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OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

JlamuByuH, 300 Mr, TaOIETKH, TOKPHITHIE TUICHOYHON 000JI0YKOH.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytolee BENIECTBO: JIAMUBYIUH.
Kaxxnas Tabnerka, HOKphITas MIEHOYHON 00010ukoi, coaepkuT 300 MT TaMuByAMHA.

[TonHbIl epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTku, MOKPBITHIE TNICHOYHOH 000I0YKOM.
Kpyrieie OBOSIKOBBITYKIIbIE TaOJIETKH, MOKPHITHIE IUICHOYHOH OOOJOYKOW OENoro Wi MOYTH
Oeroro 1Bera, ¢ puckoil. Ha momnepeynom paspese TaOiIeTKH BUIHBI J1BA CIIOS: SAPO OEIOTo M

IIOYTH OEI0TO OBCTa U IIJICHOYHAasA 000104Ka.

4. KINMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO
Jleuenne Bupyca ummyHoneduimra uyemoBeka (BUY) B coctaBe KOMOWHHPOBAHHOM

AHTUPETPOBUPYCHOM Tepamuu y B3pOCIbIX U JIeTell ¢ Maccoil Tena 6omee 25 Kr.

4.2. Peskum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!
[Ipenapar JlaMuByaMH TOJKEH Ha3HAYATHCSI BpauyOM, UMEIOIINM ONbIT JeueHus: BUY-undekiuu.

PexxuM 103upoBanus

Bspocnvie

Pexomennyemas nosa namuBynnHa cocrasisieT 300 Mr B cyTku: no 150 mMr nBa pas3a B CyTKH WU
1o 300 Mr ovH pa3 B CyTKH.

[Tpu mepexoze oT mpueMa JaMHBYAMHA B (opMe pacTBOpa K MpUEMY JIaMUBYAHHA B (opme
TabJIETOK, UM HA000pOT, HEOOXOJMMO CIIEI0BAaTh PEKOMEHIAIUAM T10 JI03UPOBAHUIO TIperapara,
YCTAHOBJICHHBIM JUISL KaXK10H KOHKPETHOM JIeKapCTBEHHOH (POPMBI.

[Tpu nepexojie OT pexxrMa IpUeMa JiBa pas3a B CyTKH K PeKUMY IIpUEMa OJIUH pa3 B CYTKH CIEAyeT
IPUHATH TEPBYI0 PEKOMEHIYEMYIO OJIHOKPAaTHYIO J03y IpHUMEpHO uepe3 12 dvacoB mocie
NOCJIEAHEN IPUHATOM A03bI 10 PEKUMY ABYKPAaTHOIO IIPUEMA, a 3aTEM IIPOAOKATH IPUHUMATh

PCKOMCHAYCMYIO OOHOKPATHYHO O3y IMPUMCEPHO KAXKABIC 24 dJaca. HpI/I BO3BpPATC K PCKUMY
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npueMa JBa pa3a B CYTKU CIEIyeT HPHUHSTh nepByigl%éMg%%&ggHﬁlégg T E)I—CI;II&/IMY

JBYKPATHOT'O IIpUEMa IPUMEPHO uepe3 24 4acoB 10cCIIe MOCIEIHEN IPUHATON OJHOKPATHON J103bI.

Oco0BbIe IPVIIILI TAIUEHTOB

Ilayuenmul nodcunoco eospacma

JlaHHBIE 110 NMPUMEHEHMIO JIAMUBYJMHA Yy 3TOW KATETOPUM MALUEHTOB OTCYTCTBYIOT, OJHAKO
ciefyeT coOoIaTh 0COOYI0 OCTOPOKHOCTh NMPHU MPUMEHEHHH TpenapaTa y TaKUX MalieHTOB B
CBSI3M C BO3PACTHBIMH HM3MCHCHHSIMH, TAaKUMHU KakK yXyAlIeHUEe (PYHKIIMUA TOYEK U M3MEHEHHE
MOKa3aTesel KPOBH.

Tayuenmsi ¢ HapyweHuem QyHKyuy novex

Y manweHToB ¢ HapylmieHHeM (QYHKIMHM TMOYEK CPeIHEH M TSHKEIOW CTENeHW KOHIEHTpAIUs
gamuByanHa B 1miasmMe kpoBu (AUC — mromanps moja ¢hapMaKOKHHETHYECKOH KpPUBOM
«KOHIICHTpAIIHMSI-BPEMsI») MOBBIIICHA BCICACTBUE CHUKCHUS KIHPEHCA.

[ToaToMy y MaliMeHTOB ¢ KIIMPEHCOM KpeaTHHIHA MeHee 50 MiI/MUH J03Yy npenapara He0OX0AUMO
CHU3UTh, KaK MMOKA3aHO B MPEACTABICHHON HUXE TaOIHIIe.

Pexomenmarmu no nmoadopy 10361 y B3POCIBIX U IETeH ¢ Maccoi Tena 6onee 25 Kr

Knupenc kpearnnuna [TepBast no3a [MonnepxuBaromnias 103a
(Ma/MuH)

ot 30 1o 50 150 mr 150 Mr oiuH pa3 B CyTKU

MmeHee 30 [IpoTuBOMOKa3aHO (JUIs JAHHOM JIeKapCTBEHHOH (POPMBI).

PeKOMeH,I[yeTCH MMPUMCHCHUC JIAaMUBYINHA B ﬂperﬁ

JIieKapCTBEHHOU (popme («pacTBOp IS IpHEMa BHYTPHY).

