COOTBETCTBYET ZKCNEPTHOMY OTUETY
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I[10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA
BUPAMYH®

Toprosoe HaumenoBanue: Bupamyn®

MexayHapoaHOe HEMATEHTOBAHHOE WM I'PYNIIHPOBOYHOE HAUMEHOBAHUE: HEBUPAIIUH
JlekapcTBeHHas (popMa: CyCrieH3Us JJIs IpUeMa BHYTPb

Cocras:

1 Mt CYCIICH3MU JJIA ITpUEMa BHYTPb COACPKMUT.

HeticTByromee BemectBo: 10 Mr HeBupanuHa, 4yTo cooTBercTByeT 10,35 Mr HeBupanuHa
reMHUruapara

BcnomoratenbHble BelecTBa:

Kap6omep (Kapbomep 934P) — 2,1 mr, momucop6ar-80 — 0,5 mr, copouton-70 — 231,3 wmr,
caxapo3a — 150 mr, merunmaparuapokcuOenzoar — 1,8 Mr, mponmInaparugpokcudeHzoar —

0,24 mr, Hatpus ruapokcun (nemwietsl) — 0,35 Mr, Boga ovnIneHHast — 10 1 M.

Onucanmue:

benas wnu noutu 6enast OJHOPOIHAS CYCIIEH3HSL.

dapmakoTepaneBTU4YecKkas rpynmna: [[poTHBOBUPYCHBIE MpenapaTbl CUCTEMHOTO JIEUCTBUS;
IPOTHBOBUPYCHBIE Tpenaparbl MPSIMOTo NEHCTBUSA; HEHYKJICO3UIHbIE WHTHOMTOPHI 0OpaTHOM
TPAHCKPHUIITA3bL

Kox ATX: JOSAGO1

dapmakoJIornyecKue cBoiicTna:

Dapmakoounamuxa

HeBupanun - HeHyKJI€O3UIHBI WHTHOUTOp oOpartHOM Tpanckpunrtazel (HHUOT) Bupyca
ummyHonedpunmra yenoseka 1 tuna (BUY-1). HeBupanuH HEmocpeCTBEHHO CBSI3BIBACTCS C
o0OpaTHO# TpaHcKpunTa3oit u 6okupyet aktuBHOCTh PHK-3aBucuMmoit u JIHK-3aBucumoit JJHK-
MOJIMMEpa3bl, BBI3BbIBAs pPA3pyILICHHE AaKTUBHOTO LEHTpa 3Toro ¢epmenta. HeBupanun He
KOHKYpUPYET C MaTpuuHbIMH Tpudocharamu win Hykiaeoduarpudocharamu. Hepupanun He
UHTuOHUpyer obpaTtHyio Tpanckpuntasy BUY-2 u JIHK-momumepasbl KIETOK 3yKapHOT (Takue
kak, [IHK-monmumepasa uenoseka a, f3, y wiu J).

HeBupanun He J0JDKeH MPUMEHSATHCS B KayecTBE MOHOTepanuu i jieueHuss BUY-undexym
WA J00aBIATHCS B KaueCTBE €JMHCTBEHHOIO Mperapara K pexuMy Teparnud, OKa3aBIIEeMYCs
HeapdexkTuBHbIM. Korjga HeBHpanuH TPUMEHSETCS B KadyecTBE MOHOTEpamnuu, OBICTPO
pa3BHUBaeTCsd YCTOWYUBOCTH BUpPYCa, UYTO XapaKTEpPHO W IS BCEX APYTUX HEHYKJIEO3UTHBIX

UHTUOUTOPOB OOPATHOM TPAHCKPHUIITA3HI.
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KOMOMHAIIMM C HEBUPAIMHOM, CJIEAyeT NMPUHUMATh BO BHHMMAaHHE JaHHBIE O BO3MOXHOCTH
Pa3BUTUS NIEPEKPECTHON YCTONYMBOCTH.

[Ipy oTMEeHEe aHTHUPETPOBHPYCHOI'O PEKMMa TEpANUU, COAEPIKAIEro HEBUPANHUH, HEOOXOIUMO
YUUTBHIBaTh JUIMTEIBHBIA MEPUOJA TOJYBBIBEEHUS 3TOro mpemnapara. Eciu oJHOBpeMEHHO
IpeKpamaeTcs MPUMEHEHHE aHTHPETPOBUPYCHBIX CPEICTB C 0ojee KOPOTKUMH, YeM Y
HEBUpANNHA, TIEPUOJAMH TOJYBBIBEICHUS, TO BCIEICTBHE HU3KOM KOHLIEHTpAIMHM HEBUpAINUHA,
COXPaHSIONICHCS B TEUCHHE HEETH Wi 00jiee, MOXKET pa3BUTHCS yCcToMYnBOCTh K BIY.
DapmakoKkunemuxa

Bspocnvie

HeBupanun xopomo (>90 %) BcaceiBaeTcs TpH MEpOpaIbHOM mpuemMe. AOCOMOTHAs
OMOJOCTYHOCTh IMOCIe MPUMEHEHUS OAHOKPATHOW O3Bl Mpemnapara COCTaBIsET AJis TaOJIeTOK
50 mr — 9349 % u n1s pactBopa Uit mprema BHYTpb — 91 + 8 %. MakcumanibHasi KOHLIEHTpanus
(C max) HeBWpamuHa B IJIa3Me€ IOCJIE€ OJHOKPATHOTO mpuema mnpenapara B go3e 200 mr
ompezensiachk yepes 4 yaca u coctamsiia 2 + 0,4 mxr/mi (7,5 Mkmods). [locae MHOTOKpaTHOTO
npuema mpemnapata B go3ax oT 200 mo 400 mr/menp makcumanbHas koHreHTpamus (C max)
HEBUpAlKMHA yBEIWYUBaAlIach JMHEHMHO B 3aBUCHMOCTH OT BEIWYMHBI J03bl. PaBHOBecHas
KOHIIGHTpalus MpH npueme npemnapara B go3ze 400 mr/aens cocrasnsina 4,5 £ 1,9 mxr/ma (17 +
7 MKMOJIb).

HeBupanun oOnanaer BBICOKOW JUMOPMIBHOCTHIO M MPAKTUYECKH HE HOHU3HMPYETCA MpHU
¢uznonornueckom 3HaueHun pH. Ilocme BHYTPUBEHHOTO BBEAEHHUS 3/I0POBBIM B3POCIBIM
noOpOBONIBIIAM PAaBHOBECHBIM 00beM pacmpezeneHuss HeBupanuHa (Vdss) cocrapmsin 1,21 =+
0,09 5i/kr, 4yTO yKa3bIBAaET HA IIMPOKOE paclpesielieHue npenapara B Tkausx. HeBupanus xopoio
IIPOHUKAET 4Yepe3 IUIalleHTapHbIA Oapbep U ompeaensercss B rpyJHoM Moiioke. CBs3bIBaHUE
HEeBUpanuHa ¢ OelIKaMu IIa3Mbl KPOBU COCTaBIIAE€T 0Koyo 60 %, ero KOHIEHTpaIs B Ijla3Me
BapbupyeT oT 1 mo 10 mxr/miu. KoHueHTpaus HeBUpanvHa B CHMHHOMO3TOBOHM JKHIKOCTU Y
yenoBeka coctaisieT 45% (+ 5 %) oT m1a3MeHHOMH; 3TO COOTHOILIICHUE IPUMEPHO COOTBETCTBYET
dbpakuuu npemnapara, He CBI3aHHOU ¢ OEJIKaMU TIJIa3MBbl.

MeTta0o0s113M HEBUpANHMHA OCYIIECTBISETCS, B OCHOBHOM, C ITIOMOIIBIO0 M30()€PMEHTOB LIUTOXPOMA
P450 u3 cemeiictBa mzodepmentoB CYP3A, NOMONHUTENBHYIO POJb MOTYT UTpaTh U JApPYrHe
uzopepmenTsl. HeBupanun  OuorpanchopMupyercs 0 HECKOJIBKHX  THAPOKCHIIBHBIX
MeTaboIUTOB.

[Ipu BBeEHMH OMHOKpAaTHOH 1036l (50 Mr), MeueHHOro H30TomoM Hepupamuua *C Ha QoHe
YCTOMUMBOTO COCTOSTHUS (hapMaKOKMHETUKH BBIBOJIMIOCH mpumepHo 91,4 + 10,5 % medenHoi

M30TOMNOM J103bl IIpenapara, npeumyiectseHHo (81,3 £ 11,1 %) noukamu 1, B MEHbILIEH CTETICHU
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(10,1 £ 1,5 %), KHIIEYHUKOM.

Bonee 80 % '*C-neBupanuna, 06HApyKEHHOTO B MOUE, OBLIO CBA3aHO C THAPOKCUIMPOBAHHEIMH
MeTa0O0IUTaMU KOHBIOTATOB INIIOKYpOoHHUa. Takum 06pa3zom, OCHOBHOM ITyTh OMoTpanchopMariu
U BBIBEJICHUS HEBHpAIIMHA y YEJIOBEKa COCTOMT B MeTaboiM3Me ¢ ydacTHeM H30(epMEeHTOB
nuroxpoma P450, KoHBIOTAMKM C TIIFOKYPOHHUJIAMU M KCKPELUH METaOOIMTOB, CBS3aHHBIX C
IIOKYpPOHUJAMH, Touykamu. Tonbko Hebonbmas jgons, MeHee 5%, '‘C-neBmpanmua
(cooTBeTcTBOBAaBIIAs <3% OT 001IIEH 103b1) BEIBOJMIIACH IOYKAMU B HEM3MEHHOM COCTOSIHUH.
HeBupanun sBisieTcsi mHIyKTOpoM u3odepMeHToB nutoxpomMa P450 B medyenu. Ecnu mocre
npueMa OJHOKPAaTHOW 03Bl JICYCHUE NPOJOJDKaeTcs B TeueHue 2-4 Hemenb (mpuem 200-
400 Mr/nens), To mokazarenu (HapMaKOKUHETHKH XapaKTEPU3YIOTCS ayTOMHIYKIHEH: KIMPEHC
HEBUpAaINMHA [10CJIe IIPUEMa BHYTPb BO3pacTaeT NpUMEpPHO B 1,5-2 pa3za. AyTOMHAYKIHS TaKXe
MPUBOJIUT K COOTBETCTBYIOIIEMY COKPAIICHHUIO NIEPHOia OTyBBIBEICHUS HEBUPAITMHA: TPUMEPHO
¢ 45 JacoB (1mocie 0 JHOKPaTHOTO MpruemMa) 10 0koJio 25-30 yacoB (1mocae MHOTOKPATHOTO MMpUeMa
npenapata B 1o3ax 200-400 mr/neHs).

Lon

Kinnpenc HeBupanvsa y ;xeHIIMH Ha 13,8 % MeHbllIe, 4eM y My»4HMH. DTO pa3Inyue He CUNTAETCA
KIIMHUYECKH 3HAUUMBIM.

Heoocmamounocmb ¢hynxkyuu novex

[Toueunass HemOCTaTOYHOCTH (JieTKasgs — KiaMpeHc kpeaTmHuHa 50-80 MiI/MHMH, yMepeHHas —
kiupeHc kpeatuauHa 30 — 50 MJI/MUH WK TsDKeTas — KIIMPEHC KpeaTuHUHA MeHee 30 MII/MUH) He
MPUBOJUT K IOCTOBEPHBIM U3MEHEHUSIM (DapMaKOKWHETUKU HeBupanuHa. OHAKO y MalleHTOB C
TePMHUHAILHOW CTaJMel TOYEYHON HEIOCTATOYHOCTH, TpPeOYyIomeld NpPOBEACHHS TUaIIN3a,
O0TMEYaJIOCh YMEHbIICHHE IJIOUIAaU MOl KpUBOH «koHIeHTpauus — Bpems» (AUC) Ha 43,5 % u
HAKOIUICHHWE THAPOKCHJIMPOBAHHBIX META0OJUTOB HEBHpAIlMHA B IJIa3Me, MO3TOMY B3POCIBIM
nanueHTaM PeKOMEHIYeTCsl BCIoMoraTelibHas Tepanus HEBUPAMHOM C IMPUMEHEHHUEM I0CIie
KOKJOr0 CceaHca Juain3a JIONOJIHUTENbHOM 103bl, cocTaBistomeid 200 Mr, KoTopas
KOMIIEHCUPYET BIIMSHUE IMaIN3a Ha KIMPEHC Mpenapara.

Heoocmamounocmuv pynxyuu neuenu

BUPAMYH He nomkeH NPUMEHSTHCS Y TTAIIUEHTOB C TSHKEIBIMA HAPYIICHUSIMU (DYHKITAN TICUCHU
(xnace C no knaccuduxanuu Yaitnga-I1s1o).

[TaruenTam ¢ JETKUMH U YMEPEHHBIMH HapyHICHUSMU (YHKIMH MMEYEHH HE TpeOyeTcs moadop
7103, HO 32 TaKMMH MalMeHTaMH HEOOXOAMMO THIaTebHOE HAOIIOJEHHE B LENSIX PErucTpaluu
HE)KeJaTeJIbHBIX JIEKaPCTBEHHBIX PEaKIUil.

Hemu (8 kKiunuyeckux uccied08anusx yiacmeosanu oemu om 3 mecayes 0o 16 iem)

Hepuparnus, npuMeHsBIIniics B 103ax 4/7 mr/kr u 150 mr/m2, 6611 2hhekTHBEH 1 6e30IaceH Ipu
9 9
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UCTIOJIb30BaHUM O0OMX PEKUMOB JIO3UPOBAHHMS OTMEYAIOCh CYIIECTBEHHOE YBEIMUYCHHE
nporienta CD4+ kierok k 48 Henene. O0a pexxuma JO3MPOBAHUS Takke d()(HEKTUBHO CHIDKAIN
BHUPYCHYIO Harpysky.

[Tocne mepopalibHOTO MpUEMa HEeBUpANHHA KIUPEHC Mpenapara y JeTei yBelnyuBaics Mo Mepe
YBEJIMUYEHHUS BO3pAcTa NALMEHTOB, YTO COBIAJAJI0 C YBEIMYEHUEM ILIOMAAN TOBEPXHOCTHU Tea.
Cpennss 6azanbHas KOHIIEHTpPAIUs HEBUPAMMHA MOC/Ie NPUMEHEHHUS fpenapara B go3e 150 mMr/m?
IBa pa3a B JieHb (BCle[ 3a JIBYXHEIEIbHBIM BBOJHBIM IEPHOJOM IpueMa Ipernapara B J03€
150 mr/m? otMH pa3 B JIeHb) COCTaBIIsIA 4 — 6 MKI/MJI (4TO COBIAAET C JAHHBIMH Y B3POCIHIX).
Hoeopoacoénnvie

Y  HOBOpoXAEHHBIX (pomuBmmxcs y BUWY-1-unpuuupoBaHHBIX Mareped, OIHOKPATHO
nosyunBiux 200 Mr HeBUpanuHa BO BpeMs POJIOB) MOCIe IPUMEHEHHS CYCIIEH3UH HEBUPAIUHA
B 03¢ 2 MI/KI B Te€U€HHUE 72 4acoOB MOCIE POXKJIEHUS NEPUOJ MOJIyBBIBEICHUS HEBUpPAIMHA
cocraBisn 47 yacoB. KoHLleHTpanys HEBUpANMHA B IUIa3ME B TEUEHUE NEPBOM HENEIH KU3HU
coctasisiia 6omee 100 Hr/mit.

