOINTCS CJICAYIOIUM 00pa3om:

[uamazon maccel tena (kr) mis | Jlnamazon maccel tena (kr) aas | O6bem (M)
NAalMeHToB B BO3pacTe 70 8 JIET, | MALMEHTOB B BO3pacTe 8 JeT M

MOJYHalOWMX 7 MI/KI' ¢ y4eTOM | craplue, Mojiyqariux 4 Mr/kr ¢
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COOTBETCTBYET 2KCNEPTHOMY OTHETY

Macchl Teia. Y4eTOM M4CChbl Tend O IEAOBATENEHOCTE 4003)
1,79 - 5,36 3,13-9,38 2.5

5,36 — 8,93 9,38 - 15,63 5

8,93 -12,50 15,63 — 21,88 4.5

12,50 - 16,07 21,88 -28,12 10

16,07 — 19,64 28,12 — 34,37 12,5

19,64 — 23,21 34,37 - 40,62 15

23,21 - 26,79 40,62— 46,88 175

26,79+ 46,88+ 20

Obwue pexomenoayuu. BAPAMVYH cneayer npuHuMaTh eXeHEBHO COINIACHO HHCTPYKIIHH 110
npumMeHenuio. B ciyvae nponycka npuema npenapara He cleyer YABauBaTh CIACAYIOLLYIO 103y,
HO HY)KHO KaK MOYKHO ObICTpee NpHHSIThL OYEPEIHYIO 103Y.

Jlo navana npuema npernapara 4 4epe3 COOTBETCTBYIOLIME HHTEPBAJIbl B XO/€ TEPANHUH JA0JKHBI
NPOBOAUTLCA OHOXMMMYECKHE HMCCIIE0BAHUA KPOBH, B TOM 4YMCJIE HCCICAOBaHHSA (YHKIHH
MEYEeHH.

[TauuenTsl, y KOTOpLIX BO BpeMs 14-JHEBHOrO BBOAHOIO TEPHOJA CHKEJAHEBHOrO IpHEMa
npenapata B 03¢ 200 MI" B IcHb OTMEYACTCS KOMKHAS Chillb, HE IOJKHBI YBEJIIHUMBATH /103y /10 TEX
110p, MOKa Chlllb HE UcuesHeT. Pexkum no3upoBanus ¢ npumerenneM 200 Mr npenapaTa OJHH pa3
B JEHb HE JO/DKEH npojomkatecs Oomee 28 nHeit, npanee HeoOxoaumo noaobpaTh
AIbTEPHATUBHbBIE METO/1bl TEPAITHH.

[Maumentsr, npepsaBmmne npuem npenapata BUPAMYH wa cpok Oonee 7 jHeil, npu
BO30OHOBJICHHH TEPanMM JIOJKHBI BHOBb MOBTOPHTH PEKOMEHIYCMBIH PEKHM IPUMCHCHHUSA,
HCII0JIb3YH JIBYXHE/I€IbHBIH BROIHBIH NMEPHOIL.

lIpedomepawgenue mpancmuccuu BHY om mamepu pebenxy

Pexomenyerest CaeAylOWnii pexuM J03MPOBaHHS U1 OCPEMCHHBIX M MX HOBOPOKICHHBIX
nereit:

bepemennsie: 200 Mr Kak MOKHO paHbllIe 0CJIE HAYaJIa POAOBOH AeSTeIbHOCTH.
HoBopox/aeHHbie: 2 MI/KI OJAHOKPaTHO B TeueHue 72 4acoB mocsie poxkaeHus. Ecin math
nonyunsia BUPAMYH menee uem 3a aBa yaca 10 poJoB, TO HOBOPOXK/ICHHOMY CJICAYET BBECTH
MEePBYIO 103y (2 MI/KT) HEMEUIEHHO TIOC/Ie POXKICHHS, a BTOPYIO 103y (2 MI/KT) - B TedeHHe 24-
72 4acos 1ociie NnepBo.

Tlayuenmam ¢ napywenuamu gyukyuu novex

B3pociabiM  nmanMeHTaM ¢ TEPMHHAILHOH CTajMeil TMOYCUHOH HEIOCTATOYHOCTH (KIHPEHC
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KpeatuHuHa MeHee 20 mui/muH), TpeOyroilici nﬁ%ﬂe%;':%MQH'%ESMETM

BCIIOMOTATENIbHAs TEParis HEeBUPAlMHOM C MPUMEHEHHEM II0C/e Kak/I0ro ceaHca AMau3a
JIONOJIHUTENBHON 10301, cocTaisioueii 200 mr. TTauuenram, KIMPEHC KPEATHHHHA Yy KOTOPBIX
oonee 20 mu/MuH, He TpeOyeTcs KOPPEKIIMH 103bI HEBUPATTHHA.

JleraMm, HaxoasumMMcs Ha TEMOJMANM3€, PEKOMEHJAYeTCs BCHOMOraTtesibHas Teparmus
HEBMPAIIMHOM C [PUMEHEHHEM I0C/Ie KakKJA0ro CceaHca AHaIM3a JIOMOJHUTEIbHON 103bl,
cocrapnsomeii 50% oT pexoMeHayeMoH CYTOYHOMH /103bl, KOTOpas KOMIICHCHPYET BIHSHHE
JIMajin3a Ha KJIMPEHC npenapara.

Hauueumam C Hapyuwenusimu (j)yHKI{HH nevyeHu

[TaunenTaM ¢ JIErKMMH M YMEPEHHBIMH HApYHICHUSAMH (QYHKIUH MeYeHH 1oadopa a03bl He
TpeOyeTcs, OJJHAKO 3a TAaKUMM MAlMEHTAMH HEOOXOAMMO TINATENbHOE HAOJIOJEHHE B IENAX

PErucTpalvi HEXKEIATCIIbHBIX JICKAPCTBCHHBIX peaKuMﬁ.

IMobouHoe aelicTBHE

Pesiome nipodmiist 0e30mnacHoCTH

CornacHo JIaHHBIM, NOJYYEHHBIM M3 BCEX KIMHMYECKMX MccieloBaHuii, Haubosee yacTbIMH
HEKEIaTeIbHBIMH  PEaKLHsIMH, CBSA3aHHBIMH ¢ mnpuMeHeHueM npenapata BUPAMYH, Obuu
KOXHas Cbillb, AJUIEPIrHYECKHE PEaKUMH, I'eNaTHT, HapyleHHs QYHKUHOHAILHBIX 11PO0 MedeHH,

TOILIHOTA, pBOTA, AHapes, 0onb B JKHBOTC, YTOMJIACMOCTD, JINXOPAaJAKad, roJ10OBHasd 00JIb U MHAJITHS.

Hanbonee cepbesHbIMM  HEKeIAaTeIbHBIMM peakUMsMH  siBisUIMCh  cuHapom  CTuBeHca-
JI)KOHCOHA/TOKCHYECKHIT  DMMACPMAIbHBIA  HEKPOJIM3,  TSOKEIbli  renaTHT/meyeHOovHast
HEJOCTAaTOYHOCTL M CHHIPOM THMNEPYYBCTBMTEIBHOCTH, XapaKTCPU3YIOIIUICS CBINBIO C
CHCTEMHBIMH CHMIITOMAMH (TaKHMMH KakK JIMXOpajKa, apTpairus, MHAITHS M yBeJIH4YeHHE
AUM(ATHYECKUX Y3J10B) U NPU3HAKAMH TOPAKEHHsI BHYTPEHHHX OPraHOB (TAaKUMH KaK TeraTHT,
303HHO(MHINA, TPAHYJOUHTONCHHA U HapyleHue (QyHKUMH 104Yek). KpUTHUHBIM NEepHoaoM, B
TEUEHHE KOTOPOro TpedyeTces TIaTebHbIH KOHTPOIb, SBISIOTCS NnepBbie 18 Heaenb eueHus (CM.
paszaen «Ocobble ykazaHus»).

Pestome B hopme Tabiuibl HEKETaTeIbHBIX PeaKinii

Crnenylomue HexeaaTelIbHble pPEAKUUMM MOIYT MMETh MPHYMHHO-CJICACTBEHHYIO CBS3b C
npuMeHeHrem npenapara BHWPAMVYH. Pacuernwie 3HaueHMs 4acTOThl OCHOBaHbI Ha
KOHCOJIMIMPOBAHHBIX JAHHBIX KIHHUYECKHUX MCCICIOBAHMH O HEKENATEIbHbIX pPEaKLUsX,

KOTOPBIE CYHTAIOTCA CBA3AHHBIMH € Tepanuei npenaparom BUPAMYH.

YacToTa HEXKENaTeNnbHbIX pPEaKLMH, NPHUBEACHHBIX HHXKE, H3JI0KEHA B COOTBETCTBHH CO
cleAylowWe rpajauueii: ouens yacto (= 1/10); wacto (= 1/100; < 1/10); neyacto (> 1/1000;
< 1/100); peaxo (= 1/10000; < 1/1000); ouens peaxo (< 1/10000).
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EOOBATE

(TocH BHOCTE 0003]
Hapywenuss co cropoHsl Yaerora
He:xenarenbnas peakuus
CHCTEMbI OPraHOB BO3HHKHOBEHHSH
Hapywenuss co  cmopousl | TPaHYJOUHUTONEHHS 4acTo
Kposu U AUMPAMu4EcKou | quenvus HEYACTO
cucmembl
Hapywenua  co  cmoponn THIIEPUYBCTBUTEIBHOCTD (BruIOYast
WMMNFHHOI CliGmEnts aHa(HIAKTHYECKY IO peaKimio,
. 4acTo
AHIMOHEBPOTHYECKH OTEeK,
KpanuBHHULLY)
aHa(uIaKTHYeCKast peakius HEYacTo
JIeKapCTBEHHAs peaxuus,
COIIPOBOKAAIOIIAACH JO3HHOPHUINEH H | peaKo
CHCTEMHBIMH CUMIITOMaMH
Hapywenus co  cmoponst | ronosHas 60ib 4acTo
HEPGHOU CUCmembl
Hapywenus  co  cmopons | nuapes, 4acTo
HCeNYOOUHO-KUUEUHOCO 60J1b B KHBOTE,
i o TOLIHOTA,
pBoTa
Hapywenus co  cmoponul | renatut (B TOM 4YHCIIE CEPbE3HAas M | 4acTo
HEYeHU U JCenNqesbl6o0Auux | onacHas st KH3HH
nymet IeaToTOKCHYHOCTh)
AKearyxa HeyacTo
(GynbMHHAHTHBIA  renatut  (KOTOpBIH | peko
MOKET IIPUBOJMTE K CMEPTH)
Hapywenua co  cmoponsl | KO¥XKHas Cbillb OYeHb YacTo
KOJICU U NOOKOJICHBIX MKaHell CHHIPOM CTHBEHCa- | HEYacTo
JKoHCOHA/TOKCHYECKHI
JMHAECPMAJIbHBIH  HEKPOIU3 (KOTOpPBIN
MOKET NPUBOJUTL K CMEPTH),

10
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[MOCHEOQOBATENBHOCTE U0U3]

aHFHOHeBpO’ THMUCCKUE OTCK,

KparuBHULA
Hapywenuss  co  cmopousl | apTpairus, HEeYacTo
CKeNeMmHO-MbLULEeUHOT MHAITHS

cucmemsl U COEC)MHIH??E’JH)HOﬁ

MKAHU

Obwue  paccmpoticmeéa U | TTHPEKCHs, 4acTo

HAPYUWEHUS 6 MECIE 66€0CHIS. | yTOMIISIEMOCTD

Jlabopamopuwvie u | HapyuwleHHe (yHKIMOHAIBLHBIX T1po0 | 4yacTo
UHCMpPYMeHmanohble Oannble | NevyeHH  (MOBBIIIEHHE  AKTHMBHOCTH
anaHMHaAMHHOTpaHcdepasbl,

acriapraraMuHoTpaHcdepasbl,

LIEJIOYHOM ¢docdarassl, ramma-
riyTaMuaTpaHcdepasbl 1
runepOuIMpyonHemMus)

cHHKeHUe coaepxanus (Qocdopa B | HeyacTo
KpOBH, TMIOBBIIICHHEC apTCpHAIILHOIO

JaBJICHUA

Onucanue OTACHIBHBIX HCWKCIIATCIIbHBLIX geakguﬁ

B wuccnegosannu 1100.1090, u3 koroporo Obu1o 1ojgyuyeHO OOJLIUIMHCTBO COOOLIEHHH O
HEKENaTeNbHbIX  peakuMsX, CBA3AHHBIX ¢  JeyeHHeM  (n=28), 4acToTa  pa3sBUTHS
rpaHyJOLMTONEHHH Oblia BbIIE Y MaUMEeHTOB B rpynne miauedo (3.3 %) no cpaBHEHHIO ¢
HalMEHTaMH B Tpyne HeBupanuua (2,5 %).