Tayuenmsi ¢ Hapywenuem QyuKyuu neveHu

JlaHHble, MOTYYEHHBIE Y TMAIMEHTOB C HapylleHHMeM (YHKIWW TE€YeHU CPETHEH M TKENIOon

CTEINEHHU, TMOKAa3bIBAIOT, YTO AUCHYHKIIMS TEUEHW HE OKA3bIBACT CYIIECTBEHHOE BIMSHHUE HA

(dbapMakOKMHETUKY JamMuByAuHa. VMcxons W3 STUX JaHHBIX, JUIsl TAIMEHTOB C HAPYIICHHEM

(GYHKIINY IEYEHU CPEAHEH U TSHKENION CTEeNeHH KOPPEKIUS 036l He TpeOyeTcs, 3a UCKIIOUEHUEM

CIIy4aeB, KOT/Ia HapyIIeHne (QYHKIIMU TIEYeHH COMIPOBOXKAAETCS HApYIIeHHEeM (DYHKIIUU TTOYeK.
eTH

Jlemu ¢ maccoii mena menee 25 ke

JlamuByuH He crneAyeT Ha3HauyaTh (IPUMEHSTH) y JIETel ¢ Maccol Tena MeHee 25 KI B CBSI3H C

HEBO3MOXKHOCTBIO 00€CNeunTh peXuM J03upoBaHus. CyIIecTBYIOT Ipyrue JeKapCTBEHHBIE

(GhopMBI U JO3UPOBKHU, KOTOPHIE TIOJIXO/ISIT JIJIsl TPUMEHEHUS Y IETEH.

JetsaMm ¢ Maccolt Tena MeHee 25 KT peKOMEHyeTCsl Ha3HayaTh Ipenapartsl JJAMUBYIMHA B IPYTON
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JIeKapCTBEHHOI (popMe («PacTBOP VTS IpHEMa HHYTPbY). H/;I'J;n-lgo;i;[ﬁb'ﬁggﬂ EHOCTE 0001)

Jlemu ¢ maccoti mena bonee 25 ke
Pexxum nmosupoBaHus Ui jAeTeil ¢ Maccod Tenma Ooryee 25 Kr HE OTIMYAETCS OT PEXHMA
JIO3UPOBAHUSA JIJIS1 B3POCIIBIX.

Croco0 rmpuMeHeHus

IIpenapar JlaMMByIMH NpPUHMMAKOT BHYTPb BHE 3aBUCUMOCTHM OT npuema numu. g
oOecrieyeHHss TOYHOCTH JIO3UPOBAHHs Mperapara TaOJeTKH PEKOMEHIYETCS IpOrJIaThIBaTh
HOJHOCThIO, 0€3 u3MenbueHus. J[Isi NalMeHTOB, KOTOpbIE MCIBITBIBAIOT TPYJHOCTH C
nporjaTtbiBaHUEM TaOJEeTOK, NpeAHa3HauYeHa JIeKapcTBeHHas (opma pacTBOpa Ui IpHeMa
BHYTpb. B KauecTBe albTepHATHBBI JOMYCKAETCS H3MEIbUCHHE TaOJIETOK C MOCIEIYIOIUM
[EepPEMELIMBAHUEM C HEOOJBUIMM KOJIMYECTBOM IOJYTBEPAON MUILM WU XKUAKOCTHU, IIPH ITOM

MOJIYYCHHYIO CMCCh HCO6XOI[I/IMO MPUHATH BHYTPb IMOJIHOCTBIO U HE3aMCJIMTCIIbHO.

4.3. IlpoTuBONOKA3aAHUS
® TUICPYYBCTBUTEIHHOCTh K JIAMHUBYAWHY W/WIH K JIFOOOMY W3 BCIIOMOTATEJIBHBIX BEIIECTB,

IIEPEYUCIICHHBIX B pa3zene 6.1.

4.4. OcoOble yKka3aHMsl M1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH
[Tpumenenue npenapara JlamuByIMH B Ka4eCTBE MOHOTEpAIIMHU HE PEKOMEHTyETCS.

[lepenaua BUY-nudexumu

Xot4 ObUIO JOKa3aHO, 4TO YPPEKTUBHOE MOJIABIEHUE BUPYCa C MOMOIIbIO aHTUPETPOBUPYCHON
Tepanuu CyIIeCTBEHHO CHUXaeT puck nepeaaun BUY apyrum oM npu moJIoBbIX KOHTaKTax,
MCKJIIOYaTh 3TOT PUCK MTOJIHOCTHIO HENb34. [103TOMY ManyueHTh! JOKHBI POI0JIKATh COOJI0IaTh
COOTBETCTBYIOINE MEPHI IPEJOCTOPOKHOCTH.

Hapyiienue d)VHKHI/II/I NOYECK

VYV manueHToB C HapylmieHHeM (PYHKIIMU TIOYEK CpPeAHEH M TKENIOW CTEeNeHW KOHIICHTPAIIHS
nJamuByauHa B miasme kpoBu (AUC) moBbliieHa BCIIEACTBUE CHUKEHUS KITUPEHCa JIAMUBY/IHHA,
MO3TOMY TaKUM MaI[UEHTaM TPeOyeTCs KOPPEKIIHsI TO3bI.

TpoiiHasg HYKIJIEO3UHAA TEPAUI

bbuin mosyueHsl COOOIIEHHS O BBICOKOW YacTOTE CIy4aeB BHPYCOJIOTHYECKOW Heydauu U
BO3HWKHOBEHUHU PE3UCTEHTHOCTH HA paHHEM 3Talle MpH MpueMe JIAaMUBYAHHA B KOMOWHAIIMU C
TeHO(OBHpa AU30MPOKCHIIA (hymMapaToM M abakaBUPOM, a Takke ¢ TeHO(OBUpaA AU3OMPOKCUIIA
(dbymapaToM U TUIAHO3UHOM B pEXXHUME OJIMH pa3 B CYTKH.