V nereil B Bo3pacte J0 3 MECAIEB KOHIIEHTpalUs HEBUpAIMHA COBIAJaja C KOHLEHTpPAIUEH,
YCTAHOBJICHHOM Yy B3pOCIBIX M Yy JeTed Jpyroro BO3pacTa, HO OTIWYAIACh OOJBIICH

BaprabeIbHOCTHI0, OCOOCHHO Y IETEH BTOPOTO MECSIa KU3HH.

Iloxka3zaHus K NIPUMEHEHHIO

[Ipenapar BUPAMYVYH noka3aH k IpMMEHEHHIO Yy B3pOCIbIX U JieTeil oT 0 Mecsues:

o Jlna neuenus BUY-1 wHbpexkuuu B cocTaBe KOMOWHHPOBAHHOW AHTHPETPOBUPYCHOM
Tepanuu.

e Jlnsa npexynpexnaenus nepenaun BUY-1 ot matepu k peOeHKY Y JKEHIIMH, KOTOphIe HE
[0JTy4aroT aHTUPETPOBUPYCHYIO Tepanuto B neproz poaos, BUPAMYVYH nokasan u MmoxeT
IPUMEHATBCS y MaTepd B KAauyeCTBE MOHOTEpAalMH, B BHAE OJHOKPAaTHOW JO3BI,
IPUHUMAEMOM BHYTPb BO BpPEMs POJOB, U Y peOeHKa, TaKXkKe B BUJE OJHOKPATHOH J03bI,

MPUMEHSIEMOH TI0CTIE POKICHUSI.

IIporuBonokazanusi

e [wmep4yyBCTBUTENHHOCTh K HEBUPANUHY WIH K JIOOOMY M3 BCIIOMOTATEILHBIX BEIIECTB
rpernapara.

e BHUPAMVYH He cienyeT mMOBTOPHO Ha3HAyaTh MAllUEHTaM, Y KOTOPBIX paHee, B XOJie
Tepanuu HEBUPAMMHOM TOTpeboBanach €ro OTMEHA BCIICJCTBUE BBIPAXKECHHOW CHITH,
peaKkurii TUIEpYyBCTBUTEIBHOCTA WJIA PA3BUTHS KIMHUYECKU BBIPAXKEHHOI'O TI'EIaTHUTA,

BBI3BAHHOT'O IIPUEMOM IIpenapara.
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CIydyau HMCXOJHOTO YBEIMYCHHS aKTUBHOCTH acmapratamuHoTpaHcdepasbl (ACT) wnm
anmannHamuHOTpaHcdepassl (AJIT), Gosee yeM B 5 pa3 MPEBBIIIAIONINX BEPXHIOIO TPAHUILY
HOpMBI (70 Tex mop, nmoka akTuBHOCTE ACT/AJIT He CHHU3UTCS YCTOHYMBO IO YPOBHS
MEHEEe 4eM B 5 pa3 MPEBBIIIAIIICTO BEpXHIOI0 rpaHuily Hopmbl). BUPAMYH He crnienyer
MOBTOPHO HAa3HAYaTh MALMEHTaM, Y KOTOPBIX paHee OTMEYaIoCh MOBBILIEHUE AKTUBHOCTH
ACT unu AJIT o ypoBHs, OoJiee 4eM B 5 pa3 NPEBBILIAIONIETO BEPXHIOIO IPAHUILY HOPMBI,
WIN TalUeHTaM, Y KOTOPBIX IOCJe MOBTOPHOTO NMPUMEHEHHUS] HEBUpPANMHA OTMEYaIOCh
BO300HOBJICHUE HAPYIIEHUH (DYHKIIMH TICUCHH.

e Bo BpeMms mpuema HeBUpanmMHa HE JOJKHBI NMPUMEHSTHCS pPacTUTEIbHBIE MpEenapaThl,
coJiep Kalre YKCTPaKT 3Bepobos mpoasipsiBiienHoro (Hypericum perforatum), Bciiencraue
pHUCKa CHUYKEHUS! KOHLIEHTPALUK HEBUPAIIMHA B IJIa3Me U YMEHBIIECHUS €r0 KIMHUYECKOTO
s dexTa (cM. pazaen «BzanumoneiicTBue ¢ IpyrUMu JIGKAPCTBEHHBIMU TperapaTamm).

e BHUPAMYH He pekoMeHayeTcs TMPUMEHATH C puaMIunuHOM, 3(aBUpPEH30M,
KETOKOHA30JIOM, J3TPAaBUPUHOM, PHJIIUBHUPUHOM, DSIBUTETPABUPOM (COBMECTHO C
KOOMILIMCTATOM), aTa3aHaBUPOM (COBMECTHO C PUTOHABHUPOM), (pocamrpeHaBUpOM (eciu
HE TPUMEHSETCS OJHOBPEMEHHO pHUTOHABUpP B HEOOIBINOW 103€) (CM. pasmen
«B3anMozelicTBHE C IPYTUMU JIEKAPCTBEHHBIMHU IIperapaTamm).

e [lanmmeHTaM C pPEOKMMH HACJIEACTBEHHBIMH HApYIICHUSMH (HETIEPEHOCHMOCTBHIO
(GpYKTO3bI,  TIIOKO30-TAJTAKTO3HOW  MaibaOcopOruen,  aeduuuToM  caxapasbl-
M30MalibTa3bl) HE ceyeT NpuHuMaTh/Ha3Hauate BUPAMYH B Buze cycneH3uu, Tak Kak
B MaKCUMaJIbHOI PEKOMEHIyEMOI CyTOUHOM J03€ IpenapaTa COAEepKUTCA 6 T' caxapo3bl U

6,7 T copbuToa.

C 0CTOPOXKHOCTBIO

e [leueHo4Has HEOCTATOYHOCTH JIETKOM W CpefHel cTeneHu TsbkecTH (kinacca A u B mo
kinaccudukannn Yaitna-I1s10);

e OnHOBpEeMEHHas Tepamusi ¢ TenanpeBUpoM, pudadyTuHOM, BapdapuHOM, METAIOHOM,
JIOTTMHABUPOM/PUTOHABUPOM,  KIAPUTPOMUIIMHOM, (IYKOHA30JIOM, HUTPAKOHA30JIOM,

STUHHUJIDCTPAAHUOJIOM, HHIAWHABHUPOM.

IIpumeHeHnne npu 0epeMEHHOCTH M B IEPHO/L I'PYAHOI0 BCKAPMJIMBAHUA

VYcranosnena 6e3omacHocTh U dhdexTuBHOCT npenapata BUPAMYH, npumenseMoro B 1emsx
npenoTBpanienus tpancmuccun BUY-1 ot marepu k pebeHKy, pyU NEpOpaIbHOM NPUMEHEHUH
npenapata ogHoKpaTHO 200 Mr MaTepblo BO BpEMsI PO/IOB.

AJIGKBaTHBIX M XOPOIIO KOHTPOJUPYEMBIX HccienoBanuii Tepanuu BUY-1-undummpoBaHHBIX
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OepeMeHHBIX JKEHIUH HE MPOBOUIOCE.

BUPAMYH nomxeH NpUMEHATHCS BO BpeMsi OEpeMEHHOCTH TOJIBKO B TeX ClydasX, Koria
BO3MO>KHAs I10J1b3a JIJIS1 MaT€PHU MPEBOCXOANT MOTEHIIMAIBHBIA PUCK IS TUIOAA.

bepemennvie scenuyunbi

B uccrnenoBanusix moka3aHo, 4to Bo BpeMs pojoB y BUY-1-uHpUImpoBaHHBIX KEHITUH TIEPHOT
nosyBeiBesieHus npenapata BUPAMVYH, nocne onHokparHoro npuema BHyTpb B g03e 200 mr,
yanunasiercs (10 60-70 gacoB), a KIMPEHC B 3HAUUTEIHHOU cTereHu BapeupyeT (2,1 + 1,5 n/9), uto
3aBUCUT OT CTENEHU (PU3HOJIOTNYECKOT0 CTpecca BO BpeMst po1oB. HeBupanuH ObICTpO MPOHUKAET
yepes IUIaleHTapHblil 6apbep. KoHeHTpanysa HeBUpanyuHa B KPOBH IYIIOYHOI'O KaHATHKA MOCTIe
npueMa MaTephlo J03bl mpemapara, cocraBisBiieir 200 mr, mpesbimana 100 vr/mi, a
COOTHOILIEHUE KOHIIEHTPAlMil B KPOBU ITyIIOYHOI'O KaHATHKa ¥ B KpOBU MaTepu coctaiisiio 0,84
+0,19.

Mamepu, kopmawue epyovio

BUY-undpunupoBanHele Matepu HE JOJDKHBI KOPMHUTH TPYJbI0 HOBOPOXKACHHBIX JI€TeH BO
u30exaHue prcKa mocTHaTaabHOU nepenaun BNY.

Marepu, kotopsie nosryuaroT BUPAMYH, nomxHbl 0TKa3aThCst OT TPy AHOTO BCKAPMJIIUBAHUSI, TAK
KaK Ipenapar OonpeAeiseTcs: B TPy IHOM MOJIOKE.

depTUabHOCTD

B uccnenoBanusx penpoyKTUBHOW TOKCHYHOCTH OTMEYANIMCH CIy4yau HapyleHus: GepTHIbHOCTH Y
CaMOK KpBIC MPH UCIIOJIb30BAHUH 7103, TPUBOAUBIINX K CHCTEMHOMY BO3JICHCTBHIO (CY/Isl 110 BETUUNHE
AUC), koTopoe ObLI0 TPUMEPHO SKBUBAJICHTHO BO3/ICHCTBHIO, OTMEYABIIEMYCSI IPH UCIOJIH30BAHUHI
o361 BUPAMYH, pekoMeH1I0BaHHO 7151 KIIMHUYECKOTO MPUMEHEHUS.

Jlannble 0 hepTHUIIBHOCTH Y YeJI0BEKa OTCYTCTBYIOT.

Cnoco6 npuMeHeHus U 103b1

Tepanuto npenaparoMm BUPAMYH nonxen HaunHaTh 1 KOHTPOJIUPOBATH Bpad, UMEIOIINI OTBIT
neuennst BUY-ungexuum.

Buytps. Ilepen npumenenuem (aakoH He0OX0AUMO B30ONITATb.

BUPAMYH moxeT npiHUMATHCS HE3aBUCUMO OT MpHEMA THUIIIH.

[Ipemapatr [omkeH TMNPUHUMATHCS TOJBKO B KOMOMHAIlMM HE MEHEee YeM C JIByMs
JIOTIOJIHUTEIbHBIMU aHTUPETPOBUPYCHBIMH TpETapaTaMu, 3a UCKIIOUEHHUEM Cllydasi IPUMEHEHUS
npenapara Ui npeaynpexxaenus nepegaun BUU-1 ot matepu k peGeHKY OJTHOKPAaTHO, BO BpeMs
POZOB WM B T€YEHUE 72 4aCcOB MOCIE POKIACHUS, Y HOBOPOKIECHHOTO.

JIns1 CHY>KEHMS 4aCcTOThI Pa3BUTHS KOKHOW CBHIIU B3POCIIBIM U JIETSM CIIEAYyET IPUHUMATD TOJIBKO
OJIHY J103y IpernapaTa B JIeHb B TeueHue nepBoix 14 mueit (“BBonHbIN nepuoxn”). Ecou B aToM

Nnepruoac pasBUBACTCA KOXKHAA Cblllb, TO CJICAYCT HCMCIAJICHHO O6paTI/ITBC$I K Bpady 3a
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KOHCYJ'II)T&I.[HGIZ " HC ITOBBIIIATH J03Y.

Bspocnvie:

200 mr oguH pa3 B JIeHb B TEUCHHUE NEPBBIX 14 THEN, 3aTeM clieyeT MPUHIUMATh OOBIYHYIO A03Y
200 Mr gBa pasa B J€Hb.

Hemu.

CymmapHas cyTouHas a03a He foypkHa npesbimars 400 mr. BUPAMYH moxer no3upoBarbes y
nereit n6o ¢ yaeroM rutomaau nosepxuoctu Tena (II1T), mubo ¢ yuetom macchl Tena.

[Tpu yueTe muionaan MOBEpXHOCTH TeJa C UCTIOb30BaHuEM Gopmyiisl Mosteller pekoMeHryemast
7032 171 TIpHeMa BHYTPb y JeTeil M060ro Bo3pacTa cocTaiseT 150 Mr/m? oguH pas B JeHb B
Teuenue 14 nueit (BBOAHBIN Mepuo), 3aTeM 110 150 Mr/M? 1Ba pasa B JeHb.

Pacuer ob6bema cycrieHsun Juist ipuemMa BHYTph (50 Mr/5 mil) ¢ y4eToM IUIOmaau MOBEPXHOCTH

TeJa MPOBOIUTCS CICAYIONTUM 00Pa3oM:

Juanazon IIIT (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 17,5

1,25+ 20

\/ Poct (cm) X maccaTena (Kr)
3600

dopmyna Mosteller: IIIT (m?) =
[Ipu yuere Macchl Tesla peKoMeHayeMas 103a JUIsl IpueMa BHYTpb y JeTeil 10 8 JIeT cOCTaBIIsAET
4 MT/KT OIMH pa3 B JICHb B TeueHue 14 nHel (BBOIHBIN NEpPHO), 3aT€M 7 MI/KT JiBa pa3a B JICHb.
VY nereti 8 net u crapiie- 4 MI/KT OJIUH pa3 B JIeHb B TeueHHe 14 mHel, 3aTem 4 MI/KT 1Ba pas3a B
JICHbB.

Pacuer oOvema cycnien3uu [t prema BHYTph (50 Mr/5 Min), mocine ABYXHEAETLHOTO BBOJHOTO

NeproJIa, MPOBOJUTCS CIICTYIOIIUM 00pa3oM:

Juanazon Maccel Tena (kr) s | Jluanazon maccel tena (kr) ans | O0bem (M)
MalKeHTOB B BO3pacTe J10 & JIeT, | MallMeHTOB B BO3pacTe 8 JIeT U

MOJTy4YaloluX 7 MI/KT C YYETOM | CTaplle, MOJyqalomux 4 MI/KT C
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Macchl Tela. Y4ETOM MACCHI renb (OCTEADBATENBHUC TE §004)
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 7,5

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 17,5

26,79+ 46,88+ 20

Obwue pexomenoayuu. BUPAMYH crnenyer npuHUMaTh €KEIHEBHO COTJIACHO MHCTPYKIIUU TI0
npuMeHeHuro. B ciyuae mpomycka npruemMa npernapara He CielyeT yABauBaTh CIEAYIOIIYIO 103y,
HO HY>KHO KaK MO>KHO OBICTpee IPUHATH OUE€PEIHYIO A03Y.

Jlo Hauana mpuemMa mpemnapara U 4epe3 COOTBETCTBYIOIINE UHTEPBAJIBI B XO/€ Teparuu JOJIKHBI
MPOBOAUTHCS OMOXMMUYECKUE HCCIICIOBAHMSI KPOBH, B TOM 4YHCIIe HCCIENOBaHUS (DYHKIUU
MEYCHHU.