B nocrperucTpalimoHHOM NEPHO/IE OTMEYAINCh aHA(DHIAKTHYECKHE PEaKIlMH, KOTOPbIX, 0HAKO,
He OBLTO B PaHJIOMHM3HPOBAHHBIX KOHTPOJIHPYEMbIX KIMHMYECKHX HccieqoBaHusaXx. Kareropuio
YacTOThl OLEHHMBAIM COIJIACHO CTATHCTHUYECKOMY pacyeTy Ha OCHOBAHHMH OOLLEro 4Hcia
HALKUEHTOB, MOJYYaBLUIMX HEBUPAIIMH B PaHJIOMU3HPOBAHHBIX KOHTPOJHPYEMBIX KIHHHYECKHX
uccsenoBanuax (n=2718).

B KJIMHMYECKHX MCCIIEI0BAHUSAX TIPH TPUMEHEHHH COBMECTHO € TeHO(OBHPOM/ IMTPHIIMTAOHHOM

OTMeualiu cHIKeHue yposHs (ocdopa B KPOBH H MOBLILLIEHHE apTEPHATILHOTO JaBJICHHS.

Memabonuueckue noxazamen
Bo Bpemsi aHTHpeTpOBHpPYCHOH TepalnMM MOKET HaOM0AaTbCsl YBEIMUYCHME MAcChl Tejla H

IOBBILICHHE KOHLEHTPALIHIi JIMITHAOB U TIIOKO3bI B KPOBH (cM. pazaen «Ocobble yKa3zaHus»).

11
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IIpn npuMEHEHHUH HEBHpAIHHA B KOMOMHALIMH [C ﬂpyruMWp%ﬁJ@ghﬁﬁ;ﬁ:Eﬁeﬂaggfamu

coo0Anoch 0 Pa3sBUTHH TAKMX HEXKETATENbHBIX PEAKLMH, KaK MAHKPEATHT, nepudepuyeckas
Heiipornatisg M TpoMOOUMTONEHHS. DTH SBJICHHS 4acTO aCCOLMHMPYIOTCH € [PHEMOM APYIuX
AHTHPETPOBHPYCHBIX MpernapatoB. JlaHHbIE COCTOAHMA MOIYT Pa3BHUBATHCA NMPH MPUMEHEHHH
HEBHpaNHHa B KOMOMHALMU € APYTHMH TIPErapatamMu; BepPOATHOCTL CBA3M JTHX PEAKUHH ¢
npumenenneM npenapata  BUPAMYH nuskas. B peakux crnyuasx orMeudald pa3sBHTHE
renaTopeHaJbHOr0 CHHAPOMA.

V BUY-uH(QUUMPOBAHHBIX MALMEHTOB C THKEIbIM MMMYHOAE(PUUATOM HA MOMEHT Havaia
KOMOMHHPOBaHHON aHTHPETPOBUPYCHOH Tepanuu (KAPT) BO3MOKHO pa3sBUTHE BOCIIATIUTEIIBHOM
peakuuu Ha 6eCCHMITOMHbIC HIH OCTATOYHBIE ONNOPTYHUCTHUECKHE HHpekuuu. Takxke onucaHo
pasBMTHE ayTOMMMYHHBIX 3aboneBaHuil (Hanpumep, AuQGQy3HBIH TOKCHUecKkHii 300 u
ayTOMMMYHHBIH TernaTuT), OJHAKO BPeMs MX pasBuTHA Oojiee BapuadelbHO, ¢ BO3MOXKHOCTHIO
Pa3sBUTHS Yepe3 MHOTO MeCsIEB Mocie Hadasa tepanun (cM. pasaen «Ocobdbie yKkazaHusm»).
Coolwanoch 0 ciay4asx OCTEOHEKpPO3a, B OCOOEHHOCTH Y NALUMEHTOB ¢ OOLIENpPH3HAHHBIMH
(axropamu pucka, nosameit craameii BUY-undexkimn n anutenpHol KOMOMHMPOBAHHOM
anTHpeTpoBupycHoii Tepanueii (KAPT). Yacrora BcTpeuaeMoCTH 110100HbIX ABJICHHH HEH3BECTHA

(cM. pazzaen «Ocolble yKkazaHus»).
Hapywenus co cmoporbl KOXCU U NOOKONCHBIX MKAHEl

OCHOBHBIM ~ KJIMHHYECKHM  TIPOSIBIEHMEM  TOKCHMYHOCTH  HEBMpPAlIMHA  SBJSAETCS  Chlillb,
Habmoaasiascs y 12,5 % nauuenTos, MOJyYaBIIMX KOMOMHMPOBAHHBIE CXEMbl JICUCHHA B
KOHTPOJIUPYEMBIX UCCIIECIOBAHHSAX.

Chinb 00BIYHO MPEACTABISAET COOOM MATHUCTO-MAIYJ/IC3HYIO IPUTEMATO3HYIO IK3aHTEMY JIETKOM
W YMEPEHHOM HHTEHCHBHOCTH, C 3yA0M WIIM 0€3 3y/a, T0KaNIu30BaHHYH) Ha TYJIOBHILE, JIHIEC H
koHeyHocTsx. CoobIanock 0 pa3BUTHH IMIICPYYBCTBUTE/ILHOCTH (aHa(HIaKTHIECKas PEaKLus,
AQHTMOHCBPOTHYECCKHH OTeK M KpanupHuuUa). Cheillb Pa3BHBACTCA B Ka4yeCTBE CIMHCTBEHHOTO
CHUMITOMA HJIM B KOHTCKCTE PCAKLMH Ha JICKAPCTBEHHBIH Tmpenapar ¢ 203HHO(WIMCH M
CHCTEMHBIMH CHMITTOMaMH, KOTOPBIE XapaKTEPU3YHOTCS KOKHOH ChIIbIO H OOIMMH CHMITOMAMH,
TAKMMHM Kak JIMXOpajKa, apTpairus, MUITHA W JHMQaJEHONATHsA, a TaKXkKe IOPaKCHHEM
BHYTPEHHHX OPraHOB, HAMP. TEMATHT, Y03MHO(YUINA, TPAHYIOLHUTONEHNA ¥ HAPYILEHHE QYHKITHH
MOYEK.

VY nauMeHTOB, MOJYYaBIUHX JICUECHHE HEBUPANMHOM, Pa3BHBAIMCH TSIKEIbIE M YIPOXKAIOLLHE
KH3HM KOKHBIE peakiuun, B ToM uucie cuuapom Crusenca-/Ixoncona (CCJl)/Tokcuueckuii
snuaepmaibHbiii  Hekponus (TOH). HaGmopanues caysan CCJl, TOH u peakuuu Ha

HeKapCTBCHHBIﬁ npenapar ¢ BOBHHoq)HHMCﬁ H CHUCTCMHBIMH CHMIITOMaMH CO CMEPTEIbHbBIM
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MCXO00M. BOJILIIMHCTBO Cilyyaes TsKeNIO0MH Chlilh pa3Bu dﬂl@&ﬁﬁﬁﬁrxg%ﬂ Q&Eﬂ%m,

nHora TpeboBasach rocnuTaau3anus. Takxke, 0THOMY MALKEHTY NOTPEOOBAIOCH XUPYPTrHUECKOE

BMeLIATeNbCTBO (CM. pasaen «Ocolble yKkazaHus»).
Hapywenus co emoponvl nevenu u s#ceaesblooauux nymell

Haubonee wacTeiMM  HapyumeHHsMH J1a0opaTOpHBIX — TOKazaTeneii  OblIM  TMOBBILICHHS
(yHKUHOHAJIBHLIX TMpo0 IMedeHd, B TOM uucie anaHuHamuHorpaHcgepassl  (AJIT),
acnaprataMmuHoTpancdepassl (ACT), ramma-rinyramuntpadcdepasst (I'T'T), obwero Ounupybuna
u wenouyHoi ¢ocdaraspl. Yauie Bcero orMeyanu GeccumntoMuble nosbienus yposaeit I'T'T.
Coo0manock 0 ciayyasx KeITyxH. Y nalMeHTOB, 0Jy4YaBIIiX JeUeHHE HEBUPATTMHOM, OTMEYaIH
ciyvyad renaturta (TSDKEJIOH M yrposKalowlell KM3HH TenaTOTOKCHYHOCTH, B TOM YHCIIE
MOJHHEHOCHOTO TEMaTHTa CO CMEPTEIbHbIM HMCX0J0M). McX0aHOE MOBbLILICHHE TMOKa3aTeneH
(PYHKIMH TI€YEHU — ITO HAWIYYIIMH TNPOrHOCTHYECKHH IOKa3aTelib CePhbe3HBIX SIBICHHH CO
cropoHbl neyeHd. [lepseie 18 Helenb jeyeHHs — KPUTHUECKH BAaXKHBIH MepHOI, TpeOyouHii
TIIATEILHOIO MOHHTOPHHIA COCTOSIHUSA NalMenTa (cM. pasaen «Ocolble yKazaHusm).

eTH
Ha ocHOoBaHMH OMNbITa KIMHHYECKUX HccenoBanuii y 361 peGenka u noapoctka, O0NbIIMHCTBO
M3 KOTOPBIX MOJY4aal KOMOMHHPOBAHHYIO Teparuio 3u10ByAHHOM (ZDV) w/nin 1u1aHo3uHOM
(ddI), naubosnee yacTbie HEXKENATENbHBIE PEAKIIMH, CBA3aHHBIC C HEBUPANMHOM, OBUIH CXOJIHBI C
HE)KeIaTeIbHLIMH PEaKLHsIMH, 3aPErHCTPUPOBAHHBLIMU Y B3pOCIbIX. [ paHyI0LMTONECHUIO Yalle
oTMeYasH y JieTeil. B oTkpbiToM KiinHnYeckoM uecnenaoBanun (ACTG 180) rpanynonuToneHus,
CBf3aHHAs C MPHEMOM JICKapCTBEHHOro mpemnaparta, passusanach y 5/37 (13,5 %) nauueHToB.
B aBoiinom cienom 1uianebo-konTposiupyemMom uccnenobanun ACTG 245 wacrora ciiydaes
pa3BUTHSL CEpPbE3HOI TI'PAHYJIOLUMTONEHUH, ACCOLMMPOBAHHONH C Tepanuel JeKapCTBEHHBIM
npenapaTtom, coctaBmia 5/305 ciaydaes (1,6 %).
B oroif mnonyinsuuu oTMedand OTACHbHBIC ciydan cunapoma CruseHca-/lKoHcOHA HIIM
NEepEXONHOro CHHApomMa Mexay cuHapomMom  CruseHca-/koHcoHa M TOKCHYECKHM
MUAEPMATLHBIM HEKPOJIH30M.
[Tpu npodunakruke BeprukanbHoH TpaHeMuccnn BUY-undekumu Habnoaanach HU3Kas 4actora
HeMKeIaTebHbIX sBjleHUil. Cepbe3HbIX AePMATOIOIHYECKHX MM IenaToJOTMYECKHX pPeaKLHii,
KOTOpbIe Obl pACLEHMBAINCH KaK CBA3aHHbIE C TPUEMOM Mpernapara, He Hadli0/1a10Ch.
[Tocmmaprkemunzogeiti onvim. TSOKENBIH TeNaTUT, NEYEHOUHAs HEJ0CTATOYHOCTh, TMOPAXKEHHE
nmouek. Ha ¢one KOMOMHMPOBAaHHONH  AHTHUPETPOBHPYCHOH  TepalMH  OTMEYAlIoCh
nepepacipeieieHue I0JKOKHOH KIeTYaTKu (MCTOHYECHHME I[OJAKOXKHOM KJIETYAaTKH JlMua U