OnnopryHucTHYECKE NHMEKIINN

VY nanueHToB, Moiny4aromux npenapar JJaMuByAvH Wiu Ipyrue aHTUPETPOBUPYCHBIE ITpENaparsl,
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MOTYT Pa3BUTHCS ONMOPTYHUCTHUECKHE MHGEKINU mp&rﬂf)‘;;rﬁ@%@rﬁ;ﬁ%ﬁ%ﬁﬂﬁ:ﬁéq}é&hm,

MO3TOMY IMAIUEHTHI JIOJDKHBI HAXOAMUTHCS TIOJ] TIIATEIHHBIM HAONIOJCHUEM Bpadeil, MMEIOIINX
OTIBIT JieueHwusI manueHToB ¢ BUU-acconmmpoBanHbIMU 3200JI€BAHUSIMU.

[Tankpeatut

OnucaHbl peAkHe Ciydyad pPa3BUTHS MMAaHKpeaThuTa NMpU MPUMEHEHUU Mpenapara JaMUBYIIHH.
OnHako HE YCTAaHOBJIEHO, BBI3BAHO JIM 3TO OCJIOXKHEHUE JCHCTBUEM JICKAPCTBEHHOTO Mperapara
WIH SIBIISIETCS CIIEJACTBHEM OCHOBHOTO 3aboneBanusi — BUY-undekuuu. Jledenune npemapaTroMm
JlaMmuByIMH HEOOXOIMMO HEMEIJICHHO NMPEKPATHTh MPHU TOSBICHUN KIMHUYECKUX CHMIITOMOB
WM JTAOOPaTOPHBIX JAHHBIX, CBUICTEIBCTBYIOIIMX O Pa3BUTHH IMaHKpearuta (0OJIb B JKHUBOTE,
TOIIHOTA, PBOTA WMJIM TIOBHINICHUE 3HAYCHUN OMOXMMHUYECKUX MapkepoB). Cienyer MpeKpaTuTh
MpUEM Mpenapara 10 UCKIIOUYCHHS JUarH0o3a MaHKpPEaTuT.

JIakTOoalu103 M BEIpAXKECHHAS I'elaTOMEraans CO CTEaTO30M

HmeroTces cooOIIeHNs O pa3BUTUH JIAKTOAIM103a U BBIPAXKEHHOM reraToMeraily co CTeaTo30M, B
TOM YHCJE C JIETAIbHBIM HCXOJOM, BCIEACTBHE AHTUPETPOBUPYCHOW Tepamuu aHajloraMu
HYKJIEO3UJIOB B BHJE OTIENbHBIX IMpPENaparoB WIM B KOMOMHALMM, BKJIIOYas JIAMHUBYIUH.
[TonoGHBIE SIBIIEHUS] OTMEUYAIUCH TIaBHBIM 00pa30oM y KEHIIHH.

KnuHuyeckre cUMITOMBI, KOTOPbIE MOTYT YKa3blBaThb Ha pa3BUTHE JIAKTOALM03d, BKIIOYAIOT
00111y10 c11ab0CTh, aHOPEKCHUIO, CTPEMUTEIILHYIO HEOOBSICHUMYIO IIOTEPIO MACChl TEJIA, CHMIITOMBI
MOpPAXKEHUsI JKEITYJA0YHO-KUILIEYHOTO TpakTa (TOIIHOTa, pBOTa M 0OJIb B JKMBOTE) U OPIraHOB
JbIXaHUs (OABIIIKA U TAXUITHO?), HEBPOJIOTMYECKHE CUMIITOMBI (BKJIFOYasi MOTOPHYIO ¢1a00CTh).
JleueHne aHajoOraMM HYKJIEO3UJOB HEOOXOAMMO MpPEKpaTHTh B  Clydyae pPa3BUTHA
CUMIITOMATUYECKOM  TUIEpPIAKTaTeMHMM U METa0OJIMYECKOro  anua03a/IaKkToaluao3a,
IPOrPECCUpPYIOLIEH remaToMeraguy Uin ObICTPOro MOBBIIEHUS! aKTUBHOCTH aMMHOTpaHcpepas.
JlaxkToa1u103 0OBIYHO pa3BUBAETCS IMOCIE HECKOIBKUX MecsleB jedeHus. Cienyer cobmoaarh
OCTOPOKHOCTh TpU MPUMEHEHUU AaHAJOrOB HYKJICO3MIOB JJS JIEUEHUs JI000ro MalueHTa
(0co0eHHO — >KEHIIUH C 0)KMPEHUEM) C TelaToMerainei, renaTUTOM WK IPYTMMH U3BECTHBIMU
dakTopaMy puUCKAa TOpaK€HUs T[E€YEHW U CTEeaTO30M IeueHU (BKJIKOYas IpPUMEHEHUE
OTIpeIeIeHHBIX JIEKAPCTBEHHBIX PENapaToB U YHOTPeOIeHNE aJIKOTOIs).

MutoxoHapuaibHas I[I/ICd)VHKI_II/IH B pC3YyJIbTATC BHVTDI/IVTDO6HOF0 BO3ACHUCTBUS

AHaJIOTH HYKJICO3HUI0B M HYKJICOTHUJIOB CIIOCOOHBI BHI3BIBATH PA3TUYHYIO CTENIEHBb MMOBPEXKICHUS
MUTOXOHJIpHI, YTO HanboJiee SPKO MPOSBISAECTCS MPU MPUMEHEHUH CTaBYyJIWHA, TUJIAaHO3MHA U
3UIOBY/IMHA. 3aperuCTPUPOBAHBI CIIydal pPa3BUTUS MUTOXOHIPHUATBHOW TUCHYHKIMH Y
BHUY-orpunarensHbix  A€TEW, MOABEPraBLUIMXCS  BO3JCUCTBHIO  aHAJIONOB  HYKJICO3UIOB
BHYTPUYTPOOHO W/MJIM TIOCJE POKIEHHS; TJIaBHBIM 00pa3oM 3TU Cilydal OBLIM CBSI3aHBI CO

CXEMaMH JICHCHHA, COACPXKAIIUMHU 3UAOBYIWH. OCHOBHBIMU HEXeIaTENLHLIMHA pCaKknusIMun
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ABIISITUCH T€MATOJIOTUYECKUE HapyIeHHs (aHeMs, Heﬁ%g&ﬂ%f;éﬁﬁg@ﬁﬁ 'Q:Meﬁézlgé}ﬂlECTB