[TarueHTsl, y KOTOPBIX BO BpeMsi 14-IHEBHOrO BBOJHOIO IEpPHOJAa E€XKETHEBHOTO IpHeMa
npemnaparta B 103¢ 200 Mr B IeHb OTMEUaeTCsl KOXKHAs ChIlb, HE JOJHKHBI YBEIMUMBATH 103y 10 TEX
10p, IIOKa ChIIb HE ucue3HeT. Pexxum nozuposanus ¢ npumeHenrem 200 Mr npenapara oAuH pa3
B JIeHb HE JIOJDKeH TMpoJoDKaThesl Oojee 28 mHel, npamee HEOOXOAMMO 10a00paTh
aNbTepHATUBHBIE METO/IbI TEPAITHH.

[Taniuentsl, mpepBaBmme mpueM npenapata BHUPAMYH Ha cpok Oonee 7 naHe#, npu
BO300OHOBJICHHH TEpPANuH JOKHBI BHOBH MOBTOPUTH PEKOMEHIYEMBIH pPEXUM MPHUMEHEHUS,
UCIIOJIb3YS ABYXHEIEIbHBIN BBOAHBINA MEPUO.

IIpeoomspawenue mpancmuccuu BUY om mamepu pebenxy

Pexomenayercsi cienyromuil pexXxuM TO3UPOBaHUS Ui OEpPEeMEHHBIX U UX HOBOPOXKJIEHHBIX
JeTen:

bepemennsie: 200 Mr Kak MOKHO paHbIII€ MOCJIE Havajla POJOBOM I€ATEIbHOCTH.
HoBopoxaeHHbie: 2 MI/KI OJHOKPAaTHO B TEYCHHE 72 9acoB TMoOcie poxkaeHus. Ecnu math
nonyunsia BUPAMYH Menee uem 3a z1Ba yaca 0 poAoOB, TO HOBOPOXKICHHOMY CIIEYET BBECTH
MEPBYIO 103y (2 MI/KT') HEMEICHHO TOCIIe POXKIACHUS, @ BTOPYIO A03Y (2 MI/KT) - B TeueHue 24-
72 yacoB mocJie mepBoi.

llayuenmam ¢ napywenusmu QynKyuy novex

B3pocnbiM manmeHTaM ¢ TEpMHUHAJIBHOW CTaJWEH IMOYEYHON HEIOCTATOYHOCTH (KJIMPEHC
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KpeatuHnHa MeHee 20 mu/mMuH), TpeOyroiieh ndggelz:r'eﬁﬁg""' Eiﬁ 3§;H"‘b"e ()_'I'\/Il'elﬁlﬂl%leTCﬂ

BCIIOMOTaTe/bHasl Tepanus HEBUPAMHOM C IPUMEHEHHEM IIOCIIE KaXKJIOro ceaHca auain3a
JOTIONIHUTENBHON 1103b1, cocTaBisomen 200 mr. [lannenTam, KIMpeHC KpeaTUHUHA Yy KOTOPBIX
6osee 20 ma/MuH, HE TpeOyeTCsT KOPPEKIIUU 036l HEBUPAITMHA.

JletsaM, HaxoAdAlIMMCA Ha TeMOJUAlM3e, PEKOMEHAYEeTCs BCIOMOraTeibHas Tepamus
HEBUPAIMHOM C IIPUMEHEHHEM TIIOCI€ KaXKJIO0Tro ceaHca Jualn3a JOMNOJHUTEIBbHOM J103Bl,
cocrapistomieil 50% oOT peKOMEHAyeMOW CyTOYHOW [03bl, KOTOpas KOMIIEHCUPYET BIIMSHUE
JMan3a Ha KIMPEHC Mpenapara.

THayuenmam ¢ napywenusamu QyHKkyuu nevenu

[TaneHTamM ¢ JISTKUMHM ¥ YMEPEHHBIMH HapylmIeHUsIMH (YHKIHMU TEYEHH NoA0opa 03Bl He
TpeOyeTcs,, OHAKO 3a TAaKUMH MalMEHTaMH HEOOXOAMMO TINATENbHOE HAOIIOJCHHE B IIETSAX

perucTpaiuy HexeNnaTelbHbIX JIEKAPCTBEHHBIX PEaKIIUM.

ITo0ouyHOE neicTBHE

Pesrome mpoduist 0e3onacHOCTH

CornacHo HaHHBIM, MOJYYEHHBIM M3 BCeX KIMHMYECKMX MCCIIEJOBAaHUM, Hanboyiee 4acThIMU
HE)KEJNaTeNIbHBIMA PEaKIMAMHU, CBS3aHHBIMH C NpuMeHeHueM mpernapara BUPAMYH, Obumn
KOXKHas! ChIIlb, aJJIPIHYECKUe PEaKIUU, TeNaTUT, HapyIIeHUs! (YHKIMOHAIBHBIX MPo0 MeYeHH,

TOIIHOTA, PBOTA, JUApeEsi, 00JIb B )KUBOTE, yTOMJISIEMOCTb, JINXOPAJIKa, TOJIOBHAS 00JIb U MUAJITHS.

HanOonee ceppe3HbIMH HEXKeENaTeIbHBIMH PEAKLUAMHU SABISUIMCH cUHApoM CTHBeHca-
JIKOHCOHA/TOKCUYECKUN  SNUACPMAJTbHBI ~ HEKPONM3,  TOKENbIM  renaTuT/medeHoYHast
HEJOCTaTOYHOCTh W CHUHAPOM THUIIEPUYyBCTBUTEIBHOCTH, XapaKTEPU3YIOUIUICS CBHIIBIO C
CHUCTEMHBIMH CHUMITOMAaMM (TakMMHU KakK JIMXOpajaKa, apTParus, MHAITUS M YyBEIMUYEHHE
IMM(ATHYECKUX Y3JI0B) M IPU3HAKAMU MTOPAXKEHUSI BHYTPEHHUX OPraHOB (TAKMMM Kak relaTur,
H03MHO(UIINS, TPAHYJIOMUTONCHUS M HapylleHHe (YHKIMU Movek). KpuTHuHBIM meproioMm, B
TE4YEeHUE KOTOPOro TpeOyeTcs TIIATENbHbIH KOHTPOJIb, SIBIAIOTCS epBbIe 18 Henenb ieueHus (CM.
paznen «Ocolble yKazaHH).

Pesrome B hopMe TaOIUIIBI HEKEIATEILHBIX PEAKITNI

Crnenyrolue HEXeEIaTeNbHbIE PpPEAaKIUM MOTYT HMMETh NPUYMHHO-CIEIACTBEHHYIO CBS3b C
npuMmeHeHneM 1npenapata BHUPAMVYH. PacueTHple 3HaueHUss 4YacTOTbl OCHOBaHbl Ha
KOHCOJIMAUPOBAHHBIX JAHHBIX KIMHUYECKUX HCCICJOBAHUM O HEXKENATEIbHBIX PEAKIUAX,

KOTOpPBIE CYMTAIOTCS CBSI3aHHBIMU ¢ Tepanueil mpenapatom BUPAMYH.

YacTtoTra HEXEIATEIbHBIX peaKHHﬁ, MPUBCACHHBIX HUIKC, H3JIOKCHA B COOTBCTCTBUH CO
CIeyoNIel Tpajanueii: ouenp yacto (> 1/10); gacro (> 1/100; < 1/10); meuacto (> 1/1000;

< 1/100); penxo (= 1/10000; < 1/1000); ouens peako (< 1/10000).
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(MOCAEQOBATENEROC T 000
Hapymienuss co CTOpPOHBI YacrtoTa
HexenarenbHas peakuus
CHCTEeMbI OPTaHOB BO3HUKHOBEHMA
Hapywenuss co  cmopomnvl | TpaHyJIOIUTONIECHUS 4acTo
Kposu U JUM@PAmu4eckol | qnemus HEYacTo
cucmembl
Hapywenus  co  cmoponbl
TUIIEPYyBCTBUTEIBHOCTD (BKirOUas
UMMYHHOU CUCHmeMbl
aHa(HUIAKTHYECKYIO peaxkuuto,
4acTo
AQHTMOHEBPOTUYECKUN OTEK,
KpaIruBHHUILY )
aHa(UIAKTHYECKas peaKIus HEYacTo
JIEKapCTBEHHAsI peaxiys,
COIIPOBOKIAIOMIASACS J03UHOMINEH U | peaKo
CHUCTEMHBIMU CUMIITOMaMH
Hapywenusa co  cmopomuwsi | To0BHasA 00Jb 4acTo
HEPBHOTL cucmembl
Hapywenus  co  cmoponwl | nuapes, 4acTo
HCENYOOUHO-KUUEUHO20 6OJIb B KUBOTE,
mpakma
TOILIHOTA,
pBOTa
Hapywenus  co  cmoponwl | renatuT (B TOM 4YMCIE CEpbE3HAas U | 4acTo
neweHu U JHCenuesvleooAuUx | OTMacHas ISt KHU3HH
nymet rernaTOTOKCUYHOCTB )
KeNnTyxa HEYacTo
GyIbMUHAHTHBIM renatuT (KOTOPBIN | peaKo
MO’KET IPUBOJUTH K CMEPTH)
Hapywenus  co  cmoponbl | KOXHasl ChIIlb OUYEHb YaCTO
KOJCU U NOOKONCHBIX MKAHeEll CHHIPOM CTHBEHCA- | HEYacTo
J>KOHCOHA/TOKCHYECKUI
AMUAECPMAIBHBI HEKpPOJIU3 (KOTOPBII
MOJKET IPUBOJUTH K CMEPTH),

10
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(MOCHEQOEATENBHOC T 0004

AHT'MOHCBPOFHYECCKIHI-0TEK;

KpanmuBHUIIA
Hapywenuss  co  cmopownwl | apTpanrus, HEYacTo
CKeNemHOo-MblUeYHO MUAITHS

cucmemvl U COEOUHUMENLHOU

MKAHU

Obwue  paccmpoiicméa  u | IUPEKCHS, 4acTo

HApYUIeHUs 6 MeCe 66e0€HUs | yToMIISEMOCTb

Jlabopamopnuvie u | HapymieHre (QYHKIMOHAIBHBIX MPOO | 4acTo
UHCMpYMeHmaibHble OaHHble | TIeueHH  (TIOBBIICHHE  aKTHBHOCTH
aJlaHMHAMUHOTpaHchepassl,

acrapTaraMUHOTpaHCchepasbl,

I1EJI0YHOMN docdarassl, raMma-
[IIyTaMUITpanchepasbl u
TUNepOrIIMpyOMHEMHS )

CHWKeHUEe cojepkanus ¢dochopa B | HEYACTO
KpPOBH, TIOBBIIICHUE apTEPUATBHOTO

JaBJICHUS

Onucanue OoTAEILHBIX HEKEIATEIbHEIX PEaKIINI

B wuccnenopanmu 1100.1090, u3 koTtoporo OBLIO MOITYYE€HO OOJIBIIMHCTBO COOOIICHUH O
HEXENaTeNbHBIX  pPEaKLHUsAX, CBSI3aHHBIX C JiedeHHeM (n=28), yacTora pa3BUTHUA
IpaHyJIOLUUTONEHNH ObUIa BBIIIE Y MalMeHTOB B rpymme mianedo (3,3 %) mo cpaBHEHHIO C
nanUeHTaMy B rpymnmne Hesupanusa (2,5 %).

B nocTperucrpanmoHHoM nepruojie OTMEYaINCh aHAQUIAKTHUECKHUE PEaKIuu, KOTOPBIX, OJHAKO,
He OBUIO B paHJOMHU3UPOBAHHBIX KOHTPOIMPYEMBIX KIMHHYECKUX UccienoBaHusx. Kareroputo
YacTOThl OICHMBAJIM COTJIACHO CTAaTHCTUYECKOMY pacdyeTy Ha OCHOBaHMM OOIIEro dYucia
MAIMEHTOB, MOJYYaBUIMX HEBUPANHUH B PAHIOMH3UPOBAHHBIX KOHTPOJIHUPYEMBIX KIMHHUYECKHX
uccienoBanusax (n=2718).

B xnmuHMYecKuX HCCae0BaHUSAX TPU IPUMEHEHUU COBMECTHO C TEHO(OBUPOM/ SMTPHUIIUTAOMHOM

OTMEYaJIM CHI)KEHUE YPOBHS (Gocopa B KPOBH U MOBBIIICHHE apTEPUATBHOTO TABJICHUSI.

Memabonuueckue noxazamenu
Bo BpeMsi aHTHpETpPOBHPYCHOH Tepanmuu MOXET HaOJIOJaThCs YBEIWYEHHWE MAacChl Tella W

MOBBIIICHUE KOHIIEHTPAIWIA JIUIHIOB ¥ TITFOKO3bI B KPOBU (cM. pazaen «OcoOble yKazaHus»).

11
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ITpu npuMeHeHnn HEeBUpANMHA B KOMOMHAIMH (C ﬂpvmﬂ&l%ﬁ%%ﬁgmmgﬁéﬂaﬁ&rth
pu 1Ip p

coo0Ianoch O Pa3BUTHM TaKUX HEKENATENBHBIX pEakIUil, Kak MaHKpeaTHT, nepudepudeckas
HelpornaTtuss U TPOMOOLMTOINEHUS. DTH SIBICHHUS YacTO ACCOLMHPYIOTCA C MPHEMOM ApPYTUX
AHTUPETPOBUPYCHBIX MpernaparoB. J[aHHbIE COCTOSHUS MOTYT pa3BHBATbCS NPHU MPUMEHEHUU
HEBUpalNMHA B KOMOMHAIMKM C APYTHMHU IpernaparaMmy; BEPOSITHOCTh CBSI3M ITHX pEakIuil ¢
npuMmeHeHueM npenapatra BUPAMYH Huskas. B penxkux ciydasx oOTMe4anud pa3BUTHE
rernaTopeHaIbHOr0 CHHAPOMA.

Y BUY-uHOUIMPOBAHHBIX MAIMEHTOB C TSDKEIBIM WMMYHOAC(PHUIIMTOM Ha MOMEHT Hayaia
KOMOWHHUPOBAHHON aHTUPETPOBUPYCHOU Tepanuu (KAPT) BO3MOXHO pa3BUTHE BOCTIATUTEIHLHON
peakiy Ha 6€CCUMIITOMHBIE WIIM OCTaTOYHBIE ONMOPTYHUCTHYECKHE HH(EKINH. TaKke OUCaHo
pa3BuUTHE AayTOMMMYHHBIX 3a0oneBaHuil (Hampumep, auUGQY3HBIH TOKCHYECKHH 300 U
ayTOMMMYHHBIN TeNaTHUT), OAHAKO BpeMs UX pa3BUTHUs Oojee BapraOeIbHO, C BO3ZMOXHOCTBIO
Pa3BUTHS YEpE3 MHOTO MECSIIEB IMOCie Havaa Tepanuu (cM. pasznen «OcoOblie yKazaHus).
Coobmanoch 0 ciay4asx OCTEOHEKpO3a, B OCOOCHHOCTH Y TMAlMEHTOB C OOIIENPHU3HAHHBIMU
dakTopamu pucka, mo3nHeidl cragueit BUY-mndexkumu u AnuTENnbHON KOMOMHMPOBAHHOU
anTupeTpoBupycHoi Tepanueit (KAPT). HactoTa BctpedaeMoCTH MOAOOHBIX SIBJICHUH HEM3BECTHA

(cm. pasznmen «OcoOble yKazaHHs»).
Hapywenus co cmopoHul Kodcu u NOOKOMCHbIX MKaHeu

OCHOBHBIM KIIMHUYE€CKUM MMPOABJICHUCM TOKCHUYHOCTHU HCBUpAIIMHA ABJISACTCSA CHBIIIb,
HaOmonaBmasics y 12,5 % mnanueHToB, MOJYy4YaBIIMX KOMOMHHPOBAaHHBIE CXEMbl JICUEHHS B
KOHTPOJIMPYEMBIX UCCIIEI0BAaHUSX.