KOHEYHOCTEH M YBEJIIHUCHHE MOJKOKHOM KIeTYaTKH B 00JacTH JKHUBOTA, BHYTPCHHHX OPraHos,
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rpyad M OKMBOTA,  rUneprpopus  Md noqnblx"nc&c}EQPamﬁ%hﬁaﬁéﬁﬂﬁéhm,

FUNEPXOIECTePUHEMHS, HHCYJIHMHOPE3UCTEHTHOCTh, THIEPIIIMKEMHs M THIIEpPIaKTaTeMHus;
naHkpeaTtuT, nepudepuueckas Heliponatvs, TPOMOOUMTONCHHSA; CHHIAPOM BOCCTAHOBJICHHUS

HMMYHHTETaA, OCTCOHCKPO3.

Ilepeno3upoBka

Coobwaiocs 0 ciyyasx nepeno3uposku npenapatom BUPAMYH (npuem ot 800 no 6000 mr B
JIeHb B TedueHue 10 15 aueit). CHMOTOMBI: OTEKH, Y3JI0BaTas )pUTEMA, YTOMIIIEMOCTb, JINXOPaJKa,
rojioBHas 00Jib, 6€CCOHHULA, TOLHOTA, MHQUIABLTPATHI B JIETKHX, ChIllb, TOJIOBOKPYKEHHE, PBOTA,
MOBbINIEHHE aKTHBHOCTH «I1@YEHOYHbBIX» TPAHCAMHUHA3 H CHHIKCHHE MACChl TEJIa.

Jleuenue: ormeHa npenapara. AHTHOT HE H3BECTEH.

B3aumoneiicrBHe ¢ APYrHMH JIEKAPCTBEHHBIMH NpenapaTaMu

[Tokasano, uyro npenapar BUPAMVYH ssnsierca unaykropoM u3ogepmentoB nuutoxpoma P450
neyeHu (CYP3A, CYP2B6) u MOKeT NPUBOINTD K CHHYKEHHIO KOHLICHTPALIMK B IJIa3Me JAPYIHX
OJIHOBPEMEHHO  NPHUMECHAIOUIMXCA  JIEKAPDCTBEHHBIX  NPEnaparoB, KOTOpPbIE HHTEHCHBHO
merabonusupytores usodepmentamu CYP3A uwim CYP2B6. [lodtomy, eciin y MalMeHTa,
KoTopoMy paHee Obin  1nogo0paH  pekHM  JI03MpOBaHHMsA  Kakoro-nu0o  rpenapara,
metabonusupytomerocs ¢ nomoiubto u3opepmenta CYP3A unn CYP2B6, HaunHaercs JieueHHe
HEBUPANHHOM, MOXET BO3HMKHYTh HEOOXOIMMOCTH B KOPPEKLMH J03bl ITOrO Iperapara.
MakcumanbHas HHAYKIMA HaOI0aeTest B TeyeHue 2—4 Hejellb MOCIe Havyasa TeparnHH.
Anmupemposupychvie npenapamol:

HHUOT (Hykneosuanble aHanoru HHrHOMTOPOB 00paTHO# TPAHCKPHIITA3bI)

Ilpu npumenenun npenapara BUPAMVYH B komOunauun ¢ auaanosunom (B goze 100-150 mr
JIBa pasa B CYTKH) KOPPEKIMH [103bl HE TpeOyeTcs.

[Tpu npumenennn npenapara BUPAMYH B xomMOuHauuu ¢ sMTpHINTaOMHOM U abakaBHPOM,
KOTOpBIE HE SABJSAIOTCS MHrHOMTOpamMH M3o(epmenToB nMToxpoma P450, KoppekiuHu 1036l He
Tpedyercs.

ITpu npumenenun npenapara BUPAMVYH B komGunaiuu ¢ namusyaudoMm (B jgo3e 150 mr asa
pa3a B CyTKH) KOPPEKIHH J103bl HE TpeOyeTCs.

I[Tpu npumenennn npenapara BUPAMYH B komOunauuu co crasyaunom (30—40 mr asa pasa B
CYTKH) KOPPEKILIHH 103bl HE TpedyeTcs.

[Ipu npumenenun npenapata BUPAMYH B komOunaumn ¢ tenodosupom (300 Mr oauH pas B
cyTkn) M suaoByauHom (100-200 Mmr Tpu pasa B CyTKHM), KOTOpPbI€ HE BIHAKT Ha
(hapMaKOKMHETHKY HEBHpPAIIMHA, KOPPEKLIHH J03bl HE TpedyeTcs.

[lpu npumenennn npenapata BUPAMYH B xomGunanuu ¢ 3anuuradurom (0,125-0,25 mr Tpu
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pasa B CYTKH) KOPPEKILIHH J103bl He TpeOyeTCsl.

HHHOT (Henykaeozudnvle anaioau uneubumopos 00pamHoil mpanckpunmasol)

He pekomenayercsi ogHoBpeMenHoe npuMenerne sdasupensa (600 mr B cyTKH) H HEBHPANHHA,
TAK KaK 2Ta KOMOMHAIMS MOXKET MPUBECTH K [OBBILICHHIO PHCKAa TMOOOYHBIX peakuui, B
pesylibTate KyMyasUuu TOKCHYHOcTH. Kpome Ttoro, nanHas KoMOMHALMS HE YBEIHYMBACT
3(PEeKTHBHOCTD 10 CPABHEHHIO ¢ MOHOTEPANMel HEHYKJICO3MHBIMU aHAIOraMH MHIHOHTOPOB
obpartnoii Tpanckpuntaszbl (ormeuaercs cHukeHue AUC, Crin B Cimax 2(paBupensa).

He pexomenjyercs OJIHOBPEMEHHOE TPHMEHEHHE HEBUpANMHA C  JCAaBUPAHHOM H
PHINUBUPHHOM (TaK KaK COBMECTHOE INPUMEHEHHE STHX MPENapaToB HE HM3y4aloCh), HE
PEKOMEH/IyeTCsS COBMECTHOE NMPHMEHEHHE HEBHPANMHA € TPABUPHMHOM, TaK KaK COBMECTHOEC
MPUMEHEHHE ITUX HPENapaToB MOKET NMPHUBECTH K 3HAYUTENBHOMY CHHMKCHHIO KOHICHTPAIHH
ITPaBUPUHA B MJIa3ME H CHHIKEHHIO €ro 3PPEKTHBHOCTH.

HIT (Hueubumopst npomeaswi)

[Ipy npUMEHEHHH aTa3aHaBUpa B KOMOMHALIMU C HEBUPAIMHOM, aTa3aHaBUp J0JIKEH HA3HAYATHLCH
B n03¢ 400 Mr BMecTe ¢ pUTOHaBUPOM B HHM3koH o3¢ 100 mr. Ilpu Mcnonb30BaHMM JaHHOH
koMOuHaUMKU (HEBUpANWH ¢ arazaHaBupom/putoHaBupoM B jgo3e 400/100 Mr 2 pa3a B CyTKH)
nabmogaercas cHwkenne AUC, Cuin, Cmax arazanaBupa ¥ mnosbimieHHe AUC, Cuin, Cmax
HEBHpaIHHa.

ITpH 0HOBpPEMEHHOM IpHEeMe HEBHpaANMHa ¢ JapyHaBupom/putoHasupom (400/100 mr 2 pasa B
cyTtkn) papyHaBup/putonaBup uHrubupyer CYP3A4 u  Takum o00pasoM yBEIHYHBACT
KOHLICHTPALIUIO HeBUpanuHa. Tak Kak HM3MEHEHHE KOHLEHTPALMM HEBUpAlHHA HE CUHTACTCH
KJIMHHYECKH 3HAYMMbIM KOPPEKIIMHU 03Bl HE TpedyeTcs.

IIpy OJHOBPEMEHHOM MpHeme HeBupanuHa ¢ Qocamnperasupom/puronasupom (700/100 mr
2 pasa B CyTKH) U3MEHEHHs /103bl HE TpeOyeTesl.

IIpenapar BUPAMYH wne nomkeH npumenstbes BMecte ¢ Gocamnpenasupom (B g1ose 1400 mr
2 pasa B CYTKH), €CJIM O/IHOBPEMEHHO C HUMH HE MPUMEHSAETCA PHTOHABHP.

[lpu oaHOBpeMeHHOM IipHeMe HeBupanuHa ¢ Heiaduuasupom (750 mr 3 pasa B CyTKH) HE
NPOUCXOJUT  KIMHHYECKH  3HAYMMBIX ~ M3MEHCHHWiI  (papMAakOKMHCTUKM  HEBHpAIMHA M
Hea(UHABHPA, TIOATOMY KOPPEKIHH 103bl HE TpeOyeTcs.

Ilpy OJHOBPEMEHHOM TIpHEME HeBHpanmuHa ¢ putoHaBupom (600 mr 2 pasa B CYyTKH)
KOHLIEHTPALMH B IU1a3M¢ HEBUPANIMHA M PUTOHABUPA 3HAUMTEIbHO HE W3MEHAKTCS, KOPPEKIHH
J103bI He TpedyeTcs.

[Ipy OJHOBPEMEHHOM NpPHUEME HEBHPAIIMHA C CAKBUHABHPOM/PHTOHABHPOM M3MEHEHHMS [103bl HE
Tpedyercsi.

[Tpenapatr BUPAMYH He /10/1KeH PUMEHSTLCA BMECTE ¢ CAKBUHABHPOM (B Jj1o3e 600 mr 3 pasa
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B CYTKH), €CITH O/IHOBPEMEHHO ¢ HUM He mpHMelisiercs pHotrasimp- - o~ | £ 16HOCTE 0003)

[Ipy 0HOBPEMEHHOM IIpHEME HeBHpanuHa ¢ TuipaHaBupom/ putoHasupom (500/200 mr 2 pasa B
CYTKH) HE OXKMJACTCs KJIMHMYECKH 3HAYUMbIX M3MEHEHHH (PapMakOKHHETHKH, KOPPEKLHH J03bI
He TpebyeTcs.

B OTHOLICHMH [OTCHUHAIbHBIX IOCICACTBUH COBMECTHOIO NPHUMEHEHHMs HEeBHpanuHa U
uHaMHaBupa (B 1o3e 800 Mr kaxabie 8 4acoB) onpeieIeHHbIX KIMHHYECKUX BbIBOJIOB HE C/IETAHO.
KiiMHu4eckHe JaHHbIC O B3aMMOJACHCTBUHM HEBUpANMHA C MHIAMHABHPOM/PUTOHABUPOM
OrpaHHYCHBbI.