(rumepnakTaTeMusi, THUIEpPIMNAa3eMus). OTH HEXKeJaTeIbHbIE PEAKIUU YacTo SBISUIUCH
TPaH3UTOPHBIMU. BbUIM 3aperucTpupoBaHbl PEAKUE CIYyYad HEBPOJOTMUYECKHUX PACCTPOUCTB C
MO3THUM Ha4yajioM (TOBBIIICHHE TOHYCA MBIIII, CyJIOPOTH, HAPYIIECHUS TTOBEACHUs). SBISIOTCS
JIM TaHHBIE HApPYIICHUS TPAH3UTOPHBIMHU WJIM MOCTOSHHBIMH, B HACTOAILEE BPEMsI HEM3BECTHO.
BeposiTHOCTh pa3BUTHS MUTOXOHAPUAIBHON MUCPYHKIHH CIEAYET paccMaTpuBaTh y JIFOOOTO
pebeHKa, MOJBEpPraBIIErocss BHYTPUYTPOOHOMY BO3JICUCTBUIO aHAJIOTaMU HYKJICO3UIOB U
HYKJICOTHUJIOB, C BBIPAKCHHBIMU KJIMHUYECKUMU CHMIITOMaMH HESCHOM HTHOJIOTHUH, B
0COOEHHOCTH HEBPOJIOTHUYECKHUMU PACCTPONCTBAMH.

[IpencraBieHHblE [aHHBIE HE BIMSAIOT Ha TEKyUIME PEKOMEHAAIMU 110 MPUMEHEHUIO
AHTUPETPOBUPYCHON Tepanuu y OCpEeMEHHBIX KCHIMUH IS TPO(UIAKTUKHA BEPTUKATHHOU
nepenaun BUY-undexnun.

Macca Tena 1 00MeH BCIIICCTB

Macca teina, a TakKe KOHLCHTPALMK JTUIUI0B U TIIFOKO3bl KPOBU MOI'YT IIOBBIIIATHECS BO BpEMs
AHTUPETPOBUPYCHON Tepanmuu. ITH U3MEHEHHsI MOTYT ObITh YAaCTUYHO CBSI3aHBI C KOHTPOJIEM
3a0osieBaHng M 00pa3oM XHU3HU. BbulM MOJy4YeHB! JaHHbIE, MOATBEPXKAAIOIIMNE B HEKOTOPBIX
ClIy4asix BJIMSHHUE T€paluy HA KOHLEHTPALUIO JIMIIUIOB, B OTHOIIECHUH YBEJIMYEHHSI MacChl Tea
TaKHe JaHHbIE OTCYTCTBYIOT. ClielyeT IPOBOAUTH KOHTPOJIb KOHLEHTPALUHU JINIIUJOB U TIIIOKO3bI
KPOBH B COOTBETCTBMM C YCTaHOBJIEHHBIMU peKOMeHJalusMu no tepanuu BUY-unbexium.
Hapymenus nunuanoro ooMeHa Heo0X0IMMO KOPPEKTUPOBATh B COOTBETCTBUU € KIIMHUYECKUMU
IIPOSIBIICHUSIMU.

CI/IH}IDOM BOCCTAHOBJCHUI UMMVYHUTETA

Y BUY-uHQUUIMPOBAHHBIX MAlMEHTOB C TSKEIbBIM UMMYHOAC(QHUIMTOM Ha MOMEHT Hadaja
AHTUPETPOBUPYCHOM TEepamMy BO3MOXKHO pa3BUTHE BOCHAIUTENBHOW peakuuu Ha ¢oHe
0ECCUMNTOMHBIX OMMOPTYHUCTHUECKUX MHOPEKIUH WM UX OCTaTOYHBIX SBJICHHH, YTO MOXKET
CTaTh MPUYMHOMN CEPHE3HOIO YXYAIIECHUS COCTOSHUS WK YCYTyOiaeHHusl cUMITOMAaTHKU. OObBIYHO
OTU pEaKIUU BO3HUKAIOT B TEUYECHHE IEPBBIX HECKOJIBKUX HEIEIb WJIM MECALEB IOCIE Hadaja
AHTUPETPOBUPYCHOM Tepanuu. TUIMYHBIMU TpUMEpPaMM  SBIISIOTCS LIMTOMETAJIOBUPYCHBIN
PETUHUT, TEHEpaJIM30BaHHAs W/WIM OdYaroBas HH(EKIMs, BbI3BaHHAs MHUKOOAKTEPUSIMH, H
THEBMOHUS, BbI3BaHHas Pneumocystis jirovecii (takke W3BeCTHa KaK ITHEBMOIMCTHAS
naeBMonusi, [II1). TlosBneHume mOOBIX CHUMOTOMOB BOCHAJICHHS TpeOyeT HEMEIJIEHHOTO
o0crenoBaHus U, P HEOOXOAUMOCTH, JICUEHUSI.

AyTtonMMyHHbIe 3a005eBaHMs (Takue Kak O0one3Hb ['peiiBca 1 ayTOMMMYHHBIM I'elaTUT) TaKxke

Ha6moz[am/1c1> Ha (bOHC BOCCTAHOBJICHUA MMMYHUTETA, OJHAKO BPCMs NMCPBUYHBIX HpOHBJ’ICHI/Iﬁ
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BapbHUPOBAJIO, U 3a00JICBaHUE MOTJIO BO3HUKATH Yepe3 M%o&@&&“ﬁ&géﬁﬁaga:ﬁpgﬂﬁn "

nHOoraa UMEJI0 aTUIINYHOC TCUCHUC.