Chinb 00BIYHO TpeCTaBIAET cO00M MATHUCTO-MAMYJIE3HYIO S)PUTEMATO3HYIO 3K3aHTEMY JIETKOM
i YMepeHHOﬁ HWHTCHCUBHOCTH, C 3YJIOM UJIA 663 3yAa, JJOKAJIM30BAHHYIO Ha TYJIOBUIIC, JIULC U
KoHe4yHOCTsAX. Coo0m1anoch 0 pa3BUTUU TUIEPUYBCTBUTENBLHOCTH (aHA(UIAKTHYECKas! peaKLns,
AQHTMOHEBPOTUYECKUN OTeK M KpanuBHHIA). ChIIb Pa3BUBAETCS B KAaueCTBE EIMHCTBEHHOIO
CHUMIITOMAa HJIM B KOHTEKCTE pPEaKIMHW Ha JIEKapCTBEHHBIH Ipermapar ¢ 303uHO(GUINEH H
CUCTCMHBIMH CUMIITOMaMH, KOTOPBIC XapaKTCPU3YHOTCA KOXKHOH CHIIIBIO U 06H_II/IMI/I CUMIITOMaMU,
TaKUMH KaK JIMXOpPajJKa, apTpairusi, MUAITHS U JuMdaaeHomaTtus, a TakXKe HOpaKeHHEM
BHYTPEHHUX OPraHOB, HAMp. FeNaTUT, Y03MHO(UITNS, TPaHYJIOIUTONEHUS U HapylIeHHe QyHKIUN
MOYEeK.

Y ManucHTOB, IMOJYYaBHIUX JICUCHUC HCBUPAIIMHOM, PA3BUBAIMCH TSIKCIBIC U YI'POXAKOIIUC
JKU3HU KOXKHBIC peaknuu, B ToM uucie cuaapom CruseHca-/[xoncona (CCJI)/Toxcuueckuii
snuaepManbHbelid  Hekpomn3 (TOH). Habmomanuces cnywam CCJ, TOH wu peakmuu Ha

HeKapCTBGHHBIﬁ npemnapar ¢ 303HHO(1)I/IJIHGI>'I U CUCTCMHLBIMHU CHMIITOMaMH CO CMCPTCIbHBIM

12
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HUCXO0JI0M. boabmmHCcTBO ClIy4dacB TSIKEIION ChIMK DaBBI/IBg;IIII;I(:J-I:{lﬁ'%r: II%T[E&li‘tlggingﬁc.ﬂE%%ﬁHﬂ,

uHOTa TpeboBanack rocnuTanu3anws. Takxke, 0OTHOMY MAIMEHTY TOTPEOOBATIOCH XUPYPTrUIECKOe

BMEIIATENBCTBO (CM. pasnen «OcoObie yKa3aHus» ).
Hapywenus co cmopoHbl neyenu u sHceniesbl8o0auux nymet

HaubGonee wacThiMu HapylleHHsIMH JIaDOpaTOpPHBIX TOKas3aTeled ObUIM  TOBBIILICHUS
(YHKIMOHATIBHBIX MpPOO TEYeHH, B TOM 4Hcie anaHuHamuHoTpanchepassl (AJIT),
acnapratamuHoTpancdepassl (ACT), ramma-rinyramunrpancdepassl (I'TT), odbmero ounnpyorna
U menouHor ¢ocdaraspl. Yamre Bcero orMeudaan 0eCCHUMITOMHBIE MOBbIIeHUsT ypoBHer [TT.
CooOmranocs o ciyyasx )KenTyXu. Y NalleHTOB, MOTyYaBIIuX JeUeHne HEBUPAITMHOM, OTMEYalln
Cliydaw TemartuTa (TSOHKENONM W YrpoKaromield >KU3HH TeMaTOTOKCHYHOCTH, B TOM YHUCIE
MOJIHUEHOCHOTO TEeIlaTUTa CO CMEPTENbHBIM HCXOAOM). MCXOMHOE MOBBINICHUE TMOKa3aTelei
GYHKIUM TEYeHU — ATO HAWIYYIIUH MPOTHOCTHYECKUU MOKa3aTelb CEPhE3HBbIX SIBJICHUM CO
croponbl miedeHu. [lepBpie 18 Hemenb JieUeHHUs] — KPUTHUECKH BAXKHBIA TIEPHUOJ, TPEOYIOIIHIA
TIIATETFHOTO MOHUTOPUHTA COCTOSTHUS MaruenTa (cM. pazaen «OcoObie yKazaHusm ).

eTu
Ha ocHOBaHMM OIbITa KIMHUYECKUX HccaeaoBanuil y 361 pebeHka u moapocTka, OOJIBIIMHCTBO
13 KOTOPBIX MOJTydYaad KOMOWHHPOBAHHYIO TEPAMHIO 3UI0BYAMHOM (ZDV) n/unv nunaHo3nHOM
(ddI), naubonee yacTbie HEKENATEIbHBIE PEAKINH, CBSI3aHHBIC C HEBUPAITMHOM, OBUIH CXOIHBI C
HEKENaTeIbHBIMU PEaKIHsIMU, 3apPETUCTPUPOBAHHBIME Y B3POCIBIX. [ paHyJIOIUTONEHUIO Yallle
oTMevanu y neteil. B otkpeitom knmmanueckoM uccnenoBanuu (ACTG 180) rpanynonuTorieHus,
CBsI3aHHAsI C MPUEMOM JIEKapCTBEHHOIr0 MpemnapaTa, pa3BuBaiack y 5/37 (13,5 %) marueHTos.
B nBoiinom cnenom mane6o-koHTponupyemoM uccnenoBannun ACTG 245 uactoTta ciydaes
pa3BUTHS CEPBE3HONW TI'PAHYJIOLUMTONEHUN, ACCOLMUPOBAHHOM C TEpanuenl JEKAPCTBEHHBIM
npenapaTtoM, coctaBuia 5/305 cinyuaes (1,6 %).
B oroii momynsiuMM OTMeuanu OTAENbHBIE ciydyan cuHapoMa CtuBeHca-l[>KOHCOHA WM
NEPEeXOoJHOT0  CHHIApoMa MexAy cuHiapomoM CruBeHca-/[DKOHCOHA ¥ TOKCHYECKHM
AMUAEPMATBHBIM HEKPOIH30M.
[Tpu npodunakrrke BepTHKaIbHON TpancMuccnn BUY-undexmn Habmroganack Hu3Kas 4acTora
HEe)KeNaTeNbHbIX sBIeHUNH. Cephe3HbIX NepPMaTONIOTHUYECKUX WM TeMaTOJIOTHUYECKUX PEeaKIIMid,
KOTOpBIEC OBl PACIICHUBAIUCH KaK CBSI3aHHBIC C IIPUEMOM IpernapaTa, He HaOJIr01aI0Ch.
Tlocmmapxemuneogulil onvim: TSHKEIBIA TENATUT, NEYEHOYHAs HEIOCTaTOYHOCTh, MOPAKEHUE
nmouek. Ha  QoHe KOMOMHMUPOBAHHOW  AHTHPETPOBUPYCHOM  TEpamuud  OTMEYaAIOCh
nepepacnpeziefieHie MOJKOKHOW KJIeT4YaTKd (MCTOHYEHHE MOJKOXHOW KJIeTYaTKU JHIa U

KOHEYHOCTEH U YBCIIMUCHUC HOI[KO)I(HOﬁ KJIETYaTKH B 00JIaCTH JKNUBOTAa, BHYTPCHHUX OPIraHOB,
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TUIIEPXOJIECTEPUHEMHUS, HHCYJIMHOPE3UCTECHTHOCTh, THUIEPIIIUKEMUS W  THUIIEPIAKTATEMUS;
naHKpeaTut, mnepudepudeckas HeHponaTwsi, TPOMOOIMTONEHUS; CHUHAPOM BOCCTAaHOBIICHUS

UMMYHUTETa; OCTEOHEKPO3.

Ilepeno3upoBka

Coobmanock o cinydasx nepeno3upoBku npenapatrom BUPAMYH (nmpuem ot 800 mo 6000 mr B
JIeHb B TeueHue 10 15 nueit). CUMITOMBL: OTEKH, y3/10BaTasi SpuTeMa, yTOMIIIEMOCTD, JINXOPAJIKa,
rojoBHas 00Jib, 0ECCOHHUIIA, TONTHOTA, HHPUILTPATHI B JIETKUX, CHIb, TOJIOBOKPYKEHHUE, PBOTA,
MOBBIIICHHUC AKTUBHOCTH «KIICUCHOYHBIX» TpaHCAMHWHA3 U CHUKCHUC MACCHI TCJIA.

Jleuenue: ormeHa npenapara. AHTUIOT HE U3BECTEH.

B3aumopneiicTBHe ¢ APYTrMMH J1eKAPCTBEHHbIMH MpenapaTaMu

[Tokazano, uro npenapar BUPAMYH sBnsiercs unaykropom nzodepmMeHToB 1utoxpoma P450
neyeHu (CYP3A, CYP2B6) u MoxeT NpUBOIUTH K CHIKEHUIO KOHIICHTPAIIMU B IJIa3Me APYTHX
OJTHOBPEMEHHO  IMPHUMEHSIOUIMXCS  JICKApPCTBEHHBIX  IPENapaToB, KOTOPble HHTEHCHUBHO
metabonusupytorcst n3opepmentamu CYP3A wimm CYP2B6. Ilostomy, ecnu y manueHTa,
KOTOpOMY paHee Obul TOAOOpaH pEeXHM  JO3WPOBAHUS  KaKoro-Tmbo  mpemapara,
MeTabonuupyromierocs ¢ nomousio n3opepmenta CYP3A nnu CYP2B6, nHaunnaercs nedeHue
HEBUPAIIMHOM, MOXXET BO3HUKHYTH HEOOXOJAMMOCTH B KOPPEKIUH JI03bl 3TOrO Iperapara.
MakcumanbHas HHAYKIUS HAOM0JaeTcs B TeUeHue 2—4 Helelb MOoCcie Hayaia Teparuu.
AumupemposupycHvle npenapamoi:

HUOT (Hyxkneo3uaHble aHAIOTH HHTHOUTOPOB 0OpaTHON TPAHCKPHUIITA3HI)

[Ipu nmpumenennu npenapata BUPAMYH B xomOunauuu ¢ nuaano3suHoM (B goze 100—150 mr
JIBa pa3a B CyTKH) KOPPEKIMH JJ03bI HE TpeOyeTcH.

[Tpu npumenenun npenapata BUPAMYH B komMOuHamuum ¢ 3MTpUIIMTAOMHOM U abakaBUPOM,
KOTOpBIE HE SIBJIAIOTCS MHTHOMTOpamMu u3odepMeHTOB nutoxpoma P450, koppekiuu 1036l HE
TpebyeTcs.

[Ipu nmpumenenuu npenapara BUPAMYH B komOuHaimu ¢ aMuByauHOM (B 1o3e 150 mr nBa
pasa B CyTKH) KOPPEKIIHH 1036l HE TpeOyeTCsl.

[Tpu npumenennn npenapara BUPAMVYH B komOunanmu co craByaunHom (30—40 mr gBa pasa B
CYTKH) KOPPEKLIUH J103bI HE TpeOyeTcsl.

[Ipu nmpumenennu npenapara BUPAMYH B xomOunanmu ¢ renodosupom (300 Mr ogus pas B
cytku) u 3upoByauHoMm (100-200 Mr Tpu pa3a B CyTKH), KOTOpbIE HE BIHUSIIOT Ha
(dbapMaKOKMHETHKY HEBUpAIHMHA; KOPPEKIMH 103l HE TpeOyeTcs.

[Tpu npumenenun npenapara BUPAMYH B xom6unanuu ¢ 3anuuradunom (0,125-0,25 mr tpu
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pasa B CyTKH) KOPPEKIIHH 1036l HE TpeOyeTcsl.

HHUOT (Hemnyxneo3uoHvle ananozu uHSUOUMOPOo8 00pamHol mpaucKpunmaswi)

He pexomenayercsi oqHOBpeMeHHOE TpuMeHeHue 3dasupensa (600 Mr B CyTKH) U HEBHpAINUHA,
TaKk Kak 3Ta KOMOWHAIUs MOKET NPHUBECTH K IMOBBIIIEHUIO pHUCKa MOOOYHBIX pPEaKIuil, B
pe3ynbTrare KyMyJsiLMM TOKCHMYHOCTH. Kpome Toro, naHHas KOMOHWHAlMs HE YBEJIUYUBAET
3 PEKTUBHOCTh MO CPABHEHUIO C MOHOTepanuell HEHYKJICO3UIHBIMU aHAJIOTaMH MHTHOUTOPOB
obparnoii TpanckpunTassl (otMedaetcs cHuKeHHE AUC, Cin 1 Cimax 2paBUpEH32).

He pexomeHnmyercs OIHOBpPEMEHHOE NIPUMEHEHHWE HEBHUpanmMHa C JCNaBUPAUHOM U
PWINMUBUPUHOM (TaKk KaK COBMECTHOE NPHUMEHEHHE OSTUX IpernaparoB HE H3y4ajoch); He
PEKOMEHAYEeTCSI COBMECTHOE NPUMEHEHHWE HEBUpPANMHA C 3TPAaBHUPUHOM, TaK KaK COBMECTHOE
MPUMEHEHHE 3TUX MPENapaToB MOXET MPHUBECTH K 3HAYMTEILHOMY CHUKCHHIO KOHIIEHTPAIUU
ATpaBUpPHUHA B TJIa3M€ U CHMIKEHUIO €T0 3(P(HEKTHBHOCTH.

HII (Mneubumoper npomeaswi)

[Ipu npumeHeHny aTazaHaBUpa B KOMOMHAIIMY C HEBUPAITMHOM, aTa3aHaBUP JOJDKEH Ha3HAUATHCS
B 03¢ 400 Mr BmMecTe ¢ puToHaBUpoM B Hu3koi go03e 100 mr. Ilpu ucnonp3oBaHUM AaHHOU
KOMOWHaIMK (HEBUpANUH C aTazaHaBUpom/putoHaBupoM B jgo3e 400/100 mr 2 paza B CyTKH)
HaOmogaercsi cHmwkeHne AUC, Cmin, Cmax atazanaBupa u moBbiieHHE AUC, Cmin, Cmax
HEBUpAINHHA.

[Ipu oHOBpEMEHHOM IpHUEME HEBUpAIWHA ¢ JapyHaBupom/puToHaBupom (400/100 mr 2 pasza B
cyTku) papyHaBup/putoHaBup wuHruoupyer CYP3A4 wu Takum 00pa3oM yBEIWYUBACT
KOHIEHTPAIlMI0O HEeBUpANWHA. Tak KaKk M3MEHEHHWE KOHIICHTpAallMM HEBUpalHHAa HE CUYUTAETCS
KJIMHUYECKH 3HAYMMBIM KOPPEKILIUH 1035l HE TpeOyeTcs.