[Ipn oaHOBpeMEHHOM [PHEME HEBHPAIMHA C JIONMHHABHPOM/PHTOHABHPOM, PEKOMEHIYETCS
YBEJIHUYEHHE JI03b1 JIONMUHABUPA/pUTOHABHPA 10 533/133 Mmr (4 Karicysibl) iBa pa3a B JIcHb BO BpeMs
eIbl.

Hueubumopuwl cruanus supyca BHY u knemiu

Kinnanueckn 3HauuMBIX (PapMaKOKMHETHYECKMX B3aMMOJCHCTBHIT MeK1y SHOYBHPTHAOM H
OJHOBPEMCHHO [PHUMCHAIOLIMMHUCS  [pernapaTaMu, MeTabOoJIM3UPYIOIIMMHCS € TIOMOIIBIO
usopepmento CYP450, ne oxunaercs. Ilpn oJHOBpeMEHHOM NPUMEHEHHH SH(QYBHPTHAA C
HEBHPANTMHOM H3MEHEHHS [103bl HE TpeOyeTcs.

[Ipy 0HOBpPEMEHHOM NpUMEHEHHH MapaBupoka (B 103¢ 300 mMr 1 pa3 B CyTKH) ¢ HEBUPaTHHOM
KOPPEKLHH 1103bl He TpeOyeTcs.

Hrueubumopul unmezpazoi

IIpu coBmecTHOM NpHMEHEHMH panterpaBupa (B poze 400 mr 2 pasa B CyTKH) ¢ HEBHPAIHHOM
W3MEHEHHs J103bl HE TpebyeTcs.

CoBMecTHOE NPUMEHEHHE HEBHPANMHA M JBUTErpaBupa (B KOMOMHALMK ¢ KOOHIIMCTATOM) HE
pexomenayercs. KoOuumcrar, spaserca uuruburopom uuroxpoma P450 3A, mnosromy
COBMECTHOE NIPHMEHEHHE, CKOPEE BCEro, MPHUBEIET K M3MEHEHHIO KOHLEHTPAIMH KOOHIIMCTATa U
HEBMpAIHUHa B I1a3Me.

IIpomusosupycnbie npenapamot 01 revenus cenamuma B u C

HuTtepdeponsl (neruauposanible uurepdepons ansha-2a u anbha-2b) He 0Ka3bIBAIOT BJIHSHHSA
Ha uzodepmentol CYP 3A4 u CYP 2B6. KnuHHUeCKH 3HAYMMBIX B3aHMOLCHCTBHI MEMLy
uHTEp(hEPOHAMHU M HEBUPANTMHOM He ojkuaercsi. M3menenus 10361 He TpeOyeTcs.

DHTEKaBHP HE ABJIACTCA CyOCTPATOM, MHIYKTOPOM WJIM MHTHOMTOPOM H30()EPMEHTOB LIKTOXPOMa
P450 (CYP450). KiinHHYeCKH 3HaUUMBIX B3aUMO/ICHCTBHI MEXK/IY SHTCKAaBUPOM M HEBHPAITHHOM
He oxkupaerca. M3amenenus 103b1 He TpedyeTcs.

TenGuByauH He sBasiercst cyOCTPaToM, HHAYKTOPOM MM MHIMOMTOPOM H30(epMEHTOB
uuroxpoma P450 (CYP450). Knunnuecku 3HaUMMBIX B3aUMOJACHCTBHI MEXLy TENOUBYIMHOM H

HEBMPANMHOM He okunaacrcs. M3menenus 10361 He TpeOyercs.
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PesynbraTel MccnenoBaHWH [k Vitro TIOKasajdd, 4TO ! ﬂ&&-&%ﬂ&‘ééﬁﬁ%abﬁﬁg#%my

HepupamMHoM M anedosupom. OaHako 910 He OBUIO MOATBEPHKACHO B KIMHHYECKHX
MCCIICIOBAHHAX, I109TOMY CHHKEHHE S()(EeKTHBHOCTH HeBHpanvHa W anedoBHpa MHPH HUX
COBMECTHOM [PUMEHEHHH He OXuaaetca. AnedoBUp He BIMSET HA W3BECTHBIE W30(EPMEHTHI
CYP. U3meHenus 1036l IPH COBMECTHOM IIPUMEHEHUH afe)OBHpa 1 HEBUpPANMHA He Tpedyercs.
PesynbTaThl MCCI€IOBaHMH [ Vitro nNoOKa3amd, uYTO HMeeTcsi cialbli AHTATOHH3M MEKIY
HEBHpAaNMHOM M puOasBupuHOM. OfHAKO 5T0 He ObUIO MOATBEPXKICHO B KIMHUYECKHX
MCCIIEJOBAHHSAX, MOITOMY CHHKCHHE 9P(PEKTUBHOCTH IIPH COBMECTHOM NPHMEHEHHH HEBHPANKHA
¥ pubaBHpHHa He oOxuAaeTcs. Pubapupun He BaMseT Ha u30epMeHTHI LUTOXpoMma P450.
H3menenus 103bl IPH COBMEHCTHOM NPHMEHCHUH HeBUpanuHa U pubaBupuHa He Tpebyercs.
bouenpesup uactuuno merabonusupyercsa nsodepmentamu CYP3A4 u CYP3AS. CoBmecTHOE
npumenenne Oouenpesupa ¢ HHUOT, y koropbix myts merabosiM3Ma TakoH ke, Kak y
HEBHPAIIMHA, NIPHBOJMIIO K CHHIKEHHIO OasasibHOH KoHUeHTpauuu OotienpeBupa. KnuHndyeckui
pe3yabTaT CHWXKEHHMsl OaszajbHON KOHLeHTpauuu OouenpeBupa HeussecteH. CoOBMECTHOE
NPHMEHEHHE HEBUPANKMHA 1 OOLENPEBHPA HE PEKOMEH1YETCH.

Tenanpesup merabGonusupyercss B nedeHu npu ydactuu uszodepmenta CYP3A u spisercs
cyOcTpatom ans riukonporenHa-P. B merabonusme npenapata MOryT y4acTBOBaTh M JPYTHeE
u3o(pepmentrl. COBMECTHOE PHMEHEHHE TEIANPEBUPA U JIEKAPCTBEHHBIX MPENapaToB, KOTOPbIE
uuayuupyiotT usodepment CYP3A u/wiM ramkonporend-P, MOKeT NPHUBOAMTL K CHHMKEHUIO
KOHUECHTpAIMK Teanpesupa B muasme. MccnenoBanust B3aMMOJCHCTBHH TenarpeBupa C
HEBUPAIHHOM HE MPOBOAWIHCH, HO HCCIEA0BaHHMA B3aumopeicTeus tenanpesupa ¢ HHUOT,
KOTOPbIM CBOMCTBEHEH TakOH ke nyTh MerabonM3Ma, Kak W HEBHPANMHY, [OKA3aid, 4TO
CHMIKAIOTCS  KOHLEHTpauuu oboux mnpenaparos. Ciegyer co0aoaath OCTOPOKHOCTH TPH
COBMECTHOM TMPHUMEHEHWH HEBUPAllMHA W TeNnanpeBHpa, TaK Kak MOMKET MoTpefoBaThes
M3MEHEHME J103bl TelalpeBupa.

Aumubuomuxu

IIpn 0HOBPEMEHHOM NPUMEHEHMH HEBHpanuHa v Kiaputpomuimaa (500 Mr 2 pasa B AcHb)
KOPPEKLHH J103bl Kakoro-i1ubo M3 3Tux npenapatoB He tpebyercs. Tem He meHee, HEOOXOAUMO
TIIATE/]IbHOC MOHUTOPHUPOBAHHE (DYHKIIMU TICUCHH.

[Ipu Jieyenun nauMeHToB ¢ MHEKLUIMH, Bbi3biBaeMbIMH mycobacterium avium-intracellulare
complex, He06X0AUMO NMPHHUMATh BO BHUMAHHE AbTEPHATHBHYIO KJIapPUTPOMHIMHY TEPAIHIO,
IOCKOJIbKY aKTHBHBII MeTabOJIMT 1penapara B 9ToM ciiydyae HedpdekTusen.

Ilpu onnosBpemennom npumeHeHun pudadyruna (150-300 Mr | pas B CyTkM) M HEBMPANUHA
M3MEHEHHs 103bl He TpeOyeTcs. BenecTBre BhICOKOH MeXKHHANBHAYAILHON BapHabeIbHOCTH Y

HEKOTOPBIX MNALMEHTOB MOXKET MOBBILIATHCS PUCK TOKCHYHOCTH pudalyrtuna. [losromy npu
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COBMECTHOM HpUMeHeHIH TpeByeTcs cobumozaths ocropohioers: - o TENBEROCTE 0003)

[penapar BUPAMYH He nomxken npumMeHAThCA B KoMOHHALMK ¢ pudamnuiuHom (600 mr 1 pa3
B cyTku). Knounudeckue pnanubie 0 HCOOXOIMMOCTH KOPPEKLUMH J103bI HEBUpaldHa [pH
O/IHOBPEMEHHOM NPHUMEHEHMH ¢ pH(AaMIUIMHOM oOrpaHdueHbl. B ciyuae He0OXOAMMOCTH
JICYECHHUS NALMEHTOB C TYOEpPKYJIC30M M MPUMEHCHUS PEAKMMA Teparuy, BKIIIOYAIOLIEro npenapar
BUPAMYH, cnenyer Hcnosib30BaTh ajIbTCPHATHBHBIH rpenapart pugadyThH.

DPUTPOMHLHMH CYLIECTBEHHO HHIruOupyer o0pa3oBaHHe TI'MAPOKCHIMPOBAHHBIX MeTabOIHTOB
HEBUpAINHHA.

[Ipomueozpubxossie npenapamoi

Benencrsue nospiuenus AUC, Cuin M Cinax HeBHpanuHa B 2 pasa, NpH OIHOBPEMEHHOM
NPHUMEHEHHH HeBHpanuHa c QuykoHazonom (200 mr 1 pa3 B cyrku) cienyer coOmolaTh
OCTOPOKHOCTb M BECTH TIIATEIbHOE HAOJIIOACHNE 33 COCTOSHHEM MAlIHEHTOB.

[Ipy OJHOBpEMEHHOM [PHMMEHEHHHM HEBHpamUHAa ¢ HTpakoHazonoMm (200 mr/cyT) Moxer
norpeboBaThCs yBEIMUYCHHE 103bI MOCIICAHETO.

KeTokoHa301 M HEBUpPANMH HE JIOJUKHBI TMPUMEHATBCS COBMECTHO, TaK Kak KETOKOHA30I]
CYILECTBEHHO HHIHOMpYeT 00pa3oBaHue MHAPOKCHINPOBAHHBIX META00IIHTOB HEBUPAIIHHA.
Aumayuost

[Ipu oqHOBpEMEHHOM NPUMEHEHHH LIMMETHIMHA U HEBHpAIMHA M3MCHEHMS 103bl HE TpedyeTcs.
IlpreM nuIKM, aHTAUKI0B W NTPEnapaTos ¢ WeN04Hoi OydepHoii cpeaoii He BiauseT Ha abcopOuuio
HEBHparHHa.