3aboieBaHus IIEUYEHH

[Tatmentsl ¢ XxpoHumdeckuM rematutoM B wm C, nomyvaromue KOMOWHUPOBAHHYIO
AHTUPETPOBUPYCHYIO TEPANMIO, XAPAKTEPU3YIOTCS IOBBIIICHHBIM PUCKOM PA3BUTHS TSKEIBIX U
NOTCHLIUAJIbHO JICTAIBHBIX HEKEIATCIbHBIX PEAKUUH CO CTOPOHBI IiedeHH. B ciydae
COILYTCTBYIOILEH IPOTUBOBUPYCHOU Tepanuu renatura B uinu C cnenyer Taxke 03HaAKOMUTBCS C
COOTBETCTBYIOIIMMU HMHCTPYKLHMSAMHU I10 IPUMEHEHHUIO [AHHBIX JICKAPCTBEHHBIX IIPENapaTroB.
Pe3ynbTaThl KIMHUYECKHX HWCCIECAOBAHUM W JIaHHBIE IMOCTPETUCTPAIIMOHHOTO HAOIIIOICHUS
YKa3bIBalOT Ha TO, YTO y HEKOTOPBIX MALMEHTOB C COIYTCTBYIOIIMM XPOHUYECKUM BHUPYCHBIM
renatutom B (HBV) mnpu orTmMene namuByquHA MOTYT BO3HHKATh KIMHUYECKHE WIIH
nabopaTOpHble MpPHU3HAKM peLUIMBa TenaTuTa, KOTOpble MOTYT HUMETh Oojiee TskKelble
MOCJIEACTBYSI Y NAI[UEHTOB C JEKOMIIEHCHPOBAHHBIM 3a00J€BaHUEM IeueHU. B ciyyae oTMeHbI
npenapara JlaMMBYyIMH Yy ITaIMEHTOB C COIYTCTBYIOIIMM BHPYCHBIM TIEIAaTUTOM B ciepyer
paccMOTpeTh BO3MOXKHOCTH IPOBEACHUS MEPUOJUYECKOTO KOHTPOJIS (QYHKUIMU TCUCHH W
MapKepoB pEIJIMKaluu BUpyca renatura B.
VY NanueHToB ¢ y)Ke CyIECTBYIOIIMM HapylIeHneM (DyHKIMH IIeUYeHH, BKII0Yasi akTUBHYIO (GopMy
XPOHHYECKOTO TeMaTHTa, OTMEUYAeTCs YBEJIMYCHNUE YacTOThl HApymICHWH (DYHKIMH MEYEHU BO
BpeMs IPOBEICHN KOMOMHUPOBAaHHOW aHTUPETPOBUPYCHOM Tepanuu. Takue nmauueHThl JOIKHbI
HaXOJUThCS MO/ HaONIOIEHUEM B COOTBETCTBHM CO CTaHJAPTHOM KIMHUYECKOW MPAaKTUKOM.
Heo6xonnumMo paccMOTpeTh BO3MOKHOCTb TPHOCTAHOBIICHUS MITH IPEKPAILEHHs JISYEHUS B CITydae
NPOSIBICHUH yXyILIeHUs 3a001€BaHUs IEYSCHH Y TaKUX MAI[MEHTOB.
OcTteoHekpo3
HecMoTpst Ha TO, YTO 3THOJOTHS JAHHOTO 3a00JI€BaHUS SIBIIETCS MHOTO(aKTOPHOU (BKIIFOYAs
IpUEM TIIOKOKOPTUKOCTEPOUIOB, YHNOTpEOIEeHUE aJIKOTOMs, TSKEIyI0 HMMYHOCYIPECCHUIO,
BBICOKHMI MH/IEKC Macchl Teja), CIydyal OCTEOHEKpO3a Yallle BCEro BCTPEYAINUCh Y MallMEeHTOB Ha
npoaBuHyToi craguun BUY-unbexkunu w/mnm JUIMTEIbHO NMPUHUMABIINX KOMOWHUPOBAHHYIO
aHTUPETPOBUPYCHYIO Tepamnuto. [larentam cienyer 0OpaTUThCs K Bpady, €CIIM OHU UCIIBITHIBAIOT
00JIM ¥ CKOBAaHHOCTh B CyCTaBax MJIM TPYAHOCTHU NPU JABUKCHUU.

eTH
B xnuHMYeckux HCcleOoBaHUAX Y JieTel, MOoJiydaBIIUX JaMHBYIUH B (popme pacTBopa Uis
npreMa BHYTPh OJHOBPEMEHHO C JAPYTMMHM aHTHPETPOBHPYCHBIMH NpenapaTtamMu B (opme

pacTBOpa I MpueMa BHYTPb, 4aCTOTa CYIIPECCUU BUPYCA U IKCIIO3ULIUA JITaMUBYIMHA B IJIa3MC
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KpOBH OBLIM HUXE, a PE3UCTEHTHOCTh BUpYycCa pazBHBdﬂ;'};::*;Iﬁlgé; o Wé—ﬁ', Eeniﬂl'éilsiunx

npenapatsl B popme TabIETOK.

[To BO3MOXHOCTH HEOOXOAMMO HCIHOJB30BATh PEXKHUM AHTHPETPOBHPYCHOW TeparmmuH,
BKJIIOUAIOLIUI Bce mpemnapathbl B popme Tabietok. JlamuBynun B ¢opMe pacTBopa Juisl mpruema
BHYTph, [PUMEHSIEMBIH OJHOBPEMEHHO C COpPOHUTON-COACpKAIIMMU  JIEKAPCTBEHHBIMU
IpernapaTamu, CleAyeT NPUMEHATh TOJbKO B TEX CIy4yasX, KOIrJla HEBO3MOXHO IPHUMEHEHHUE
peKuMa Teparu, BKIIOYAIOIIEro Bee Mpenaparthl B popMe TabIeTOK, U KOT/Ia M0J1b3a IPOBEACHHS
JICUEHUs IPEBbIIIAET BO3MOXKHbBIE PUCKHU, BKIIIOYasi HU3KUN YPOBEHb cynpeccuu Bupyca. Crneayer
pPaccMOTPETh HEOOXOIUMOCTh Oo0Jiee YacToro KOHTPOJs BUpycHOW Harpy3ku BHUY-1 mpum
OJIHOBPEMEHHOM NPUMEHEHUU JaMUBYMHA c JUTUTEIIBHO MIPUMEHSEMbIMU

COpOUTON-COoEpKAILMMU IIPETapaTaMH.