[Ipu ogHOBpeMeHHOM IpHeMe HeBupanuHa ¢ ¢pocamnpeHaBupom/putonasupom (700/100 mr
2 pa3a B CyTKH) U3MEHEHHUS 1036l HE TpeOyeTcs.

[Ipenapar BUPAMYH He nomkeH npuMeHAThCs BMecTe ¢ ¢ocammnperHaBupom (B 1o3e 1400 mr
2 pa3a B CYTKH), €CII OJTHOBPEMEHHO C HUMHU HE TIPUMEHSIETCS] pPUTOHABHD.

[Ipu onHOBpeMeHHOM mNpueMe HeBHpanuHa ¢ HenpuHaBupoMm (750 Mr 3 pasa B CyTKH) He
OPOUCXOAUT KJIMHUYECKH 3HAYUMBIX U3MEHEHUN (apMaKOKMHETHKHM HEBUpalMHA U
HeI(HUHABUPA, TOATOMY KOPPEKIIUHU 03Bl HE TpeOyeTCl.

[Ipy onHOBpEeMEHHOM IIpUEME HEBHUpanuHa ¢ puToHaBupoMm (600 Mr 2 pa3za B CYTKH)
KOHIIEHTPAIIMU B IJIa3Me HEBUPAIMHA U PUTOHABHPA 3HAYUTEIHLHO HE U3MEHSIOTCS, KOPPEKIIUU
JI03bI HE TpeOyeTcs.

[Tpu onHOBpEMEHHOM NpUEMe HEBUpANMHA C CAKBUHABUPOM/PUTOHABUPOM U3MEHEHUS J103bI HE
Tpebyercs.

[Ipenapar BUPAMYH He nomkeH NpUMEHSTbHCSI BMECTE C CaKBUHABUPOM (B 103e 600 mr 3 pasa
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(N0 i
B CYTKH), €CJIM OJJHOBPEMEHHO C HUM HE MPUMEHICTCS DIAQO'HaBLEJ']'. -

[Ipu otHOBpEMEHHOM IIpHUEMe HEeBUpPAIIMHA ¢ TUIIpaHaBupom/ putoHaBupom (500/200 mr 2 pasza B
CYTKH) HE 0XKHUJAETCSl KIIMHUYECKU 3HAYUMBIX U3MEHEHUN (PapMaKOKHMHETUKHU, KOPPEKIHH JT03bI
He TpeOyeTcs.

B oTHOmeHMM NOTEHUMANbHBIX IOCIEACTBUM COBMECTHOIO IPUMEHEHUS HEBHUpalMHA H
uHAnHaBMpa (B 103¢ 800 Mr KaXkple 8 4acoB) ONPEEIIEHHBIX KIMHUYECKUX BBIBOJOB HE C/IEIAHO.
Knunnueckue naHHble O B3aWMOJCHCTBMM HEBHpalMHA C HWHIAHABHPOM/PUTOHABHPOM
OTPaHUYEHBI.

IIpy onHOBpEeMEHHOM MpHEME HEBUpPANIMHA C JIONMHABHUPOM/PUTOHABHUPOM, PEKOMEHAyeTCs
yBEJIMYEHHUE A03bI JIOMMHABUPA/pUTOHaBHpa 10 533/133 Mmr (4 karcysibl) 1Ba pa3a B ACHb BO BpeMs
elbl.

Hneubumopwl cruanus eupyca BUY u knemxu

KnuHuueckn 3Ha4MMBIX (apMaKOKMHETUYECKMX B3aMMOJAEHCTBUI MEXIy >H(QYBUPTUIOM H
OJTHOBPEMEHHO NPUMEHSIOMIMMUCS TMpernapataMi, METa0O0IU3UPYIOMUMHICS C  HOMOIIBIO
uzopepmentoB CYP450, ne oxunaerca. [Ipy ogHOBpeMEHHOM NpPUMEHEHUH >H(YBUPTHAA C
HEBUPAIIMHOM M3MEHEHUS 103bl HE TpeOyeTcs.

[Ipu ogHOBpeMEHHOM TTpUMeHeHUH MapaBupoka (B go3e 300 mr 1 pa3 B CyTKH) C HEBHPAITMHOM
KOPPEKIMH JI03bI HE TPeOyeTCH.

Hneubumopul unmezpasul

[Ipu coBmecTHOM TpuMeHeHUHU panrerpaBupa (B po3e 400 mr 2 pa3a B CyTKH) ¢ HEBUPAITMHOM
U3MEHEHHUs JI03bI He TpedyeTcs.

CoBMmecTHOE NMPUMEHEHHE HEBUpANWHA U 3JIBUTErpaBUpa (B KOMOMHAIIMM C KOOMIIMCTATOM) HE
pexomenayercs. KoOumucrar, sBiasercs uUHruouropom mmroxpoma P450 3A, mostomy
COBMECTHOE IIPUMEHEHNUE, CKOPEE BCEro, MPUBEIET K U3MEHEHNIO KOHIIEHTPALUU KOOUIIcTaTa 1
HEBUpAIMHA B IIa3Me.

IIpomueosupycruvie npenapamoi 0ns 1evenus cenamuma B u C

WnTepdepons! (nerunupoBanHbie nHTEphEpoHs! annbda-2a u anbda-2b) He OKa3bIBAIOT BIUSHUSA
Ha uzodepmentel CYP 3A4 u CYP 2B6. Kimandeckn 3HAYUMBIX B3aWMOJCHCTBUNA MEXKITY
UHTEepPEPOHAMU M HEBUPAITMHOM He Oxkujaercs. I3MeHeHus 1036l He TpeOyeTcsl.

DHTEKaBUP HE SABJIAETCS CyOCTpaTOM, HHAYKTOPOM MM HHTHOUTOPOM N30()EPMEHTOB IUTOXPOMA
P450 (CYP450). Knuauuecky 3Ha4MMBIX B3aUMOJICHCTBUN MEKIY SIHTEKaBUPOM M HEBUPAITMHOM
He oxxujaercs. MI3meHeHus 103bl He TpeOyeTcs.

TenOuBynuH He SBIsSETCA CyOCTpaToM, HWHAYKTOPOM WM HWHTHOMTOPOM H30()hEepPMEHTOB
utoxpoma P450 (CYP450). Knuanuecku 3HaYUMBIX B3aUMOJICHCTBUN MEXIy TEIOUBYAHMHOM U

HEBUPAIIMHOM HE 0XkHaaeTcs. FI3MeHeHus 10361 He TpeOyeTcs.
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HeBUpanuHOM U azedoBupom. OpgHako 3T0 HE OBUIO TMOATBEPKICHO B KIMHHUYECKUX
UCCIICIOBAaHMSX, IO3TOMY CHH)XKEeHHE 3(()EeKTUBHOCTM HEBUpanuHa U anedoBHpa IPH UX
COBMECTHOM NPUMEHEHUU HE OKuaaercs. AneQoBHUp He BIUSET HA U3BECTHbIE H30(DepMEHTHI
CYP. zmenenust 10361 TPH COBMECTHOM MPUMEHEHUH a/ie)OBUPA U HEBUPAITMHA HE TPEOYyETCs.
Pe3synbraThl WcCCleAOBaHUM in Vitro TOKa3alld, YTO HMMEETCS CJIA0blii aHTaroHU3M MEXIy
HEBUpAaMHOM M pubaBupuHOM. OJHAKO 53TO HE OBUIO TMOATBEPXKICHO B KIMHHUYECKUX
HCCJIEIOBAHMSIX, TO3TOMY CHIKEHUE AP (HEKTUBHOCTH IPU COBMECTHOM MPUMEHEHUH HEBUPAIIUHA
u pubaBupyHa HEe Oxumaercs. PubaBupuH He BiMsIeT Ha u30pepMeHTH nuToXpoma P450.
W3menenust 10361 P COBMEHCTHOM IIPUMEHEHUH HEBHpANMHA U pubaBUpHHA HE TpeOyeTcs.
BonenpeBup wactuuno meradonuzupyercs uzopepmentamu CYP3A4 u CYP3AS. CoBmecTHOe
npumenenue OonenpeBupa ¢ HHUOT, y koTopbix myTh MeTaboinM3Ma TakKoOW >Ke, Kak Yy
HEBUpANHUHA, MPUBOJMIO K CHHKEHHUIO 0a3albHON KOHIEHTpaluu OorenpeBupa. Knunnueckuit
pe3ynabTaT CHW)KEHUS 0a3zajbHOM KOHLEHTpanuu OouenpeBupa HeuszBecTeH. COBMECTHOE
NpUMEHEeHHEe HeBHpaIMHa U OOLeTIpeBUpa HE PeKOMEH Ty eTCsl.

TenmanpeBup metabonusupyercss B medeHu npu ydactuu uszopepmenta CYP3A wu sBisercs
cyOcTparom [uisl miMkornporenHa-P. B merabonn3Me mpenapara MOTYT yyacTBOBaTh U JApYyTHe
u3zodpepmeHTbl. COBMECTHOE IPUMEHEHHE TENANIPEBUPA U JICKAPCTBEHHBIX MPENapaToB, KOTOPhIE
uHaynupyor nzopepment CYP3A w/unu raukonporenH-P, MokeT NMpUBOIUTH K CHUIKECHHUIO
KOHIIEHTpallUl TejamnpeBupa B IuiazMme. MccienoBaHus B3auMOJEHCTBUM TeNanpeBupa C
HEBUPANIMHOM HE MPOBOAWIMCH, HO HCCIEN0BaHUs B3aumoneicTus tenanpesupa ¢ HHUOT,
KOTOPBIM CBOMCTBEHEH TaKOW e MyTh MeTabonM3Ma, Kak M HEBUpPANUHY, MMOKA3aliH, YTO
CHIDKAIOTCSl KOHLEHTpaluu obOoux mnpenapatoB. Cienyer coOiogaTh OCTOPOKHOCTb IPH
COBMECTHOM TpPUMEHEHHHM HEBUpalMHA M TeNalpeBUpa, TaK KaK MOXET MNoTpedoBaThCs
M3MEHEHHUE J03bI TeJanpeBupa.

Aumubuomuxu

[Ipu ogHOBpeMEHHOM INpPHUMEHEHMM HeBUpanuHa M KiaputpomuimHa (500 Mr 2 paza B JieHb)
KOPPEKIIUU J03bI KAaKOTO-JIM00 M3 ITHX IpernaparoB He TpeOyeTcs. Tem He MeHee, HE0OX0IUMO
THIATETbHOE MOHUTOPUPOBAHUE (PYHKIIMH MTEYCHH.

[Ipu neyeHun manmeHTOB ¢ MH(EKIMIMHU, BBI3bIBAEMBIMH mycobacterium avium-intracellulare
complex, HEOOXOIMMO MPUHUMATh BO BHUMAaHHE AIbTEPHATUBHYIO KJIAPUTPOMUIIMHY TEPaIHIo,
MMOCKOJIbKY aKTUBHBIA METa0O0JIUT MpernapaTa B 3TOM ciiydae Hed((PEeKTHBEH.

[Ipu ogHOBpemeHnHoM mpuMmeHeHUU pudadytuna (150-300 mr 1 pa3 B CyTKH) M HEBHpalMHA
U3MEHEeHU J103bl He TpeOyeTcs. BeneacTBue BEICOKON MEXHUHIMBHYyadIbHON BapuaOeTbHOCTH Yy

HEKOTOPBIX IMAlMEHTOB MOXKET IOBBIIIATHCA PUCK TOKCHUYHOCTH pudadytuHa. Ilostomy mpu
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COBMECTHOM IPUMEHEHUHU TpebyeTcs cobroaaT

[Ipenapar BUPAMYH He nomkeH NpUMEHATHCS B KoMOMHAIuK ¢ pudamnunuaom (600 mr 1 pas
B cyTku). KimHudeckue paHHble O HEOOXOAMMOCTH KOPPEKIUH J103bl HEBUpANUHA IPH
OJIHOBPEMEHHOM MPUMEHEHUU C pU(aMIUIKUHOM OrpaHHueHbl. B ciayyae HeoOXoammocTu
JIeUYeHUs MAMEHTOB ¢ TyOepKyJie30M U IPUMEHEHHUs peKMMa Tepaliu, BKIIOYAIOIIEro npenapar
BUPAMYVYH, cnenyer ucnoyib30BaTh albTepHATUBHBIN MpenapaT pudaldyTuH.

OpUTPOMUIIMH CYIIECTBEHHO HHTUOMpYyeT 00pa3oBaHUE TUAPOKCHIMPOBAHHBIX METaOOIUTOB
HEBHpAITHHA.

IIpomusocpudxossie npenapamol

BceneacrBue mnoBeimieHUs AUC, Cmin 1 Cmax HEBUpANMHA B 2 pasa, NpU OJHOBPEMEHHOM
NpUMEHeHUH HeBupamuHa ¢ ¢uykoHazonom (200 mr 1 pa3 B CyTKH) cieayer coOmoaarh
OCTOPOKHOCTh M BECTH THIATEIbHOE HAOJIOIEHUE 32 COCTOSIHUEM MallEeHTOB.

[Ipy OmHOBpEeMEHHOM TPUMEHEHHHM HEBHUpanmuHa C uTpakoHazojoMm (200 mMr/cyT) MoXer
noTpeOOBATHCS YBEIMUYCHHE A03bI TOCIEIHETO.

KerokoHazon M HeBUpanmMH HE [JOJDKHBI NPUMEHATHCS COBMECTHO, TAaK KaK KETOKOHA30JI
CYILLIECTBEHHO MHTHOUpPYeT 00pa3oBaHKe T'HAPOKCHINPOBAHHBIX META0OJIUTOB HEBUPAIMHA.
Anmayuosi

[Ipu oHOBpEMEHHOM NPUMEHEHUH IUMETHIMHA U HEBUPAIMHA U3MEHEHUS 1035l HE TpeOyeTcs.
[Tpuem UM, aHTaIUA0B U IIPENapaToB ¢ MEI0YHON OydepHOi cpenoii He BiusieT Ha abcopOIuio
HEBHpAITUHA.

Aumumpombomuueckue cpeocmaa

B3aumonelicTBue MexXIy HEBUPAMHOM M AHTHUTPOMOOTHYECKHUM IMpemapaToM BaphapuHOM
MMEET KOMIUIEKCHBIN XapaKTep, IpU OJHOBPEMEHHOM IPUMEHEHUH ATHUX IIPENAPATOB CYLIECTBYET
BO3MOKHOCTb KaK YBEJIMUEHUs, TAK U CHUKEHHSI BPEMEHH CBEPTHIBAHMS KPOBH.

B TeueHne mnepBBIX HeEAENb OJHOBPEMEHHOIO NPHMEHEHUS W IIOCJIE€ OTMEHBI Ipernapara
BUPAMYH, wurToroBelii pe3yibTaT B3aUMOACUCTBHUS  MOXKET HU3MEHSTHCS, I03TOMY
1esiecoo0pas3eH TIIATENIbHbI KOHTPOJIb MTOKa3aTeNeil CHCTEeMbI CBEPTHIBAHHSI KPOBH.
Koumpayenmuensie cpeocmea

[Ipu ogHOBpeMEHHOM MPUMEHEHHHM HEBHpANUHA C MEIPOKCHIIPOTrecTepoHOM (1emno-popMma,
150 Mr kaxxaeie 3 Mecsilia) U3MEHEHHUs J03bl He Tpedyercs. OJHOBpEeMEHHOE NPUMEHEHUE
npenapata BUPAMYH He napymiaer cynpeccupyrouiee IelCTBHE MEIPOKCUIIPOTeCTepOHa Ha
OBYJIALIMIO.