Anmumpombomuyeckue cpedcmea

B3auMoIeHCTBHE MEXK/lYy HEBHUPAIIMHOM M aHTHTPOMOOTHYECKHM TMperapaTtoM BapdapuHOM
HMEET KOMILICKCHBIH XapakTep, IIPH 0JHOBPEMEHHOM NPUMEHEHHH ITHX TPENapaToB CyIIECTBYET
BO3MOKHOCTB KaK YBEJIHUEHHS, TAK H CHHKEHHS BPEMCHH CBEPThIBAHHS KPOBH.

B Teuenue mnepBbIX HEAE]b OJHOBPEMEHHOIO MPUMEHEHMS M I[OCJIEe OTMEHbI Ipernapara
BHPAMYH, wroroBblii pesyiabrar  B3auMOJAEHCTBHS  MOXKET  HM3MEHATBCS, TOITOMY
enecoo0paseH TIATeNbHbIi KOHTPOJIb NOKa3aTeleii CHCTEMbl CBEPThIBAHUS KPOBH.
Konmpayenmusnuie cpedcmea

IIpy 0nHOBPEMEHHOM NPUMEHEHUHM HEBHPANMHA C MEAPOKCHIPOrecTepoHoM (aeno-opma,
150 Mr kaxzaple 3 Mecsia) M3MEHeHHs J03bl He TpeOyercs. OQHOBPEMEHHOE NPUMECHCHHE
npenapata BUPAMVYH He napymaer cynpeccupyroliee ASHCTBHE MEIAPOKCHIIPOreCTEpOHA Ha
OBYJISALIUIO.

[TepopanbHble rOpMOHA/IbHBIE KOHTPALENTHBHBIC NIpenapaTsl (Hanp. yruHuIcTpaauon, 0,035 mr)
HE JIOJDKHBI MPHMEHATHCS B KayecTBE E€AMHCTBEHHOTO METOJa KOHTPALENUHH Yy KCHIUHH,

npuauMarommx  npenapar  BUPAMYH.  ApjexBatHeie 10361 I8 TOPMOHAQJIBHBIX
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KOHTPALCIITUBHBIX 1IPENapaToB (nepopalibHblX WM ﬁEWH%%&EEﬂR‘E&C%ﬁBQL Pome

MEIPOKCHITPOrecTepoHa, /Ui koMOuHauuu ¢ npernapatom BUPAMYH He ycraHoBneHsl B
OTHOLICHUH Oe30macHocTi U 3P PeKTuBHOCTH.

Ananveemurxu/onuoudvi

Y nauueHToB, nomayuaBunx ogHoBpemeHHo BUPAMYH u meranon, cooOuiainock 0o CHHAPOME
orMmeHbl. [TauuenTsl, nojyyaloniye o yIepKuBatolLNe 103bl METAJA0HA U HAYHHAIOIIHE TEParHio
HEBHPAIIMHOM, JO/UKHBI HAOMIOJaTbCs B OTHOINEHMH NPU3HAKOB CHHApPOMAa OTMEHBI H
HEOOXOMMOCTH B 3TUX CJIy4asiX COOTBETCTBYIOIIErO H3MEHEHHS J103bl META/IOHA.

IIpenapamul pacmumenbioco nPOUCXOHCOCHUA

PacturenbHbie npenapartel, COJAEP/KAILIME OJKCTPAKT TPaBbl 3BEpo0Os TPOABLIPSBICHHOTO
(Hypericum perforatum), He JO/KHBI IPUMEHSATLCS COBMECTHO ¢ HEBHUpAanuHOM. Ecnu natmeHT
YK€ NPHHUMAET 3TH IIperaparbl, CJIeAyeT MPOBEPHUTbh KOHIEHTPALMIO HEBUPAllMHA M, €CIIH
BO3MOHO, KOHILCHTPALMIO BUPYCA, W MPEKPaTHTh MPUMEHEHHE [PErnapaToB, COAepiKalIUX
IKCTPAKT Tpasbl 3Bepo0os. [lociie X OTMEHbI KOHLIEHTPALUA HEBUPAITMHA MOYKET MOBBIIIATHCH.
Mosxet notpeboBaTbes H3MeHeHHe /10361 npenapata BUPAMYH. Tocne npekpaiienuns npuema
MpenaparoB, COAEPHALUX IKCTPAKT TPaBbl 3Bep000si, HHAYKTUBHBIH 3PPEKT MOKET COXPAHATHCA

B TEUYCHHE, KAK MHHHMYM, 2 HEJICJIb.

Oco0ble ykazanus

[Ipn monorepanuu npenapatom BHUPAMVYH ObicTpo M npakTHvecku Bcerja BO3HHKAIOT
ycTroiuuBbie 1mTaMMbel  BHpyca. [loatomy BHWPAMYH npomkeH Bceraa TNpUMEHSTHCA B
KOMOMHALMK, 110 KpaiHeil mepe, ¢ ABYMs JIPyrHMMM aHTHPETPOBHPYCHBIMHM NpenapaTramu, 3a
UCKIIFOYEHHEM Cliyuas NPHMEHEHHs npernapara Juis npeaynpexaenus neperaun BUY-1 ot
MaTepH K peOeHKY 0JJHOKPATHO, BO BPEMsI POJIOB H Y HOBOPOXKICHHOIO B TeYeHHE 72 4acoB nocie
pOKACHUSI.

Monotepanus npenapatrom BHWPAMYH conpoBoxiaercs pa3BuTHeM pe3HCTEHTHOCTH K
HEHYKJICO3HHBIM aHAJIoraM HHIUOWTOPOB OOpaTHOI TpaHCKpUnTasbl. Y JKEHIIMH, paHee
[OJIyYaBIIMX OJHOKpaTHyl aA03y npenapatra BHWMPAMYH B uensx mnpenorBpauieHus
Tpancmuceun BUY-1 or marepu k pebenky, s¢dexruBnocts npenapata BUPAMYH,
TIPUMEHSAIOLIErOCs B cOCTaBe KOMOMHMPOBAHHON Teparvu, MOXKeT cHikaTbesd. B Tex ciydasx,
KOrjJia AOCTYIHBI JPYIHE aHTHPECTPOBHPYCHbIC [pPEHaparbl, PEKHM TEPaNHU Ipenaparom
BUPAMYH ¢ npuMeHeHHEeM  OJHOKPATHOH  J03bl  JODKEH  KOMOWHHMpOBaTbCs  C
JOMOJIHHTENLHBIMA (P(EKTHBHBIMM AHTUPETPOBUPYCHBIMH TperapataMi (B COOTBETCTBHH C
CYLIECTBYIOLUIMMH MEH/1YHAPOAHBIMH PEKOMEHIALIHAMH ).

Heobxoaumo cTporo npuaep:KHBaThCs PEKOMEH/IYEMOrO peKHMa JI03MPOBaHMs, OCOOCHHO B

tTeyeHHue 14-1HeBHOTO BBOJIHOTO nepuo/a.
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Peam;uu CO CMOPOHBL KOXCU.!

Coobmianock 0 caydasix Cepbe3HbIX U YIPOKAIOLIMX KHU3HH KOXKHBIX PEAaKIHii, B TOM YHCIIE O
ClIy4asix Co CMEPTEIbHBIM HCXO0M; TAKHE PEAaKIIMH Hallle BCEro Pa3BUBAINCH B MIEPBbIC 6 HEAEDb
neyenuns. K otum peakumsam otHocaTes ciyuyan cuHapoma CruBenca-/[KOHCOHA/TOKCHYECKOTO
IMHAECPMAIBHOIO HEKPOJIH3a H PEAKIHH THIIEPYYBCTBUTE/ILHOCTH, XaPAKTEPH3YIOLIHECS ChINbIO,
00LIMM HEIOMOTAHHEM M HapylueHHeM (YHKUMH BHYTpeHHHX opraHos. ClielyeT NpoBOIMTEH
MHTCHCHUBHbIH KOHTPOJb COCTOAHHS TaUMeHTOB B repsbie 18 Hexens nedenus. Crenyer
MPOBOAMTH TILATEILHBII MOHHTOPHHT COCTOSHHS IALIMEHTOB B CIy4ae pa3BHTHS H30JIHPOBAHHOM
KOokHOH cpimi. BUPAMYH nomken ormenstbcst y m000ro maupeHTa B ciiydae pa3BHTHs
BBIPQKEHHOH CBIM MJIM  CBIIIH, COMPOBOMNAAIOLICHCH OOUMMH cUMITOMAMH (TAKHMH Kak
nuxopazaka, oOpa3oBaHHe TMy3bIpeif, M3MEHEHHsl CIM3MCTOIH  00ONIOUKH TOJOCTH  pTa,
KOHBIOHKTHBHT, OTEK JiMLa, OojM B CcycraBax M MbIlILAx, o0liee HEJIO0MOraHue), BKIIOuas
cuaapom  Crusenca-/IKOHCOHA/TOKCHUECKHI  anuaepmanpHbii  Hekpoiaus. He  cieayer
BO300HOBIIATH ITPHEM HEBUpanuHa y Takux naunentos. BAPAMYH jojikeH ObiTh OTMEHEH U HE
JOJDKEH HA3Ha4YaTbCsd BHOBb B CJIyYyae pa3sBUTHUA peakUMHd TIHIEepUYyBCTBHTEIbHOCTH,
XapaKTePU3YIOUIMXC KOKHOH CbllbI0 M OOUIMMHM CHMITOMAMM, TAaKMMM Kak JIMXOpajka,
apTpairus, MAaIrks 1 iumQaaeHonaTus, a TakKe MopPaKeHUEM BHYTPEHHHX OpraHoB (renaTur,
203MHO(DMINSA, TPAHYJOUUTONECHUA H HapylIeHHEe (PYHKLHH MTOYEK).

Ilpyem HeBHpanuHa B J103¢ BbILIC PEKOMEH/YEMOH MOMKET MOBBICHTH YacTOTY H CEPbE3HOCTh
KOKHBIX peakuui, Takux Kak cuuapoM Cruenca-/[KOHCOHA/TOKCHUYECKHIT IMUAepMaibHbIH
HEKPOJIH3.

B peakux ciywasx y nalMEHTOB € PEaKlIMsAMHU CO CTOPOHBI KOXH M IEYEHH, CBA3aHHBIMH C
[IPUMEHEHHEM HEBHpaIuHa, Habmoaucs pabloMHOIH3.

[TokaszaHo, 4TO OJHOBPEMEHHOE IPUMEHEHHE Mpe/iHu3010Ha (40 MI/1eHb, B TEYEHHE MEPBHIX
14 nHeii npuema HeBUpaNMHA) HE YMEHbLIACT YaCTOTY BOSHUKHOBCHHMS CBIITH, &, HAIIPOTHB, MOKET
YBEHUYMBATB 4aCTOTY JIEPMATOJIOIMHYECKUX PEAKLMH B TEYEHHE NMEPBbIX 6 HEJe/b TepPanuu.

K uuciny ¢daxkropos pucka pasBHUTHS CEPbE3HBIX KOKHBIX DPEaKLHi OTHOCHTCS HapyIICHHE
peKOMEeHIalHK O PUMEeHeHHnH npenapata B o3¢ 200 mr B aenb (4 mr/kr unu 150 mr/m? y netei
H [OJIPOCTKOB) B TEUEHHE BBOJHOIO HAYaJbHOIO IEpUHO/A JeHeHUs. PHCK pa3sBUTHS Cepbe3HBIX
OC/I0)KHEHH# JIEPMATOJIOrHYECKUX PeaKklMii BO3pacTaeT B cilyyae NpoMeJIeHHs ¢ oOpallieHHeM 3a
MEIMIMHCKON KOHCY/IbTallMeH 110¢j1¢ Hayala CUMITOMOB. PHCK pa3BHTHS CBINTH Y KEHIIHH BBILIE,
4eM y MYKUHH, KaK B CJ1y4ae IPUMEHEHHs HEBUPANIMHA, TAK U B CJIy4ae TepanuH, He CoIeprKallei
HEBHPAIHH.