4.5. B3aumopeiictTBue ¢ JAPYrUMH JIEKAPDCTBEHHBIMH MpenapaTaMd M JApYyrue BH/bI
B3aMMOJEHCTBHSA

HccnenoBanust JieKapcTBEHHBIX B3aUMOJICHCTBUI OBUIH MTPOBECHBI TOIBKO C YYaCTHEM B3POCIIBIX
MAIMEeHTOB.

Merabonmueckoe B3auMOCHCTBHE JJAMUBY/IMHA C IPYTUMH TIperapaTaMyi MaJTOBEPOSTHO B CBSI3H
C €ro He3HAYNTEIbHBIM METa00IN3MOM, OTPAHUYEHHBIM CBSI3bIBAHHEM C OEITKaMH TUIa3Mbl KPOBH
U TIPAaKTHYECKU TOJHBIM BbIBEJIEHHEM Yepe3 MOUYKH B HEU3MEHEHHOM BHJIE.

OnHOBpEeMEHHOE TPUMEHEHHE KOMOHMHAIMK TPHUMETONPHUM + Cylb(aMeToKca3oll B J/103€
160 mr + 800 mr (KO-TpUMOKCa30J1) MPUBOAMT K MOBBILIEHUIO SKCIO3UIMH JaMuByIuHa Ha 40 %,
4T0 OOYCJIOBJIEHO HAJWYMEM TPUMETONPHUMA; HAIWYMe CyJIb(paMeToKca3ojia HE OKa3bIBaeT
BJIMSIHUA Ha (apMaKOKMHETHKY JIaMuByIuHa. OJHAKO, 32 UCKITIOUEHHEM MAI[MeHTOB C MOYeYHOH
HE/I0CTaTOYHOCTBIO, KOPPEKLUs J03bl JIAMUBYJIMHA He TpeOyeTcs. JlaMMBYAMH He OKa3bIBaeT
BIMSIHASA Ha (PAapMaKOKMHETHKY TPHUMETONpUMa WM cyiabpamerokcasona. B ciydae, korma
OJTHOBPEMEHHOE TPUMEHEHHE KO-TPHUMOKCA30JIa SBISIETCS ONpPABIAHHBIM, MMAUEHTHI JIOJDKHBI
HaXOJUThCS TOJ KIMHUYEeCKUM HabmojeHueM. Crienyer m3zberaTb COBMECTHOTO NpPUMEHEHHUs
JaMUBY/IMHA C KO-TPUMOKCA30JIOM B BBICOKHMX J103aX JJIS JICYEHUS TTHEBMOHMHU, BBI3BAHHOM
Pneumocystis jirovecii, u Tokcormiazmo3a.

Crnemyer y4uThIBaTH BO3MOKHOCTH B3aMMOJICHCTBHS JIAMUBYJIMHA C JIPYTHMH OJHOBPEMEHHO
PUMEHSIEMBIMH JIEKAPCTBEHHBIMU IperapataMy, B 0COOEHHOCTH C TEMHU, Y KOTOPBIX OCHOBHBIM
MEXaHU3MOM BBIBE/ICHUS SIBJIIETCS] aKTUBHAsI KaHAJIBLIEBAs CEKPELUs Yepe3 CUCTEMY TpaHCIopTa
OpPraHWYeCKUX KAaTHOHOB (Hampumep, TpuMeTonpum). [lpyrue nmedcTByromme BemliecTBa

(Hampumep, paHUTHAWH, MUMETHAMH) JIHIIb YAaCTHYHO BBIBOJIATCA C IMOMOILIBIO YKa3aHHOTO
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MeXaHM3Ma U HE€ B3aUMOJCHCTBYIOT C JilaMHu Byz[HHoM.-l I%%M%Eﬁ%%ﬁ%BTGHéHBI}IMCP,

JUJTAHO3WH, 3UJIOBY/IMH) HE BBIBOSTCS OCPECTBOM JIAHHOT'O MEXaHU3Ma, U UX B3aUMOJICHCTBHE
C JIJAMUBYZAMHOM MaJIOBEPOSATHO.

[Ipy ogHOBpEMEHHOM NMPUMEHEHUH JIAMUBYJIMHA M 3UA0BYIMHA HaOIIOJaeTcs ymepeHHoe (Ha
28 %) yBenuueHne MakcUManbHOM KOHICHTpAIHH (Cmax) 3UA0BYAMHA B TIa3Me KPOBH, IIPH STOM
obmas »skcro3uiuss (AUC) cCyliecTBEHHO HE U3MEHsSeTcs. 3UJIOBYJAMH HE BIUAET Ha
(hapMaKOKMHETHKY JIAMHUBY/IHHA.

[Ipenapat JlamuBynuH He ciieyeT MIPUHUMATh OJHOBPEMEHHO C IPYTUMH aHAJIOTaMU IIUTH/IMHA,
TaKMMH KaK SMTPULIMTAOMH, B CBSI3U C €ro CXOJCTBOM C JaHHBIMHU Ipemnapatamu. Kpome Toro,
npermapar JlamMUBYIMH HE CJeIyeT NPUHUMATh C JIIOOBIMH JPYTUMHU JIEKaPCTBECHHBIMU
npenapaTamu, CoJIep>KallliMU JIAMUBY/IUH.