[TepopanbHbIe TOPMOHAIBHBIC KOHTPALIENITUBHBIC TIPETapathl (Hamp. STHHIIACTpaanoi, 0,035 mr)
HE JOJKHBI TPUMEHSTHCS B KAaueCTBE €IMHCTBEHHOTO METOJa KOHTpALECHNUHUU Y KEHIIMH,

npuHuMaromux — npernapat BHUPAMVYH.  AnekBaTHble  103b1 Uil TOPMOHAJIBHBIX
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MEJIPOKCUIIPOrecTepoHa, A koMmOuHauuu ¢ npenapatom BUPAMYH He ycTaHoBieHBI B
OTHOILIEHUH 0€30MaCHOCTH U 3PPEKTUBHOCTH.

Ananveemuxu/onuouosl

VY manmenToB, noiydaBmmx ogHoBpemMeHHO BUPAMYH u MeramoH, coo0maiocs 0 CHHIpPOME
oTMeHbI. [lanMenTsl, nonyyvarmuye noAAepKUBaOIINE 103kl METaJ0HA U HAUMHAIOLIME TEPAIUIO
HEBUPAIIMHOM, JIOJDKHBI HaOJIOAaThCS B OTHOLICHHM TPH3HAKOB CHHAPOMAa OTMEHBI H
HEOOXOMMOCTH B 3THX CIIy4asiX COOTBETCTBYIOIIEI0 U3MEHEHUS 103bl METAJJOHA.

IIpenapamuel pacmumenbHO20 NPOUCXOHCOEHUS.

PacTutenbHble mpemaparbl, COAEpKAIME OKCTPAKT TPaBbl 3BEpPOOOS MPOABIPSBICHHOTO
(Hypericum perforatum), He JOJKHBI TPUMEHSATHCS COBMECTHO C HEBHpAaNUHOM. Eciy marnueHt
y’K€ NPUHUMAET 3TH IpEenaparbl, CIEAYeT MPOBEPUTh KOHLEHTPALUIO HEBHPAIIMHA U, €CIIH
BO3MO)KHO, KOHIIGHTpALMIO BHUPYCa, W IPEKPATUTh IPHUMEHEHUE IPENaparoB, COACPKAIIUX
HKCTPAKT TpaBbl 3Bepo0ost. Ilocie ux oTMEHBI KOHIICHTPALUsI HEBUPAIIMHA MOYKET MOBBIIIATHCS.
Mosxet notpeboBaThcsi n3MeHeHue 1036l npenapara BUPAMYH. Ilocne npekpaienus npuema
IpenapaToB, COAEPKAIINX IKCTPAKT TPaBbl 3B€p000s1, UHAYKTUBHBIN A3PHEKT MOKET COXPAHIThCA

B TEUCHUE, KaK MUHUMYM, 2 HEJEIb.

Oco0ble ykazanus

[Ipu monotrepanuu mnpemaparom BUPAMVYH OpicTpo M TpakTHuecKkw Bcerja BO3HHUKAIOT
ycroiuuBele IwwTammel Bupyca. [loatomy BUPAMYH nomxkxeH Bcerga HpUMEHSTHCS B
KOMOWHAIMM, 10 KpaiHell mepe, ¢ ABYMs JIPYIMMU aHTHUPETPOBUPYCHBIMM IIperapaTaMmu, 3a
HCKJIIOUYCHHEM Clly4yas MPUMEHEHHUs TMpernapara s npeaynpexiaeHus nepemaun BUY-1 ot
MaTepu K peOeHKY OJHOKPATHO, BO BPeMsI POJIOB U Y HOBOPOXKAECHHOI'O B TE€UEHHE 72 4acoB MOCIIe
POXKIEHUS.

Monorepanust npenapatrom BUPAMYH conpoBoxgaeTcsi pa3BUTUEM PE3UCTEHTHOCTH K
HEHYKJICO3UHBIM aHAJIOraM WHTHOMTOPOB OOpaTHOW TpPAaHCKPUIITa3bl. Y IKEHILIWH, paHee
MOJYy4YaBIIMX OJHOKpaTHyr 103y npemnapara BHUPAMVYH B mensix npenoTBpamieHus
tpancmuccun BUY-1 ot marepu k pebenky, s¢¢extuBHocTh mnpenapata BUPAMYVYH,
NPUMEHSIONIETOCs B COCTaBe KOMOMHUPOBAHHOM TepamnuH, MOKET CHIKaThca. B Tex ciyuasx,
KOrJa JOCTYIIHBl JpYrM€ AaHTHUPETPOBUPYCHBIC IIpErapaThl, PEKUM TEPANHUH IpenapaToM
BUPAMYH ¢ mnpumeHeHueM OJHOKpPAaTHOW  JO3bl  JIOJDKEH KOMOWHHMpPOBAThCS €
JIOTIOJTHUTEIBHBIME 3()(DEKTUBHBIMU aHTUPETPOBUPYCHBIMHU IpernaparaMu (B COOTBETCTBUU C
CYLLECTBYIOIIUMHU MEXIYHAPOAHBIMU PEKOMEHIALUSAMHU).

HeoOxoqumo cTporo mpuiepKuBaThCs PEKOMEHAYEMOro peXHMa JO03MpPOBaHUS, OCOOEHHO B

TeueHue 14-THEeBHOTO BBOAHOTO MEPUOIA.
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Peam;uu CO CMOPOHbL KOIHCU.!

Coo0mIanocer 0 Cliydasx Cephe3HBIX U YIPOXKAIOIIUX KU3HU KOXKHBIX PEAKIHiA, B TOM YUCIE O
CIIy4asix CO CMEPTENbHBIM UCXOJI0OM; TAKHE PEAKIUH Yallle BCETO pa3BUBAIIMCH B IIEPBBIC 6 HENEb
nedenus. Koatum peaknusim oTHocATcs ciiydaun cuHapoma CrtuBeHca-/[>KOHCOHA/TOKCHYECKOTO
3MUIEPMATBHOIO HEKPOJIN3a U PEAKIIMHU TUIEPYyBCTBUTEIBHOCTH, XapaKTEPU3YIOLIUECS ChIIBIO,
o0IIMM HEJIOMOTaHWEM W HapylieHHeM (YHKIUH BHYTpEHHUX opraHoB. CiemyeT MpoBOAUTH
WHTECHCHUBHBIA KOHTPOJb COCTOSHHMSI TAlUMUEHTOB B miepBbie 18 Hepenb seueHus. Craemyer
MIPOBOJIUTH THIATENIBHBI MOHUTOPUHT COCTOSIHUSA NALIMEHTOB B CIIy4Yae pa3BUTHUS U30JIUPOBAHHON
koxkHOM cbimu. BUPAMYH pomxkeH oTMEHATBCS y J00OTO MarMeHTa B CiIydae pa3BUTHS
BBIPQKCHHOW CBITK WM CHIMH, COMPOBOXIAIOMICHCS OOIMMMU CHMITOMAMH (TaKUMHU Kak
IUXOpajaKka, oOpa3oBaHHWE TY3BIPEH, W3MEHEHHUS CIM3UCTONM OOOJOYKH TOJOCTH pTa,
KOHBIOHKTUBHUT, OTEK JHIA, OOMM B CycTaBaX M MBbIIIIAX, OOIIee HEIOMOraHHe), BKIIouas
cuaapoMm  CrtuBeHca-J[)KOHCOHA/TOKCHMYECKUN  SIUAEpPMalIbHBIA  Hekpoiu3. He ciemyer
BO300HOBIIATH MPHEM HEBHpANHHAa y Takux nanuento. BUPAMYH nomxkeH ObITh OTMEHEH U HE
JNOJDKEH Ha3HAvaThCsl BHOBb B Cllydae pa3BUTUA PEAKIHUM TUIEPYYBCTBUTEIBLHOCTH,
XapaKTepU3YIOUIMXCS KOXKHOM CBIBI0O U OOIIMMU CHUMIOTOMaMH, TaKHUMH Kak JIMXOpajKa,
apTpayrusi, MUaNTusl U TuMdaaeHonaTus, a Takke MOopakKeHNEM BHYTPEHHUX OpraHoOB (TeHaTHT,
903UHO(DUITHUS, TPAHYIOLUTOIICHUS U HapyIIeHne QyHKITUH TOYECK).

[Ipuem HeBupanuHa B J103€ BbIIIE PEKOMEHAYEMON MOKET IMOBBICUTh YaCTOTYy M CEPhE3HOCTH
KOXKHBIX PEaKIui, Takux Kak cuHApoM CTuBeHca-/[)KOHCOHA/TOKCHMUYECKUH SIHIepMaTbHBINA
HEKPOJIU3.

B penkux ciywasix y HalMeHTOB C pPEAKIHUSIMU CO CTOPOHBI KOXH W TE€UYEHU, CBSI3aHHBIMU C
NPUMEHEHHEM HeBUpANKHa, HabIogancs pabioMHoIm3.

[ToxazaHo, 4TO OJHOBPEMEHHOE NMPUMEHEHHE MpeaHn30j0Ha (40 MI/IeHb, B TEUCHUE TMEPBBIX
14 nHeli npuema HEBUPANHMHA) HE YMEHbILIAET YaCTOTY BO3SHUKHOBEHHUSI CHIIH, a, HAIIPOTHB, MOYKET
YBEJIUYUBATh YaCTOTY JEPMATOJIOTUYECKUX PEAKIIUNA B TEUEHUE MIEPBHIX 6 HEENb Tepanuu.

K uuciy ¢akTopoB pucka pa3BUTHS CEPHE3HBIX KOXHBIX PEAKIUHA OTHOCHTCS HapyIICHHE
PEKOMEH/IAIMH O TIPUMEHEHNH TIpenapaTa B 03¢ 200 MT B 1eHb (4 Mr/kr uan 150 mr/m? y neteit
U TIOJPOCTKOB) B T€YEHHE BBOJHOTO HAYaAJIbHOTO Mepuoja jeueHus. PUck pa3BUTHS cepbe3HBIX
OCIIO’)KHEHUH JIEPMATOJIOTHUECKUX PEAKIIU BO3pACTaeT B ClIydae MPOMEJICHHsI C OOpaIlieHreM 3a
MEUIIMHCKON KOHCYJIbTAIMEH MMOCe Hayala CAMIITOMOB. PUCK pa3BUTHS CBINU Y )KEHIIMH BhIIIIE,
YeM y MY’KUUH, KaK B Clly4ae IPUMEHEHUs HEBUPAIINHA, TAK U B Clly4dae Tepanuu, He coJiepKallen
HEBHPAIIHH.

[MTanmenToB HEOOXOAMMO UH(DOPMHPOBATH, YTO OCHOBHBIM IPOSIBJICHUEM TOKCHYHOCTH IIperapaTa

BUPAMYH sBnsercs cwinb. [lanuentam cienyer peKOMEH0BAaTh HEMEIJIEHHO OOpaIiaThes K
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Bpauy, uTOOBI W30EKATH 3aIEPIKKU MEWKII Da3BHT) gC QBs HOCTR 00041
pauy, D y e e .

oOpamieHreM K Bpady. B OOJBIIMHCTBE Ciy4aeB ChbIllb, CBS3aHHAs C IMPHEMOM IIpernapara,
BO3HUKAET B IIEpPBBbIE LIECTh HEJENb TEpalHM, MO3TOMY HMMEHHO B TEUEHHE 3TOr0 Mepuona
HEOO0XO0UMO THIaTeNIbHOE HAOII0ACHHE MMAllMeHTOB B OTHOIICHUU JEPMAaTOJIOTHYECKUX PEaKIIH.
[TarueHTH! AOMKHBI OBITH MPOUH(DOPMHUPOBAHBI O TOM, YTO B CIy4yae pa3BUTHSI KaKON-THOO0 ChIU
BO BpEMsI JBYXHEEIBbHOIO BBOJHOTO MEPUO/IA JICUEHHUS], 103y IIpenapaTa He CIeIyeT MOBbIIIATh
JI0 TeX IOp, MOKA ChIIIb HE MCcUe3HET. Pexxum no3upoBanus ¢ npuMmeHeHueM 200 Mr npemnapara
OJIMH pa3 B JIeHb HE JOJDKCH MPOAOKAThCsA Oojee 28 MHEHW MO MPUYMHE PUCKA BO3MOXKHOTO
CHIKEeHUSI 9D (PEKTUBHOCTU U PE3UCTEHTHOCTH, K STOMY MOMEHTY BpEMEHHU ClIeZlyeT pa3padoTarh
npyroit pexxuM. OcoOEHHO BakeH TIIATEIbHBIH KOHTPOJb 32 JAETBMH M IOAPOCTKAMH, B
0CcOOEHHOCTH B TepBble 18 HeAenb JIeYeHHs, TaK KaK y ITHX MAIMEHTOB MOXET OBITh HUXKE
BEPOATHOCTH OOHAPYKEHUS KOKHBIX peaKLUi WIH COOOIIEHUS O HUX.

Ecnu y manmeHTa momo3peBalOT Haduyue KOXKHOM ChINMHU, aCCOUMUPOBAHHOW C HEBUPAMMHOM,
CJIeZlyeT MPOBECTH MCCIIEIOBAHMUS MMOKa3zaTesel QyHKIMK MeueHH. Y NalMeHTOB C MOBBIIICHHEM
AKTUBHOCTH NEYCHOUHBIX (pepMeHTOB ymMepeHHOH  Tsoxenoi crernenu (ACT unu AJIT > 5 BT'H)
cienyeT OTMEHMTh IPUEM HEBUPAIMHA.