[TauuenToB HEOOXOAMMO HH(POPMHPOBATD, YTO OCHOBHBIM IPOSBICHHEM TOKCHYHOCTH IIpenapara

BHUPAMYH sBnsercs coinb. Ilanuentam ciesyer peKkOMEHI0BATh HEMEUICHHO 00palarhes K
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Bpauy, uTOOBI H30ekaTh 3aJCPKKH  MEKIY azBH%MC‘E%%mC&I%QS%E H

oOpamennem K Bpauy. B GonblIMHCTBE CiydacB Cbillb, CBA3aHHas ¢ MPHEMOM TMperapara,
BO3HHKACT B IEPBLIC WIECTh HEJAENb TEPANMH, [09TOMY HMMEHHO B TEUYEHHE 3TOro Mepuoia
HEO0X0AMMO THIaTENbHOE HAOIIOICHHUE MALMEHTOB B OTHOIICHHH JIEPMATOIOHYECKHX PEAKLH.
ITaumenTel 10MIKHBI OBITH IPOHH(OPMHPOBAHBI O TOM, YTO B CJIyYac Pa3BUTHA Kakoii-mubo chimu
BO BpeMsl JIByXHE/IEIbHOrO BBOJIHOIO MEPHO/IA JICHEHHs, 103y Npenapara He clIeAyeT MOBBILATh
JI0 TeX MOp, MOKa Chillb HE HCUE3HET. Pexum no3upoBanus ¢ npumenennem 200 Mr npenapara
OJMH pa3 B JICHb HE JOJKEH MpoJosKaThes Oosee 28 aHel Mo MpHYMHE PHCKA BO3MOYKHOIO
CHHKEHHUS YPPEKTUBHOCTH U PE3UCTEHTHOCTH, K 9TOMY MOMEHTY BPEMEHHM CIIEAyeT pa3paboTaThb
apyroit pesxkum. Oco0eHHO BajkeH TINATENbHBIH KOHTPOJIbL 3a JETbMH M TOJAPOCTKAMH, B
0COOCHHOCTH B mepBble |8 Helenb JieUeHHs, TaK KaK y THX MAlMEHTOB MOMKET ObITh HHIKE
BEPOATHOCTH 00HAPYIKEHHS KOWKHBIX PEAKLIMH I COOOIIEHHS O HUX.

Ecnu y nanuenTta noao3speBaloT HaIMUHE KOXKHOI CbINH, aCCOLMHPOBAHHON C HEBHPAIMHOM,
CJIelyeT MPOBECTH MCCIIC0BaHMs 110Ka3aTesei PyHKIMH NeYeHn. Y NalHeHTOB ¢ MOBbIILIEHUEM
aKTHBHOCTH MEYEHOUYHbIX (PEPMEHTOB yMepeHHOM U Tskesoi crenenn (ACT unu AJIT > 5 BI'H)
clle/lyeT OTMEHHTh IPHEM HEBHpAIHHA.

Peaxyuu co cmoponul nevenu:

Y nauuMeHToB, NOIyYalomMX JCUCHHE HEBUPAIHHOM, OTMEUAINChH CIYYaH Pa3sBUTHS TSHKEIOH K
yrpoxarouiel >KH3HH TenaTOTOKCHYHOCTH, B TOM u4Mcie (YJIbMHHAHTHOIO TreraTura co
cMepTesibHBIM HeXo1oM. [lepBbie 18 Henenb neueHus — 9To KpaiHe BayKHbIH NepHO, TPeOyIOHi
TILATEABHOrO HAOJIOACHMS 32 TMalMEHTOM. PHCK pa3BMTHA peakluil CO CTOPOHBI MMEUEHH
MaKCHMaJICH B TepBble 6 Heleab Tepanud. Puck, oaHako, coxpaHseTcs M Mocie 3TOro nepuoaa,
[I09TOMY Ha IIPOTSIKEHHH JICUCHUS CIIEAYET IPOJIODKUTL HaOMOACHHE C YaCThIMH HHTEPBAJIAMH.
Y HEKOTOpBIX TMAalMEHTOB, OTMEUYABLIMX PEaKlUMH CO CTOPOHbI KOKH W/MIIK  TICYEHH,
aCCOLIMMPOBAHHBIC C IPUMCHCHHEM HEBUPAINIHHA, HA0II01AI0Ch pa3BUTHE pabIOMHOIH3A.
BbicOkHil pHCK HexenaTelbHBIX PeakiMil CO CTOPOHbI [EYeHH BO BpeMsl NPOBeieHHs JH000MH
AHTHPETPOBUPYCHOH Tepanuu (B TOM YHCJIC M BO BPEMs TeparuH, BKIIOHAKOILIECH HEBHpAIHH)
OTMEYaeTCs MPH MCXOAHOM IOBbILIEHUH aKTHBHOCTH (epmeHTOB ACT mnmu AJIT Gosiee yeM B
2,5 pa3a o CpaBHEHHMIO C BEPXHEH rpaHuLeil HOPMBI, /WK NPH Hanu4uK renatuta B w/wmm C.
Kenckuit noa u nopbiieHHoe yucno CD4-knetok B Havase Tepanuy HEBUPAITMHOM Y MALIHEHTOB,
paHee HE MOJYYaBIIMX JIEYEHHs, acCOIMHPOBAHBI C TIOBLILICHHBIM PHCKOM Pa3BHTHS
HEKENIATEIbHBIX PEaKlMi CO CTOPOHbI NEYEHH. Y KEHIIHUH 10 CPABHCHHUIO C MYKUYHHAMH B TPH
pa3a MOBBIILIECH PHCK PA3BUTHS KIMHHYECKH BBIPQKEHHbIX SBJICHHH CO CTOPOHBI NMEYEHH, 4acTO
ACCOLIMMPOBAHHBIX € KOMKHOMH cCbinblo (coorBercTBeHHO 5,8 % u 2,2 %). PHCK pa3BUTHA

KIIHHHY€CKH BBIPAKEHHBIX SIBJIEHHH CO CTOPOHBI MEYCHH BBILIC Y MAlMCHTOB oboux I0JIOB, paHee

21



COOTBETCTBYET 3KCNEPTHOMY OTYETY
oT I3_9.DTEUES N2 71
HE MOoAy4yaBIUHX JeueHHs, ¢ odHapyxuBaemoii PHK BHQQLBTI%%%%W{%B%%F@HM

yuciaoM CD4-KeToK B Hauane TepanuM HeBHpanuHoM. [Ipu perpocnekTHBHOM 0030pe,
MPCUMYLICCTBCHHO — BKJIKYABLUIEM  MAalMCHTOB ¢  BHPYCHOIt  Harpyskoii BHY-1  ne
menee 50 komuii/mi, obHapyseHo, 4TO Yy KeHumH ¢ uucaoMm CD4-kierok 6onee 250/mm® B
12 pa3 noBbllIeH PHCK Pa3BHUTH KIMHHYECKH BBIPAKCHHBIX HEKEIATEIBHBIX pEakiMil co
CTOPOHBI TI€YEHH 10 CPABHEHHIO C KeHIMHamu ¢ uuciom CD4-knerok menee 250/mm’
(cootBercTBenHO 11,0 % 1 0,9 %). [loBbllueHHbIH PUCK OTMEYAIH Y MYKYHH ¢ OOHAPYKEHHEM
PHK BUY-1 B nna3me kposu u ¢ unciom CD4-kierok Gonee 400/mm® (6,3 % 1o cpaBHEHHMIO ¢
1,2% y mysxunn ¢ unciom CD4-knerox menee 400/mm?). TTOBBIIEHHBIH PHCK TOKCHYHOCTH B
3aBHCHMOCTH  OT 1OPOroBbiX 3HaueHMH CD4-kieTok He OTMEUaid Yy MAlMEHTOB ¢
HeoOHapy»KHBAaEMOH BUPYCHOMH HAarpy3Koi B muiasme kposu (menee 50 komuii/m).

HeobGxo01mmMo npouH(opMHPOBATEL NALMEHTOB O TOM, YTO PEAKLIHUH CO CTOPOHBI [ICYECHH ABJIAIOTCS
OCHOBHBIM MPOSBJICHHEM TOKCHYHOCTH mpenapata BUPAMYH, tpefyomum TiaTeabHOro
Habmonenus B nepsbic 18 nenens tepanuu. [lauueHTtam, y KOTOPBIX OTMEUAIOTC CHMIITOMbI
renaruTa, CleayeT NPEKpaTuTh MPHEM IpenapaTa H HEMEMICHHO 00paTHThCA B MEAHIIMHCKOE
yupekaeHHe s 00cnenoBaHus, KOTOPOE JIO/DKHO BK/IIOYATL OLEHKY IoKasaTesneldl (yHKUHH
MEUCHH.

Koumpons cocmosinus nevenu

bHOXMMHYECKHE HCCIICI0BAHUSA, B TOM YHCIIE U3MEPEHHs NoKa3arTeneil ()yHKIIHH MeYeHH, CIIeayeT
[IPOBOJAUTSH I€PE/] HA4YaI0M TEeparnuu HEBUPAITMHOM U ¢ HEOOXOAUMBIMH HHTEPBAJIAMH BO BpeMs
JICUEHHSI.

IIpn npueme HeBHpanMHa OTMEYAIM HAPYLUEHHS MOKas3arened (QyHKUMH MEYeHH, MHOTAa — B
NIEPBbIE HE/ICJIN JICUCHHUSL.

beccuMnToMHoe noBbllicHue akTUBHOCTH (pepmenToB nevenu u ['TT onucbiBaeTcs 4acTo U HE
sBlisieTcs 0e3yclIOBHBIM NPOTHBONOKA3aHHEM /Ul pUMeHeHus npenapata BUPAMYH.
HMccnenoBanus QYHKIMH MEYEHH CIEAYET MPOBOAMTL KajK/Able JBE HEAEIH B MepBbie 2 Mecsla
JIeYeHUs!, OJHOKPATHO Ha 3-M Mecsle U peryjisipHo B aanbHedmeM. Eciu y nanuenra ormeyaroT
CHUMIITOMBI, XapakTepHble [ IenaTuTa W/WIAM pPeakuuid THNepuyBCTBHTEIbLHOCTH, CIEIyeT
HEME/UJICHHO MPOBECTH JIabOpaTOpHbIE HCCIEA0BaHUA (DYHKIIMH TICUCHH.

B cnyuae nosenuenus aktuBHocTH (epmentoB ACT uau AJIT Gosee uwem B 2,5 pasa Bblule
BEPXHEH IpaHHIlbl HOPMBI 10 Hayajla WIH B IIpOLEcce JIeUeHHs, NoKa3aTean (PYHKIMH I1eYeHH
JIOJIKHBL KOHTPOJIMPOBATHCS Yallle BO BpeMsi perynsapHbix odcnegoBanuii. BUPAMYH ne nomxken
HA3HAYaThCs MAlMEHTaM, y KOTOpbiX HcxoaHas aktuBHOCTE ACT wnn AJIT Gonee yem B 5 pa3
IPEBLILIACT BEPXHIOIO MPAHHLLY HOPMBI (10 TEX 110p, N0Ka OHA CTaOMJIBHO HE CHU3HTCA 10 YPOBHS

MEHEE 4YeM B 5 pa3 [PEBbILIAIOIIET0  BEPXHIOW  TI'PaHUIyY HOPMbI)  (CM. pasuen
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«IIpoTHBONIOKA3aHUAN ).