In vitro namuBynMH HMHTHOMpYeT BHYTpUKJIETOYHOE (ochopuinpoBanue KiaapuOMHA, YTO
00yCaBIMBAeT MOTCHUIUAIBHBIH pPHCK 1OTepH dS((HEKTUBHOCTH KIagpuOMHA B CiIydae
KOMOMHHPOBAHUS B YCIIOBUSAX KIIMHUYECKOW MPAKTUKU. HEeKOTOphIe KITMHUYECKUE TAHHBIC TAaKKE
MOJTBEPKIAIOT BO3MOXKHOCTH B3aUMOICHCTBHUS MEXK/TY JTAMUBYINHOM U KiaapuouHoM. [ToaTomy
OJIHOBPEMEHHOE MpPHMEHEHUE JaMUBYJIMHA U KJIaJApuOMHA HE peKoMeHIoBaHO. LluToxpom
CYP3A He BOBNIEUEH B METa0O0IHM3M JIAMUBYAMHA, TO3TOMY B3aUMOJCHCTBHE C JIEKAPCTBEHHBIMU
npenaparamM, KOTOpble METaOOIM3UPYIOTCS JTOM CHUCTEMOM (Hampumep, C HWHTHOUTOpaMU
[IpOTEa3bl), MAIIOBEPOSATHO.

OnHoBpeMeHHOE TTpUMEHEHHEe pacTBopa copourtona (3,2 1, 10,2 1, 13,4 1) ¢ ogHOKpATHON 10301
namuByauHa 300 Mr B popMe pacTBopa Ui IpreMa BHYTPb Y B3pOCIIBIX 3/10POBBIX 100pOBOJIBLIEBR
HPUBOAMIIO K JI0303aBUCUMOMY CHIKEHMIO 3Kcro3uiun taMuByauHa (AUCx) Ha 14 %, 32 % u
36 % u Cmax mamuByamHa Ha 28 %, 52 % wu 55 %. Ilo BO3MOXXHOCTH clieyeT Hu30erarb
OJIHOBPEMEHHOTO TMPUMEHEHHsI JIAMUBYAMHA M COPOHUTON-COAEpKAIIUX MpermapaToB, IJHOO
CJIelyeT pacCMOTPETh BO3MOXKHOCThH 0OJI€e 4acToro KOHTpoJis BUpycHOM Harpy3sku BHUY-1 B
ClIy4asiX, KOIJla HEBO3MOXHO H30€XaTh UIMTEIBHOIO OJHOBPEMEHHOIO NPUMEHEHHS! AITHX

IIPENapaToB.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTDH U JTAKTAIUS

bepeMeHHOCTB

Kak nmpaBuiio, npu NpUHATHH pelieHus 00 MCII0JIb30BaHUM aHTHPETPOBUPYCHBIX MPENapaToB s
neuennst BUY-undexknnn y OepeMeHHbIX >KEHIIMH M, KaK CJIEACTBHE, JUISl CHIDKEHHs pHCKa
BepTUKanbHON mnepeaaun BUY-uHdekuun HOBOPOXKICHHOMY, CJEIyeT YYWUTHIBaTh JaHHBIE

I/ICCJ'Ie,I[OBaHI/Iﬁ Ha )KMBOTHBIX, a TAKXKE KIIMHUYECKHUM OITBIT MMPUMECHCHUA Y 6epeMeHHLIX JKCHIIIHH.
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UccnenoBanus no NPUMEHEHUIO JIAMUBYIWHY Y KUBOTHETX ﬁ%%éa{ﬁ%é&h il :II;IEI-II-}HGI\/'I

IMOPHOHAIEHONW CMEPTHOCTH Y KPOJIMKOB, OJTHAKO Y KPbIC TaHHBIN 3¢ (dekT He Habmoaancs. beuio
YCTaHOBJIEHO, YTO Y YEJIOBEKA BO3MOJKHA IIEpeaua JJaMUBY/IMHA Yepe3 TUIALEHTY.

VY O6epeMeHHBIX JKEHIIWH, MOJy4aBIInuX JJaMUBYIUH, Oojiee 1000 ucxomoB 6epeMEHHOCTH TOCTIe
IpUMEHEHUS BO Bpems mepBoro Tpumectpa u Oomnee 1000 ncxonoB OEepeMEHHOCTH MOCIE
IPUMEHEHHUS BO BpEMs BTOPOIrO U TPETbETO0 TPUMECTpPA JEMOHCTPUPYIOT OTCYTCTBHUE
MaJIb(hOPMATHBHOTO U (PETATLHOT0/HEOHATAILHOTO BO3ACHCTBUS. JIaMUBYIMH MOKHO IIPUHUMATh
BO BpeMsi OEpeMEHHOCTH B Cllydae KIMHHYECKON HeoOxonuMocTH. Ha OoCHOBaHMHU IOCTYIMHBIX
JAHHBIX MOXHO CJI€JIaTh BBIBOJ O TOM, YTO IPU NPUMEHEHUU JAMUBYAMHA y YEJIOBEKA PHCK
BPOXKJIEHHBIX NATOIOTUi ManoBeposiTeH. st BUY-uH(pUIMpoBaHHBIX KEHIIUH ¢ KO-UH(pEKIUEH
BUPYCOM T'€lIaTUTa, MOJIyYaIOINX TEPAIHIO JJAMUBYIMHOM, B CIy4ae HACTYIUICHUS OEpeMEHHOCTH
clelyeT Y4YMThIBaTh BO3MOYKHOCTh pELMIMBA TEMaTUTa IOCIE MpEeKpalleHuss NPUMEHEHUs
JaMUBYAMHA.