Peaxyuu co cmoponwvl neuenu:

V nanuueHToB, MOyYarouux JICYEHUE HEBUPANIMHOM, OTMEUAIUCh CIIy4au Pa3BUTHS TSDKEION U
yIpOXKAIOMIEH KU3HH TENaTOTOKCHUYHOCTH, B TOM 4YHcle (yJIbMHHAHTHOTO TEMaTHTa Co
cMepTeNbHBIM ucxo1oM. [lepBrie 18 Hemenb gedeHns — 3TO KpailHe BaKHBIN MEPUO]I, TPEOYIOIIHA
THIATETFHOTO HAOMIONEHUS 3a MAalMeHTOM. PHUCK pa3BUTHSA peaklUuid CO CTOPOHBI MMEYEHU
MaKCHUMaJIeH B MEpBbIE 6 Helenb Tepanuu. PUCK, 0HAKO, COXpaHAETCS U IOCIE ITOro NEPUOAA,
MO3TOMY Ha MPOTSHKEHUH JICUCHHUS CIICAYET MPOOKUTH HaOIOJCHUE C YaCTHIMU WHTEPBAIaMHU.
Y HEKOTOpBIX MAllMEeHTOB, OTMEYABIIUX pEaKUHUW CO CTOPOHBI KOXHU W/WIM TEYEHH,
aCCOLIMHMPOBAHHBIE C TPUMEHEHHEM HEBUpANHa, Ha0Jt01a710Ch Pa3BUTHE pabIOMHUOIIU3A.
Bricokuii puCK HEXENaTeNbHbIX PEaKLUUil CO CTOPOHBI NMEYEHHU BO BpEMs MPOBEACHHUS JHO00M
AHTUPETPOBUPYCHON Tepamnuu (B TOM 4YMCIE M BO BpEMs TEpallW{, BKIIOYAIOIIEH HEBUpPAIMH)
OTMEYaeTcsl Mpu UcXoaHoM ToBbImeHnH akTuBHOCTH depmeHToB ACT wimm AJIT 6ornee yem B
2,5 pa3a o CpaBHEHHIO C BEPXHEH rpaHuUIIeld HOPMBI, /WU Mpu Haauduu renatuta B w/mwm C.
Kenckuii non u noeIieHHoe yrciio CD4-k1eTok B Hayase Tepanuy HEBUPAITUHOM Y MallMeHTOB,
paHee HE IIOJIy4aBIIMX JIEYEHUs, ACCOLMHUPOBAHBI C TIOBBIIIEHHBIM pHUCKOM Ppa3BUTHS
HEXENATeJIbHbIX PEaKIMil CO CTOPOHBI EYEHU. Y JKEHIIUH N0 CPAaBHEHUIO C MYKYMHAMH B TpU
pasa MOBBILIEH PUCK Pa3BUTHUSA KIMHUYECKH BBIPAXKEHHBIX SIBICHUI CO CTOPOHBI NIEYEHH, YaCTO
ACCOLIMMPOBAHHBIX C KOXXHOW CBINBIO (cooTBeTCTBEeHHO 5,8 % u 2,2 %). Puck pa3Butus

KIIMHUYCCKU BBIPAKCHHBIX SIBJICHUH CO CTOPOHBI ICUCHU BBILIC Y MAIITUCHTOB oboux IOJIOB, paHEC
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HE TIOJIyYaBIINX JieUeHHs, ¢ 0OHapyxuBaemon PHK BI/IG-IEI:B'%HKE%&FH% ':hEﬁS%Q&ﬁLIM

yucaioM CD4-kieTtok B Hayane Tepanuu HeBupanuHoM. llpm perpocmekTuBHOM 0030pe,
IPEUMYIIECTBEHHO  BKJIIOYABIIEM [AIMEHTOB C BHpPycHOM Harpy3koii BHY-1 He
MeHee S50 KOMumii/Mi, 0OHApYXEeHO, YTO y *KeHIUH ¢ unciaom CD4-knetok Gomee 250/mm° B
12 pa3 TOBBIIIEH PUCK PAa3BUTHS KIMHUYECKH BBIPAKEHHBIX HEXKEIATENbHBIX peakluid co
CTOpOHBI TMEUEHHM MO CPABHEHHIO C JKeHIMHaMM c umciaoM CD4-kmerox menee 250/mm?
(cootBerctBeHHO 11,0 % 1 0,9 %). [1OBBIICHHBIN PUCK OTMEYATIH y MY>KYHH C OOHapyKEHHUEM
PHK BUY-1 B nnasme kposu U ¢ uucioMm CD4-kxnerok Gonee 400/mm> (6,3 % 1o cpaBHEHHIO C
1,2 % y myxuun ¢ yuciom CD4-kietox menee 400/mm>). TIOBBIIEHHBIH PUCK TOKCHYHOCTH B
3aBUCUMOCTM OT THIOpOroBbIX 3HaueHWW CD4-kiaeTok He OTMeyald Yy MalueHTOB C
HEOOHapYKMBaeMOIl BUPYCHOW Harpy3koi B miia3me KpoBH (MeHee 50 Konuid/mi).

Heo0xoaumo nponH$popMHUpoBaTh NAIIMEHTOB O TOM, YTO PEAKIIMH CO CTOPOHBI ITEYEHHU SBIISIOTCS
OCHOBHBIM TPOSIBIICHHEM TOKCHYHOCTH mpemnapata BMUPAMVYH, TpeOyroomum THiareasHOTo
HaOmroneHust B nepsble 18 Henenb Tepamuu. [lanuentam, y KOTOPBIX OTMEUYAIOTCS CUMITOMBI
rernartuTa, cleiyeT MPeKpaTuTh MPHEM Ipernapara U HEMEUIEHHO OOpaTUThCS B MEAHMIIMHCKOE
yupexJeHue g 00CleJOBaHMsl, KOTOpPOe JOJKHO BKIIIOYATh OLEHKY IoKazaTesied (QpyHKIHUU
MEYEHU.

Koumponv cocmosinus neuenu

Bruoxumuyueckue nccieoBaHus, B TOM YHCIIe U3MEPEHUs NoKa3aTeei QyHKINU IEYeHH, CIIeTyeT
MIPOBOAMTH MEpe]] HayaJloM Tepallii HEBUPATMHOM M ¢ HEOOXOIMMBIMU MHTEpBajJaMH BO BpeMs
JICUEHUS.

[Ipn mpueme HeBHpanMHA OTMEYAIM HAPYIICHHs MMOKas3aTtenedl (yHKIMH MEeYeHH, WHOTJA — B
NIEPBBIE HENIEIIH JICUEHHUS.

beccumnTomHoe moBbIieHHE akTUBHOCTH (pepmenToB neueHr U ['TT omuckiBaeTcs 4acTo u He
ABJISICTCSI 0€3yCIIOBHBIM MTPOTHBOIIOKa3aHUEM JIJ1sl IpuMeHeHus penapara BUPAMYH.
HccnenoBanus GyHKIMHU MEYCHH CIEIyeT MPOBOIUTH KaXKIbIC JIBE HEIEIH B MEpBbIC 2 MecsIa
JIEYEHUs1, OTHOKPATHO Ha 3-M MECSIE U PETYJIAPHO B JalibHeHNIeM. Ecinu y nanyeHTa oTMeqaoT
CUMITOMBI, XapaKTepHbIe UIsl TrenaTUTa W/WUIW peakUuidl TUINepYyBCTBUTEIBHOCTH, CIIEAYET
HEMEIJIEHHO MPOBECTH J1a00paTOPHBIE UCCIEOBAHUS (PYHKIIMH ITEYESHH.

B cayuae nosbimenust aktuBHOCcTH (GepmeHToB ACT mmu AJIT OGonee uem B 2,5 pasa BbllIe
BEepXHEH T'paHUIIBI HOPMBI 10 Havaja WM B MPOIECCE JICUCHUS, TTOKa3aTenu (yHKIUH TIeYeHU
JTIOJDKHBI KOHTPOJIMPOBATHCS Yallle BO BpeMs peryisipHbIX oocnenoBanuii. BUPAMYH ne nomken
Ha3HAYaThCs MaIMeHTaM, y KoTopeix ucxomnas aktuBHocTh ACT umm AJIT Gonee uem B 5 pa3
IPEBBIIIACT BEPXHIOK IPAHUILY HOPMBI (10 T€X MOp, IOKAa OHA CTAOMIILHO HE CHU3HTCS 10 YPOBHS

MEHee dYeM B 5 pa3 TMPEBBIIAIONIETO BEPXHIO TPaHHUIly HOPMBI)  (CM. pa3zien
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«IIpoTrBOIIOKa3aHUS ).

Ecnu aktuBHOCTh pepmentoB ACT mmu AJIT nosblimaercs 6osee yeM B 5 pa3 1Mo CpaBHEHUIO €
BepxHei rpanurieil Hopmbl B xoze jeueHus, BUPAMYH nomxken ObITh HEMEIJIEHHO OTMEHEH.
Ecmu aktuBHOCTH (hepmenToB ACT u AJIT Bo3Bpamaercs K MCXOAHBIM 3HAUYCHHSIM M €CITU Y
MalUeHTa He BO3HUKAIOT KaKue-TM0O CUMIITOMBI TelaTuTa WK O0Iue CUMITOMBI UK ApYyTHe
SIBIICHUS, yKa3bIBAIOIIME HA HApYIIEHUS (PYHKIIMH BHYTPEHHUX OPraHoOB, IPUMEHEHHE Ipernapara
BUPAMYH wmoxeT ObITh BO30OHOBJICHO (€CIM CYIIECTBYET KIMHHYECKas HEOOXOIMMOCTH).
Pemmennie 06 3TOM JOKHO TPUHUMATHCS B KXKIOM OT/IEIBHOM CIIydae, UCXOs U3 KIMHUYECKON
Heooxoaumocth. [loBropHOe HasHauenue npernapata BUPAMYH nomkHO ocymiecTBISIThCS B
YCIIOBUSAX TMOBBIIIEHHONW KIMHUYECKOW M JIaOOpaTOpHOW HACTOPOKEHHOCTH, B HAYaJbHON 103€
200 mr/nens (B TedeHue 14 gHeil), ¢ mocneayroomuM ee noBeimieHHeM A0 400 mr/mens. Ecnu
HapymieHus (QyHKIuu mnedeHu Bo300HOBIsIOTCI, BUPAMYH nomxkeHn ObITh OKOHYATEIIBHO
OTMEHEH.

Bpauu 1 nanueHTs! JOKHBI HACTOPOKEHHO OTHOCUTHCS K TaKUM IPOAPOMAIIBHBIM MTPU3HAKAM
WIA CHMIITOMaM TelaTuTa, Kak aHOpPEeKCHsA, TOIIHOTAa, JKEeJITyXa, OunupyOuHemus,
oOecrBeyrBaHue Kaja, refnaToMeraius Win 0OJIe3HEHHOCTh MeueHu. [larueHTsl JOMKHBI OBITh
poruH(OPMUPOBAHBI O HEOOXOAUMOCTH OOpAIEHUS 32 MEIUIIMHCKON KOHCYNbTAallUe! B TaKHX
CIIy4asix.

B cnyuae pa3zButus renatura, CONpOBOXKIAIOLIETOC TAKUMH KIMHUYECKUMU MTPOSIBICHUSAMH, KaK
aHOpEKCHs, TOIIHOTA, PBOTA, JKEJNTyXa, U U3MEHEHHEM JIaOOpaTOPHBIX MoKa3aTelel (yMepeHHbIe
WM 3HAYWTEIbHBIC M3MEHEHMs Tokasarenel (GpyHKIuu nedeHu, 6e3 ydera aktuBHOCTH [TT),
HEBUPAIIUH JIOJDKEH OTMEHAThCsS okoHuarenbHo. BUPAMYH He nomkeHn Ha3HayaThCsl IOBTOPHO
TEM MaIMeHTaM, y KOTOPhIX MOTpe0doBaiach €ro OTMEHAa BCJEICTBHE PAa3BUTHS KIMHUYECKH
BBIPAKEHHOI'O TENaTUTa, BBI3BAHHOTO HEBUPAITUHOM.

3abonesanus neuenu

Bbezonacnocts u 3¢dpdexruBHoCcTs Tpenapata BUPAMVYH He ycTaHOBJIEHBI y MAIMEHTOB CO
3HAUYMMBIMHM COIYTCTBYIOIIMMHU HapyLIEHUSIMH cO cTOpoHbl mneueHu. IIpemapar BUPAMVYH
MPOTUBONOKA3aH MalMEHTaM C HapylleHueM (QpyHKIMU nedeHH Tsokenoil crenenu (kiacc C mo
mkane Yainna-ITeto; com. pazmen «lIporuBonokazanus»). I[lo pesynapTaTaMm HCCIeIOBaHUS
(apMaKOKUHETHKH, CIETYET C OCTOPOKHOCTHIO HA3HAYATh HEBUPAIIMH NAIlUEHTaM C HapyIICHUEM
(GyHKIMU TIedeHH yMepeHHOW creneHu (kimacc B mo mkane Yaiina-Ilsio). VY mamueHToB ¢
xpoHuueckuMm renatutoM B wnm C, monmydaromux KOMOMHHPOBAHHYIO aHTHUPETPOBHPYCHYIO
TEpanuIo, CyIECTBYET MOBBIIIEHHBIM PUCK Pa3BUTHUS TSDKENBIX M MOTEHIUAIBHO CMEPTEIBbHBIX
HEXKEJIATENIbHBIX pPEAKIM CO CTOPOHBI IE€YEHH. B ciyyae CONMyTCTBYIOLIEH aHTHUBUPYCHOM

TCpaInu reunaTura B nm C H€O6XO,Z[I/IMO O3HAKOMUTLCA C UHCTPYKIUAMHU 110 MPUMCHCHUIO 3TUX
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JIEKapCTBEHHBIX MTpPernapaToB.

VY manueHToB ¢ paHee CyIIeCTBOBABIINM HapyIIeHUEM (DYHKIIMH MTEYE€HH, BKIIOYast XPOHUYECKHMA
aKTUBHBIN TEMATHT, MOBBIIIEHA YAaCTOTa HApYIICHUH (QYHKIMU MEYEHU NP KOMOMHHPOBAHHOM
aHTUPETPOBUPYCHOMU TEpANUH, TI03TOMY HaOJIOA€HUE 33 TAKUMHU MTALIUEHTaMU CJIEAYeT IPOBOJUTH
COIVIaCHO cTaHAapTHOM mpakrtuke. IIpu mpusHakax nporpeccupoBaHus 3a00J€BaHUs MEUCHU Y
TaKUX [ALUEHTOB CIEAYET pacCMOTPETh BO3MOXKHOCTb BPEMEHHOIO IIpPEpPBIBAHUS WIH

[IPEKPAIICHUS JICUCHUS.

Jlpyeue npedocmepesicenus

[TocTkoHTakTHAs MpodUIaAKTHKA JUI], KOTOpBIe He ObUTH MHGUIMpoBanbl BUY, He oTHOCHTCS K
YyHucay ONOOPEHHBIX TMOKa3aHWU Ul NMPUMEHEHHs Ipernapara ¥ IMO3TOMY KaTerOpHYecKdu He
pexomenayercs. Ilpm MHorokpatHoM npumeHeHun npemnapata BHWPAMVYH ¢ nensro
MOCTKOHTAKTHOW MPOQMIAKTUKH JIUII, KOTOpbIe He Obutn nHUImpoBansl BUY, coobmanock o
TSKEIBIX MNPOSBICHUSAX TENAaTOTOKCUYHOCTH, B TOM UHCIE O Pa3BUTUU IME€YEHOYHOM
HEI0OCTaTOYHOCTH, TPEOYIOLIEeH TPaHCIIAHTALIMY TTEYCHH.

VY nanuenTos, nonay4aromux BUPAMYH unu mo0yio apyryio aHTUPETPOBUPYCHYIO TEpaIuIo,
MOTYT MPOAOJKATh Pa3BUBATHCS ONMIMOPTYHUCTHUYECKHE UHPEKIUHU U apyrue ocioxHeHus BNY-
uHpekuuu. [1o3ToMy Takue MalnMeHThl TOJDKHBI OCTaBaThCs MOJ| TIIATEIbHBIM HAOIIOIEHUEM
Bpaya, HMMEIOIIET0 OMNBIT JIeYeHHs 3aboseBaHuii, accoruupoBaHHbIX ¢ BUY-undekuueii.
CBeneHuii 0 CIOCOOHOCTH HEBUPAINIMHA YMEHbBINATh PUCK TOPU30HTANIbHON TpaHcmuccun BUY-1
JPYTUM JIMLIaM HE UMEETCH.