Ecnu akrusnocts epmentos ACT unm AJIT noebimaercs Gosiee yeM B 5 pas Mo CpaBHEHHUIO ¢
BEPXHEH TpaHHLeii HOpMBI B Xo/e sieueHus, BUPAMYH joiken ObiTh HEMEIICHHO OTMEHEH.
Ecnn aktusrocts epmentoB ACT u AJIT Bo3sspamaercss K MCXOAHBIM 3HAYEHUAM M €CIH Yy
NalHEeHTa HE BOZHHKAIOT KAKME-TMOO0 CHMITOMBI I'€lIaTUTa MM OOLIHE CHMIITOMBI MJIM JPYyrHe
ABJICHHS, YKA3bIBAIOLME HA HAPYLIEHHS (PYHKLMH BHYTPEHHHX OPraHoB, IPUMEHEHHE MTpenapara
BHUPAMYH moxer ObiTh BO30OHOBICHO (€CIHM CYIIECTBYET KIMHMYECKAs HEOOXOIMMOCTD).
Petenue 06 5TOM 10/KHO IPUHHMATBLCS B KQXK0M OT/EILHOM CIIyUae, HCXO/A U3 KITHHHYECKOI
HeoOXxoaumocTH. TlosropHoe HazHauyenue npenapata BUPAMYH 10mKHO OCYLIECTBIATBCS B
YC/IOBHSIX MOBBILICHHOH KIMHMYECKOH M JIaOpaTOpHOM HACTOPOKEHHOCTH, B HaYalIbHOI 103€
200 mr/nens (B Teyenne 14 ameit), ¢ mocneayommm ce nopbimeHneM 10 400 mMr/aens. Ecau
HapyleHus: QYHKUMH [eueHd Bo300HOBIsOTC, BUPAMYH no/oken ObiTh OKOHUATENBLHO
OTMEHEH.

Bpauu u nauueHThl 10/KHBI HACTOPOIKEHHO OTHOCHTBLCH K TAKMM MPOAPOMANIbHBIM NPU3HAKAM
WIH  CHMNTOMAM  TeNaTHTa, KAaK aHOPEKCHs, TOLIHOTA, JKEATyXa, OuIupyOHHemus,
obecuBeunBanne Kajua, remaTroMeraius Wik 00Je3HEHHOCTb neveHu. [laluenTsl J0MKHBI ObITh
NPOHH(OPMHPOBAHBI 0 HEOOXOAMMOCTH OOpalleHHs 3a MEAMIMHCKON KOHCYJIbTAIMEH B TAKHX
ClIyyasix.

B ciyyae passuTHs renartuTa, COnpoBoXIaOMIErocs TAKHMH KJIHHHYECKHMMH TIPOSIBICHHSMH, KaK
AQHOPEKCHs, TOIHOTA, PBOTA, KEITYXa, H H3MEHEeHHeM J1adopaToOpHBIX MoKa3artesieil (YyMepeHHbIe
WIIH 3HAYUTEJIbHBIC M3MCHCHHS IOKasareiaed (yHKuuu neveHu, 06e3 yuera akrtuBHoctu I'TT),
HEBUPANUH JA0/DKEH OTMEHATLCS oKoHYaTe1bH0. BUPAMYH He nomken Ha3HavaThCs MOBTOPHO
TEM TIALMCHTaM, Y KOTOpbIX MOTpedoBajlaCh €ro OTMEHA BCJCACTBHE PA3BMTHUS KIHHHYECKH
BBIPAJKEHHOIO I'eNaTUTAa, BEI3BAHHOTO HEBHPAITHHOM.

3aboresanus nevenu

besonacHocts M sddexrusHocTs npenapata BUPAMYH He ycTaHOB/ICHBI Y MaUMEHTOB CO
3HAYUMBIMH COIYTCTBYIOWMMH HapylEHUs MU cO cTopoHbl neuycHu. [lpenapar BUPAMYH
NPOTHBOINOKA3aH MalMEHTaM ¢ HapylleHHEeM (YHKIMH neuyeHn Tsokenoit crenenn (kiace C no
wkane Yaing-Ilsio; cm. pasgen  «[IporuBonokaszanus»). Ilo pesyabTaTaM HCCICAOBAHUS
(papMaKOKMHETHKH, CJICyeT C OCTOPOKHOCTBIO HA3HAYATH HEBHPAIIMH [ALIMEHTAM C HAPYLLIEHHEM
(GYyHKUMH NeYyeHH yMepeHHO# cteneHu (knace B no mkane Yaiina-IIeio). Y naumeHTos ¢
xpoHuueckum renaturom B owim C, momyuarommx KoMOMHMPOBAaHHYIO AHTHPETPOBHPYCHYIO
TEPanuio, CyMEeCTBYET NOBBIIECHHbBIH PUCK PAa3BUTHA TSKEIbIX H IMOTEHLHAIBLHO CMEpPTeIbHbIX
HEKEJIATC/IbHBIX PEAKLUMH CO CTOPOHBI NeveHH. B ciydae conmyTcTBYIOIEH aHTHBHPYCHOM

TEparHH reraTura B unu C H606X0}1HMO O3HAaKOMHTBCH C HHCTPYKUHAMH 110 [IPHMEHEHHIO 3THX
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Y ManMeHToB ¢ paHee CyIEeCTBOBABIINM HapylieHHeM (DYHKIMH TIeUCHH, BK/IIOYAs XPOHHYECKHIT
AKTUBHBI CNIATHT, MOBBIICHA YaCTOTa HAPyEeHHH (QYHKINH NCYeHH NpH KOMOMHHPOBAHHOMH
AHTHPETPOBUPYCHOH TEPAIINH, 109TOMY HaOII0ICHHE 32 TAKUMH MALMEHTAMH CIIEAYET IPOBOAHTh
COrnacHoO craHiaptHoii npaxktuke. Ilpu mpusHakax mporpeccHpoBanus 3a00J€BaHMS MEYEHH Y
TAKHX MALMEHTOB CJICAYET PAcCMOTPETh BO3MOKHOCTbL BPEMEHHOTO [PEPLIBAHUS  HIIH

MNpeKpamcHuA JICYCHUA.

Hpyveue npedocmepesicenus

[TocTkoHTakTHAs npoduaakTHKa JIMil, KOTOpbie He Obutk HH(UUUposansl BUY, ne otHocHTCs K
YMC/y OMOOPEHHBLIX MOKa3aHWH Ul NPHMEHECHMS INpernapara W I03TOMY KAaTEropHYecKH He
pexomenayercs. Ilpw  muHorokpatHom npumeHeHun npenapata BUPAMYH ¢ uwensio
MOCTKOHTAKTHON NPOMMIAKTHKM JIMLL, KOTOopbie He Obuin uuduuuposansl BUY, coobuanocs o
TSKENIBIX  MPOABJIEHUAX TElNaTOTOKCHYHOCTH, B TOM 4YHCIC O pa3BHTHH [E€YEHOYHOM
HEJI0CTaTOYHOCTH, TpeOyIolleii TpaHCIUIAaHTALIMH TICUYSHH.

¥ naumenros, noaydaommux BUPAMYH unu mo0yio apyryio anTHpeTpOBHPYCHYIO TEpariuio,
MOTYT [POJOJKATE PA3BHBATLCA ONIOPTYHUCTHYECKHE HH(EKIMH U ApyTHe ocnoxHeHnus BUY-
uHpekuun. IloaToMy Takne ManMeHThbl JOJKHBI OCTaBaThCA MOJ TILATEIbHBIM HaOIIOACHHEM
Bpaua, MMCIOLIEro OIBbIT JieueHus 3aboneBaHuii, accouuupoBaHHbiXx ¢ BUY-undexuuei.
CaezieHuil 0 cnocoOHOCTH HEBHPAIIMHA YMEHbIIATH PUCK FOPH30HTANbLHOI TpaHecMuccnn BUY-1
JIPYTHM JIMIIaM HE UMEeTCs.

Hecmorpst Ha To, uTO criocobHocTk npenapara BUPAMYH npenorspamars tpanemuccuto BUY-
| MH(pEKUMH OT MaTepH, paHee He NMOJTyYaBIIeH pyrue aHTUPETPOBUPYCHBIE Npenaparsl, pebeHKy
yCTaHOBJICHA, U1 MUMHUMH3aLUH BO3MOKHOCTH nepenayn BUU-1 pebenky pexomenyercs 6onee
HHTEHCHUBHOE JIEYEHHE MATepH JI0 POAOB C MPUMEHEHHEM KOMOMHALMII aHTHMPETPOBHPYCHBIX
npenapatoB (Korja 3TO BO3MOXKHO). Y IKEHIIHH, paHee MOJyYaBLUIMX OJHOKPATHYIO 103y
HEBMpanuHa B UedsX npeporspailenus Ttpancmuccun BHWY-1 or marepu k peOenky,
ypdexktusHocts npenapara BUPAMVYH, npumensitomierocss B cocraBe KOMOWHHPOBAHHOM
Teparuu, KOTOPYHO JIaHHbIE JKEHLIHHBI [10J1Y4aloT B LEJIAX JICYCHUS, MOKET CHUKATLCS.

Y SKEHIUIMH, TNPUHUMAIOIIMX HEBUPANWH, HE CIEAYeT MPHUMEHAThL TOPMOHAIbHBIE METO/bl
KOHTpAaLENUHU, OTAMYHBbIE OT Jeno-melpokcunporecrepoHa auerata (JAMIIA) B kaudecrBe
OCHOBHOI'O METO/1a, TAK KAaK HEBUPAIMH MOKET CHUIKATh UX KOHLUeHTpauuu. [To 1ol npuunne u
Ul cHMaKeHMst pucka nepeaaun BUY pexomennyercs OapbepHas KOHTpauenuus (Hanpumep,
npe3epsatusbl). Kpome Toro, B ciyuae HpHMEHEHHS BO BpeMs TeparnuH HEBHPANHHOM
NepopabHbIX KOHTPALCIITHBOB C LIE/1bI0 TOPMOHAILHOH 3aMECTHTE/ILHONH Tepanui, HeoOXoauM

KOHTPOJIb TepaneBTHYECKHX IPPEKTOB JieueHHs.
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Macca mena u memaboauyeckie nokasameni:

Bo Bpemsi aHTHpeTpOBHpYCHOH Tepanmuu MOXeT HabII0aThCS YBEJIMUCHHE MAcChl Tena H
TMOBBIICHHE KOHLUCHTPALMI JIMITH/I0B U INTIOKO3bl B KpoBH. KOHTpPOJIb 3a001€BaHusA M H3MEHEHHE
00pasa KM3HM TAKXKE MOTYT BIMATH HA ITH M3MEHEHHUs. J|s HEKOTOPBIX CIyyaeB MONYYEHbI
AaHHBIE, MOATBEPAIAIOLINC BIIMAHUE TEPANIMH HA KOHLIEHTPALIMIO JIMIIHI0B, 0JJHAKO HET JAaHHBIX,
MOATBEPHKAAIOLIMX CBA3b YBEJIMYEHHS MACChl TEId C KAKUM-THOO KOHKPETHBIM BHJIOM JICUEHHS.
[Ipd MOHHMTOPMHIE KOHUEHTPAUMii JIMIMAOB W TIIIOKO3bl B KPOBH HEOOXOAMMO CIEIOBATDH
YTBEPK/JICHHBIM  pYKOBOACTBaM 110 JieueHHto BHY-undexuun. Jleyenne mnauumeHToB ¢
HapYHWICHHAMH JIMITMIHOrO OOMEHa CJICIyeT MPOBOAMTH B COOTBETCTBHH C KIMHHYECKUMH
MOKa3aHUAMM.

B knmuHHyeckux uccnenoBaHusax npuem npenapara BUPAMYH accoluupoBaH ¢ MOBBILIEHHEM
yposus xonecrepuna JIIBII w ¢ nosbimennem otnomennst xonecrepuna JIIBIT k obuemy
XonaecTepuHy. B OTCYTCTBHME KOHKPETHBIX HCC/IEIOBaHHH KIMHHYECKAas 3HAYUMOCTb OJTHX
pe3yibTaToB HeussecTHa. Kpome Toro, He Obulo paHHbIX O TOM, uTo npenapar BUPAMYH
BbI3bIBACT HAPYLICHHE OOMEHA MIIOKO3bI.

Ocmeonekpos:

OTHONIOINS  OCTEOHEKPO3a  MyJIbTH(AKTOPHAIbHA  (MPHUMEHEHHE  IJIIOKOKOPTHKOCTEPOH/IOB,
ynoTpeOieHHe ankorosis, TsKelas HMMYHOCYNPECCHS, MOBBILICHHE HHIEKCA Macchl Tena),
Clly4an OCTCOHEKPO3a OTMEYAJIMCh Y MAlMEHTOB C pa3BepHyToi craaneit BUU-undexumun w/unm
JUIMTEJIBHO MOJTy4aBIIMX KOMOMHHPOBAHHYIO AHTHPETPOBUPYCHYIO Tepanuio. [lalMesTsl 101KHbI
ObITh mpeaynpexkaeHbl 0 HeoOXoAMMOCTH obpallueHHs K Bpady B Cilydae JOMOTHI M 0OIM B
CycTaBax, TYrOnoABHKHOCTH CYCTaBOB MJIM TPYAHOCTH TPH JABHIKEHHH.

Cunopom 60ccmanosientss UMMYHUMema:

Y nauuenToB, uHpuuupoBaHHeIX BUY-1, npu Hajin4uu 3HaUMTENBHOTO UMMYHoAe(DHIIMTA BO
BpeMsi Havajlla KOMOMHMPOBAHHOH AHTHPETPOBUPYCHON Teparud MOMKET BO3ZHHUKATh (MM
YCHIIMBATHCS) BOCMIAJIMTEIbHAA peakuus Ha OECCHMITOMHO CYLIECTBYIOLINE HIIH PE3UIYAIbHBIE
OIMOPTYHHCTHYECKHE  MH(MEKIHOHHBIE MHMKPOOPIaHW3MbI, YTO T[PHBOAMT K  TSKCIBIM
KIIMHUYECKUM COCTOSHHMAM. B THIHYHBIX CioyyasX TakHe peakiuu HabIl0JaloTcs B TEUEHHE
MEPBBIX HECKOJIBKHX HE/IC/Ib I MECALIEB MOC/IE HaYalIa KOMOMHHPOBAHHON aHTHPETPOBHPYCHOI
Tepanuu.  XapakTepHbIMM  TIPUMEPAMH  SBISIOTCS  LMTOMEraJOBHPYCHBIA  PETHHHT,
TeHEPAIH30BAHHbIC H/HIIM JIOKaIbHbIE HH(EKIINH, BbI3bIBACMbIe MUKOOAKTEPHSIMH, H THEBMOHHS,
Bbi3biBacMas  Pneumocystic.  AyroummyHHblie  3abosneBanus  (Hanpumep,  Au(pQy3HbIH
TOKCHUYCCKHH 300 M ayTOMMMYHHBIIl TenaTUT) TakkKe MOTYT OTMEYaThesl B Cydae CHHAPOMA
BOCCTaHOBJICHUA UMMYyHHTEeTa. OHAKO Takue 3a00/IeBaHUsl MOTYT BOSHHKHYTh Yepe3 HECKOJIBKO

MCCALICB IMOCJIC Havyajla JICYEHHUS. CnenyeT AHAJIM3UPOBATH M00bIe CUMITTOMBI BOCIAJIEHHS M npu
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CornacHo J0CTYNHBIM JaHHBIM 1O  (JAPMAKOKMHETHKE, HE PEKOMEH/IYETCS COBMECTHOE
NpUMEHEHHE pudamnuimna ¢ HesupanuuoMm. Takke, He PEKOMEHIyeTCs KOMOHMHHMPOBATH
npenapar  BAPAMYH ¢ adasupensom, kerokonasonom, ITPABUPHHOM, PHIMTHBHPHHOM,
DJIBUTErPABHPOM (COBMECTHO ¢ KOOHMIIMCTATOM), aTa3aHaBUPOM (COBMECTHO C PHTOHABHPOM),
(ocamnpenaBupom (eciu He npUMeHseTCs O/IHOBPEMCHHO PUTOHABHP B HEOONIBILOH J103€).
I'panynoyumonenus:

[Ipumenenne 3u10ByIMHA 4ACTO MPHBOAMT K Pa3sBUTHIO TpaHyIouuToneHnd. Takum obpazom,
PUCK Pa3sBHTHA TPAHYJIOUMTONCHHH MOBBIICH Y MAUMEHTOB, OJHOBPEMCHHO MPHHUMAOIIHX
HEBUPAIIHH M 3MJIOBY/HH, OCOOCHHO y HETEH M IOAPOCTKOB, H y MALMEHTOB, MOJYYAIOIIHX
BBICOKHE J103bl 3HIOBY/IMHA, @ TAKXKEC y NAUMEHTOB C HH3KUM KOCTHOMO3IOBBIM PE3€PBOM, B
YAaCTHOCTH y NALUMEHTOB ¢ nosauel craaneii BUU-undeximn. Y Takux nauuentos cieayer
NPOBOJMTE TIIATEIbHBIH MOHMTOPHHT MOKa3aTeeii 001ero aHaims3a KpoBu.
Funepwyecmeumeﬂbuocmb.'

Caxaposa: npenapar BUPAMVYH, cycnensus ais npuema BHYTPb, CONEPKHMT Caxaposy B
konuuecrse 150 Mr/mn.  [laumentaM ¢ peAKHMHM — HACIEACTBEHHLIMH  HAPYIICHHAMM:
HEMEPEHOCHMOCTBIO  (PPYKTO3bI, ManbabCOpPOIMEH TIIOKO3bI M TalaKTO3bl WM Caxapaso-
M30MaJIbTa3HOH HEOCTATOYHOCTBIO HE CIICAYET IPUHUMATh TOT JICKAPCTBEHHbIH Mpenapar.
Copburon: npenapar BUPAMYH, cycnensus ais npueMa BHYTPb, COAEPKMT COpPOMTON B
Kosimuectse 162 mr/mi. [NaumenTtam ¢ HacneACTBEHHOI HenepeHOCHMOCThIO hpykTo3bl (HHD) He
ClIelyeT NPHHUMATL/HA3HAYATh AaHHbIH JICKAPCTBEHHBIH Tpenapar.
Merunnaparuapokcubensoar M MpOMMANaparuApokcuOeH30ar:  npemnapar  COHAEPKHT
METHINaparHpoKcHOeH30aT U MPONUINaparnapokcnOeH30aT, TH BEIIECTBA MOTYT BbI3BIBATH
ajJIepruueckre peakiuu (BO3MOMNKHO 3aMEUICHHOTO THIIA).

Harpwuii: oanokparnas nosa npenapata BUPAMYH coaepxkur Menee | MH/UIMMOJIS HaTpus

(23 Mr) - TO ecThb, MPAKTHYECKH HE COACPKHUT HATPHS.

Biausinne Ha cnocoGHOCTD YHpaBjaiaTh TPAHCNOPTHBIMH CPeACTBAMH H MeXaHH3MaMH

CrieunanbHblX HCCIEA0BAHUH B OTHOLIGHHH CIOCOOHOCTH K BOMK/IEHHIO aBTOTPAHCHOPTA M
YNPaBJICHHIO MEXaHHU3MAMH HE TMPOBOAMIOCH. OJHAKO MauMeHTaMm cieayer cooduarb, YTO BO
Bpemsi JieueHus rnpenapatom BUPAMYH Bo3MOkHBI HexenatenbHbie PeakiMH, TakKHe Kak
YTOMJIAEMOCTb W rosioBHas 601b. [103TOMY BO BpeMsi BOM/IECHHS aBTOMOOWIIS WIIH yIpaBJieHHUs
MEXaHU3MaMH CJIEIYET PCKOMCHI0BAaTh COOMI0AaTh OCTOPOKHOCTh. ECIHM NMalMeHT OllylaeT
YTOMJICHHE MJIH JKQJIyeTCs Ha TOJI0OBHYK O0sib, TO TakuMX MOTEHLHAILHO ONACHBIX BHJIOB
JACATCIBHOCTH, KaK BOXKICHHUE aBTOTPAHCIOPTAa MJIM YIpaBICHHE MeXaHHU3MaMH Cleayer

n3berars.
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(DO])MH BBINYCKA lﬂl.:' Cll E;:l': WATENBHOCTS ':]CDSI

Cycnensus jnst mprema BuyTph 50 Mr/5 mu.

[To 240 M1 BO (J1akoOH M3 MOJMITHIIEHA BBICOKOH MIOTHOCTH. Katbiii (naxon, ykynopeHHbii
MJIACTHKOBOH 3aBMHYMBAIOLIEHCS KPBILIKOI ¢ KOHTpOJIeM BCKPBITHS OT JIETEH M NPO3pavyHoOii
MICHKOH, ¢ MHCTPYKLHEH 110 NPHMEHCHHIO NOMELIAIOT B KAPTOHHYIO [a4KY, TAKKE B KapTOHHYIO

MauKy MOTYT ObITb 100aB/IEHBI ILIACTMACCOBBIH MEPHBIF HINPHIL M AONOIHUTE/bHAS KpbILIKa.

YcaoBus xpanenus

XpauuThb npu Temneparype e polie 30°C.

XpaHUTb B HEJIOCTYIIHOM /IS IeTeil MecTe.

Cpok roanoctu
3 roja.
IIpenapar pgomkeH ObITh HCIIOIB30BAH B TEUEHHE 6 MECSIEB ¢ MOMEHTA BCKPBITHS (u1aKoHa.

He ucnonb30Bath nocie ucreyeHus CpOKa rotHOCTH.

YcaoBus ornycka

OTtnyckaroT 1o peuenry.

HanmenoBanue u aapec I0pHIHYECKOT0 JIMIA, HA HMSI KOTOPOT0 BHIIAHO PErHCTPALHOHHOE
YA0CTOBEpeHHe

bepunrep Murensxaiim Untepuewntn I'moX

bunrep Wlrpacce 173, 55216 Unrenbxaiim-na-Peiine, ['epmanus

HaumeHoBaHHe M apec MeCTa 0CYIIECTB/ICHHS NPOM3BOACTBA JEKAPCTBEHHOI0 Npenapara
Becr-Bopa Konymbyc Uk,

1809 Yuncon Poyu, Konymbyc, Oraiio 43228, CILLIA

IMoayunTs aonoaHnTEALHYI0 MHDOPMALMIO 0 mpenapare, a TAK/Ke HANPaBHTbL CBOH
NPETEH3HH H HHPOPMALHIO 0 HEKeNATEILHDIX SIBJICHHIX MOJKHO 110 CJICAYIOIEMY ajpecy B
Pocenn

00O «bepunrep Murenbxaiimy»

125171, Mocksa, Jlennnrpazackoe mwocce, 16A, ctp.3

Ten: +7 (495) 544 50 44

Dakc: +7 (495) 544 56 20
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