HecMmoTpst Ha TO, uTO ciocoOHOCTh npenapata BUPAMYH npenorspamars Tpancmuccuro BUY-
1 uadekunm oT MaTepu, panee He MOTyYaBIICH IPYTHe aHTUPETPOBUPYCHBIE PEnapaThl, peOCHKY
yCTaHOBJIEHA, TSI MUHUMHU3AIIUH BO3MOXKHOCTH nepenaun BIU-1 pebenky pekomenayercs Oomnee
MHTCHCUBHOE JIEYEHHE MaTepH 10 POJOB C IMPUMEHEHHEM KOMOMHAIMI aHTHPETPOBUPYCHBIX
npenapaToB (KOrma 3TO BO3MOXKHO). Y JKEHIIMH, paHee IOJy4aBIIUX OJHOKPATHYIO 03y
HEBUpAanMHAa B IeNAX MpenoTBpamieHuss Tpancmuccun BUY-1 ot marepu K peOeHKy,
s dexkruBHOCTh Tpenapara BUPAMYH, npumenstomerocs B cocTaBe KOMOMHHPOBaHHOU
Tepanuu, KOTOPYIO JaHHBIE )KEHIIMHBI MOJYYarOT B LEJISIX JEUECHHS], MOKET CHUKATHCS.

VYV KEeHIIMH, NPUHUMAIOIINX HEBUPANUH, HE CIEAYyeT NPUMEHITh TOPMOHAJIBHBIE METOJbI
KOHTpAIeTIUN, OTJIIMYHbIE OT JAeno-Meapokcumnporecrepona anerara (IAMIIA) B kadectBe
OCHOBHOT'O METO/1a, TaK KaK HEBUPAIIMH MOYKET CHI)KATh UX KOHIeHTpauuu. 1o aToii npuunHe n
JUIs cCHWDKeHus pucka mepenaun BUY pexomengyercss OapbepHas KOHTpamenius (Harpumep,
npesepBatuBbl). Kpome Toro, B ciayyae NPUMEHEHHUS BO BpEMs TEpanuud HEBUPAIHMHOM
NEePOPAIBHBIX KOHTPALENTHBOB C LENbI0 TOPMOHAIBHON 3aMECTUTENIFHON Tepanuu, He0OX oM

KOHTPOJIb T€PANEBTUUECKUX I(P(HEKTOB JICUCHHS.
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Macca mena u memabonuueckue nokazamenu.

Bo Bpemsi aHTHPETpOBUPYCHOW Tepanuyd MOXKET HAONIOAAThCS YBEIMYEHHE MAacChl Tena u
MOBBIIICHUE KOHIICHTPAIWIA TUHIOB U TIIIOKO3bI B KpoBU. KOHTpOIE 320051€BaHsI 1 U3MEHEHUE
o0Opa3a XKM3HU TaKX€ MOTYT BJIMATh Ha 3TH H3MEHEHHs. /{151 HEKOTOPBIX CIIy4aeB MOIY4YECHBI
JaHHbIE, TOATBEP>KIAIOIINE BIUSHUE Tepallui Ha KOHLIEHTPALIUIO TUIUI0B, OJJHAKO HET JaHHBIX,
MOJITBEPKIAIOIIUX CBS3b YBEIIMUYCHHSI MACCHI TEJla ¢ KAKUM-TTHOO KOHKPETHBIM BHJIOM JICUCHUSI.
[Ipn MOHUTOpPWHTE KOHIEHTPALMH JUMUIOB W TIIOKO3bI B KPOBH HEOOXOAMMO CIIEOBATh
YTBEPKJICHHBIM pYyKOBOJACTBaM 1o JedeHnio BUY-undeknuu. JledeHue mnamueHToB C
HapyLICHUSIMH JIMOUAHOTO OOMEHa ClelyeT MPOBOJUTh B COOTBETCTBUM C KIMHUYECKUMU
MOKa3aHUSMU.

B xnmHnueckux uccnenoBanusax npuem npenapara BUPAMVYH accounnpoBaH ¢ NOBBIIEHHEM
ypoBHs xosiecrepuna JIIIBIT u ¢ moBeimenueM otHomeHust xonecrepuna JIIIBIT k oGmemy
XOJIECTEpUHY. B OTCyTCTBHME KOHKPETHBIX HCCIIEOBAHUNM KIMHUYECKas 3HAUYMMOCTb OTHX
pe3ynbpTatoB HewsBecTHa. Kpome Toro, He ObUIO JaHHBIX O TOM, 4To mpenapatr BUPAMYH
BBI3BIBACT HAPYIIEHUE OOMEHA TITIOKO3HI.

Ocmeonexpo3:

OTHOJIOTHUST OCTEOHEKPO3a MyJbTH(AKTOpUaNbHA (MIPUMEHEHHE TIIIOKOKOPTUKOCTEPOUIOB,
yHoTpeOJieHHe aJKOrojsl, TshKeNlash MMMYHOCYIIPECCHs, TOBBIIICHHE HHJIEKCA MAacChl Tela),
CJlydad OCTEOHEKPO3a OTMEYAIUCh Y MAIlUEHTOB C pa3BepHyTol craaueit BUY-undexumu n/mmm
JUTUTETHHO MOTYYaBIINX KOMOMHUPOBAHHYIO aHTUPETPOBUPYCHYIO Teparinio. [lalneHThl 10IKHBI
OBITH TIPEAYNPEKACHB O HEOOXOAMMOCTH OOpalieHusi K Bpady B Ciydae JIOMOTHI U OOJIM B
CyCTaBaXx, TYTOMOABUKHOCTH CYCTaBOB WJIM TPYIHOCTH MPU JBUKEHUH.

Cunopom 60ccmaHo81eHUs UMMYHUMemMa:

VY namnuenTtoB, uHpumpoBaHnHbix BUY-1, npu Haau4uu 3HAYUTEILHOTO UMMYHOAE(PHUIIUTA BO
BpeMsl Hadajla KOMOMHHPOBAaHHOM aHTUPETPOBUPYCHOM Tepanmuu MOKET BO3HHUKATh (WU
YCHUIIMBAThCS) BOCMIATUTENbHAS PEaKlis Ha OECCUMIITOMHO CYIIECTBYIOIINE WM PE3UTyalIbHbIC
OMIMOPTYHUCTHYECKHE HWH(MEKIIMOHHBIE MHUKPOOPTAHU3MBI, YTO TPUBOJAUT K  THKEIBIM
KJIMHUYECKHM COCTOSIHUSIM. B TUMUYHBIX CloydasX Takue peakuuu HaONI0AAaloTCsl B TEUEHUE
MEPBBIX HECKOJIBKUX HEJleIb WM MECSIIEB MOCIIe Hayaia KOMOMHUPOBAHHON aHTUPETPOBUPYCHOM
Tepanuu.  XapakTEepHbIMM  NpPUMEpPaMU  SIBIISIIOTCS  I[UTOMETAJOBUPYCHBIH  PETHHMT,
reHepaTH30BaHHbBIC H/WIU JIOKATbHBIC HH(PEKIIUHU, BEI3BIBAEMbIC MUKOOAKTEPUSIMU, i THEBMOHUS,
BbI3pIBaeMas  Pneumocystic. AyroumMMmyHHBIE 3abosneBaHus (Hampumep, Auby3HBIHA
TOKCHUYECKHI 300 U ayTOMMMYHHBIH T€MaTHUT) TaKK€ MOTYT OTMEYaThCs B Cily4yae CHHJIIpPOMaA
BOCCTaHOBJICHUS UMMYHHUTeTa. OTHAKO Takue 3a00JIeBaHUs MOTYT BO3HUKHYThH Yepe3 HECKOJIBKO

MCCAILCB ITIOCJIC HavaJia JICUCHU . CJIG,Z[yGT AHAJIU3UPOBATH JII00BbIE CUMITTOMBI BOCIIAJICHUS U npu
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HGO6XOI[I/IMOCTI/I IMPOBOAUTH COOTBETCTBYIOLICEC JICUCHUC.

CormacHO JOCTYNMHBIM JaHHBIM 10 (papMaKOKUHETUKE, HE PEKOMEHIYETCS COBMECTHOE
npuMeHEeHHe pudaMmnuirHa ¢ HeBHpanuHOM. Takke, HE PEKOMEHAYeTCs KOMOWHUPOBATH
npenapatr BUPAMYH c¢ »daBupeH3om, KETOKOHA30JIOM, 3TPAaBUPUHOM, PUITHBUPUHOM,
SJIBUTETPABUPOM (COBMECTHO C KOOHMIIMCTATOM), aTa3aHaBHUPOM (COBMECTHO C PUTOHABHPOM),
dbocaMIipeHaBUPOM (€CITu HE MPUMEHSETCSI OAHOBPEMEHHO PUTOHABUD B HEOOIBIIION J03¢€).
I'panynoyumonenus:

[TpumeHeHre 3UAOBYAMHA YAaCTO MPUBOJUT K PA3BUTHIO TPAHYJIOLMUTONEHUU. TakuM 00pa3oM,
PUCK pa3BUTHS TPAHYJIOLMUTONEHUU MOBBIIIEH Y MAIMEHTOB, OJAHOBPEMEHHO MPUHUMAIOIINX
HEBUPANMH U 3UJIOBYIWH, OCOOEHHO Yy JETed M MOJPOCTKOB, M y MAIMEHTOB, MOIYYArOIINX
BBICOKHE JI03bl 3MJIOBYJMHA, & TAKXKE Yy MAlMEHTOB C HU3KUM KOCTHOMO3TOBBIM PE3E€pPBOM, B
YAaCTHOCTH Y TAIMEHTOB C mo3aHei cramgueir BUY-mndexnuu. Y Takux mNarueHTOB CIIETyeT
MPOBOAMTH TUIATEIBHBI MOHUTOPHUHT TIOKa3aTesiel o0Iero aHaan3a KpoBH.
T'unepuyecmeumenvHocms:

Caxapoza: mpenapatr BUPAMVYH, cycnensusi st npuema BHYTPb, COAEPKHUT caxapo3y B
komudectBe 150 mr/mi.  TlammenTtaM ¢ peaKUMHM  HACIEACTBEHHBIMU — HAPYIICHUSMU:
HEMEePEHOCUMOCThIO (PYKTO3bI, MallbaOCOpPOIMEl TIIOKO3bI M TaJlaKTO3bl WJIM caxapaso-
M30MaJIbTa3HOM HEJIOCTATOYHOCTBIO HE CIeAyeT MPUHUMATh ATOT JIEKAPCTBEHHBIN MTpenapar.
Cop6uron: npemapar BUPAMVYH, cycnensust uisi nmpuema BHYTPb, COJCPKHUT COPOHMTON B
konudecTBe 162 mr/mi. [lanimentam ¢ HacIeACTBEHHON HelepeHOCUMOCThIO GhpykTo3bl (HHD) He
clenyeT MpUHUMAaTh/Ha3HauYaTh JAHHBIN JIEKApCTBEHHBIN Mpenapar.
MerunmaparuapokcuOeH3oar W IPONIINAParuAPOKCHOCH30aT:  Mmpemapar  COACPIKUT
METHIIIAparuapoKCuOeH30aT U MPOMIINAPArupOKCUOEH30aT, ITH BEUIECTBA MOTYT BBI3BIBATH
aJUIeprUYecKue peakiuy (BO3MOXKHO 3aMEeJJICHHOTO THTIA).

Harpuii: ongHokparHas nosza npenapata BUPAMYH coaepxut meHee 1 MHUIMMOIIST HAaTpust

(23 Mr) - TO €CTh, IPAKTUYECKU HE COACPIKUT HATPHUSL.

Bunsinne Ha CIOCOOHOCTH YIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMM M MEXaHNU3MaMH

CHGI_[I/IaJIBHBIX I/ICCJIG,Z[OBaHI/Iﬁ B OTHOIICHHUH CHOCOGHOCTI/I K BOXICHHIO aBTOTPAHCIIOPTA U
YHOpPaBJICHUIO MCXaHU3MaMU HEC IMPOBOAHIIOCH. OI[HaKO nanucHTaMm CJICAYyCT COO6H_IaTb, 9TO BO
Bpems JieueHusi npenapatoM BMPAMYH B03MOXHBI HeXenaTelbHbIE PEaKIMU, TaKhe Kak
YTOMJISIEMOCTh U rojioBHast 00sb. [IoaTOMy BO BpeMs BOXKACHHSI aBTOMOOWJIS WUJIM YIIPaBJICHUS
MCXaHU3MaMH CJIICAYCT PCKOMCHIOOBATH CO6JIIOI[aTI> OCTOPOIKHOCTD. Ecan MNanueHT OomymacT
YTOMIJICHHUC HJIM KAITYCTCA Ha T'OJIOBHYIO 6OJIB, TO TaKuUX MNOTCHIMAJIbHO OIIACHBIX BUIOB
NEeSTeNIbHOCTH, KaK BOXJIEHHWE aBTOTPAHCIIOPTAa WJIM YIPAaBICHUE MEXaHW3MaMH CIEIyeT

n30erarsb.
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®opMma BBIILYCKA

Cycniensus 1t mpueMa BHYTpb S0 Mr/5 miL.

[To 240 mu Bo ¢1akoH U3 MOJUATHIICHA BBICOKOM MUIOTHOCTH. Kaxaplii (yiakoH, yKyIOpEHHBIH
IJIACTUKOBOM 3aBUHYMBAIOIIECHCS KPBIIIKOM C KOHTPOJIEM BCKPBITHS OT JETEH U NPO3payHOU
IUIEHKOW, C MHCTPYKIUEH 110 MPUMEHEHUIO IOMELIAIOT B KAPTOHHYIO MAauKy, TAK)KE B KAPTOHHYIO

MavyKy MOTYT ObITh 10OaBJIEHBI MIACTMACCOBBIA MEPHBIH IINPHUI] U JOTIOTHUTEIbHAS KPBIIIKA.

YcaoBusi XxpaHeHust

XpauuTth nipu Temneparype He Bbime 30°C.

XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTE.

Cpok rogHocTu
3 rona.
[Ipenapat 10KeH OBITh HCIIOIB30BAH B TEUCHHE 6 MECSIICB C MOMEHTA BCKPHITHS (hIIaKOHA.

He ncrnonp30BaTh Nociie HCTEUCHUS CpOKa rOAHOCTH.

YcaoBus ornycka

OTnyckaroT 1Mo peLenty.

HaumMeHoBaHue 1 ajipec OPUIAMYECKOT0 JIMIA, HA HMS KOTOPOI'0 BBIIAHO PerMCTPAllHOHHOE
yI0CTOBEpeHHE

Bepunrep Uurensxaiim MaTepuemsn ['M6X

bunrep Iltpacce 173, 55216 Unrensxaiim-Ha-Peline, I'epmanus

HauMeHoBaHue U ajjpec MecTa oCylIeCTBJICHHUs IPOU3BO/ICTBA JIeKAPCTBEHHOI'0 Ipenapara
Bect-Bopa KonymOyc Unk.

1809 Yuicon Poyn, Komym0Oyc, Oraiio 43228, CIILIA

ITosyuyuTh NOMOJHHMTEIbHYH HH(OPMALMIO O Ipenapare, a TaKKe HANPaBUTb CBOH
NpeTeH3u U NHGOPMaNHIO 0 HesKeIaTeIbHbIX ABJIEHUAX MOKHO 110 cJIeAyoleMy ajgpecy B
Poccun

00O «bepunrep Nurenpxaiim»

125171, Mockaa, Jlennnrpazackoe mocce, 16A, ctp.3

Ten: +7 (495) 544 50 44

dakc: +7 (495) 544 56 20
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