Mumoxonopuanvhas oucg)ynkyus

B uccrnenoBanusax in Vitro u in vivo ObUT0 MPOJAEMOHCTPUPOBAHO, YTO AHAJIOTH HYKJICO3HIOB U
HYKJICOTH/IOB CIOCOOHBI BBI3BIBATH IMOBPEXKICHUS MHUTOXOHIPUN pa3iNMYHOM cTereHu. beuiu
3apETUCTPUPOBAHBI COOOIMICHUS O MUTOXOHIPHAIBHOW TUCHYHKIUHN Y JETeH, MOABEPraBIINXCS
BO3/ICHICTBHUIO aHAJIOTOB HYKJICO3UIOB BHYTPHYTPOOHO H/WUJIH B TIOCIEPOIOBOM ITEPHOJIE.
Jlakranus

ITocne mpuema BHYTPh JaMHUBYIUH BBIICIAETCA B TIPYJHOE MOJOKO B KOHLEHTPALHUSAX,
AQHAJIOTUYHBIX KOHIIEHTPALUsAM, OOHApYKEHHBIM B CBIBOPOTKE KpoBU. Ha oCHOBaHMM pe3ynbTaToB
uccienoBanust 6onee 200 map «MaTh/peOeHOK», monydaBmux Tepanuio BHUY-undexnuu,
KOHIEHTpallusi JIaMUBYAMHA B CBIBOPOTKE KpOBU JIeT€d, HaxOIAUIMXCAd Ha TPYAHOM
BCKapMJIMBAaHUU y Marepeil, momyvaBmux tepanuto BUY-unpekuuu, oyenb Huska (<4 % ot
KOHIIEHTPALlMU B CHIBOPOTKE KPOBU MaTepH) U MOCTENEHHO YMEHBIIAETCS JJO HEONPEAEIIeMOro
YPOBHSI TP TIOCTH>KCHUH TPYAHBIMU AETHhMU 24-HeIeTbHOT0 Bo3pacTa. JlaHHbie 110 6€301acHOCTH
PUMEHEHHU JIJAMUBY/IMHA Y IETeH Mitajiiie Tpex MecsieB oTcyTcTBYI0T. BUU-nnduumnpoBaHHbIM
KEHIMHAM HHU TP  KAaKUX OOCTOSTENbCTBAX HE PEKOMEHAYETCS MPOBOJUTH TPYIHOE
BCKapMJIMBaHMe BO n3bexxanue nepenaun BUY pebenky.

DdepTUIbHOCTD

Pe?)y.TIBTaTI)I I/ICCJ'IG)IOBaHI/Iﬁ Ha )XMBOTHBIX ITOKa3ajiv, 4YTO JIaMUBYAHWH HE OKa3bIBACT BJIMAHHUC HA

(bepTUTBHOCTB.
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4.7. BiusiHMe HAa CIOCOOHOCTHL YNPaBJATh pancnémgﬂﬁﬂ';ﬁﬁzm' “h T@ﬁ&%‘dﬁ c

MeEXaHu3MaMHu

CHCI_II/IEUILHLIG HUCCIICAOBAaHUA IO HU3YYCHHIO BJIIMAHHA CPCACTBA Ha CIIOCOOHOCTH YIIPABJIATH
aBTOMOOMIJIEM U ABVKYIIUMUCA MEXaHHU3MaMU HE ITPOBOJUIIHUCE. VYuuteiBas (bapMaKOHOFI/I‘IeCKI/Ie
CBOMCTBaA JJaMUBYIWHA, TAKOC BIIMAHHUE MAJIOBEPOATHO. Tem HE MCHEC, ITPU OLICHKE CIIOCOOHOCTH
MNanucHTa yrpaBJIATh aBTOMOOMIIEM/MEXaHHU3MaMU CJICAYCT IPUHUMATh BO BHUMAHHEC €TO 06Luee

COCTOSAAHHUC, a TAKIKC XapPAKTCP HCIKCIATCIbHBIX peaKLII/IfI JJaMUBYAHWHA.

4.8. HexxesaTesibHbIE peaKIIUU

Tabauunoe PE3IOME HEXKENATCILHBIX PEaKIUI

OnucaHHble HHUKE HEKEIATelIbHbIE PEAKIUK OTMEYaInch npu Jjedenun BUY-undexunn
JTAMUBYIHHOM.

HexenatenbHble peakiiu, KIacCH(DUIIMPOBAHHBIC KaK CBA3aHHBIC WJIM BO3MOXKHO CBSI3aHHBIC C
Teparnueil JaMUBYIHHOM, IIEPEUUCICHBI HUKE B COOTBETCTBHH C MIOPAKEHHEM OPTraHOB M CHCTEM
OpPraHOB W 4YaCTOTOH BCTpe4aeMOCTH. YacToTa BCTPEYaEMOCTH OINPEICISCTCS CICIYIOIIIM
obpazoM: ouens yacmo (> 1/10); uacmo (= 1/100, vo < 1/10); newacmo (= 1/1000, vHo < 1/100);
peoko (>1/10000, o < 1/1000); ouens peoko (< 1/10000); vacmoma neuzsecmna (He MOKET OBITH

OLICHEHA HAa OCHOBE MMEIOIINXCS JIaHHBIX ).

CucremHo- YacTto Heuacto Penko Ouens penko
OpraHHbIE KJIaCChl
Hapywenus  co HEUTPOIICHUS U HUCTUHHAs
CMOPOHbL KPOBU U aHemus (MHOT/Ia B DPUTPOIHTAP-
aumMpamuyeckou TsoKenon Qopme), Hasl aruiasus
cucmemul TpoMOoIHTOIIE-

HUS
Hapywenus THIIEepIIaKTaTe- JAKTOAIN103
Memabonusma U | MU
nUmMaHus
Hapywenus  co | ronoBHas 0o0Ib, nepugepuye-
CMOPOHbL OeccoHHMIIa CcKast
HEPBHO Heiponatus, B
cucmemul TOM qrcie

napecTe3uu

Hapywenua  co | xamenb,
CMOPOHDL Ha3aJIbHbIC
OvIXamenvbHoll CHUMIITOMBI
cucmemvl,
Op2aHo8 2pyOHOU
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PE— u (MOCHEQOBATENEHDPCTE 000T)
cpedocmenust
JKenyoouno- TOIIHOTA, PBOTA, MAHKPEATHT,
Kuuieunvle 0011b WIn MOBBILICHHE
HapyuwieHus CIIa3MBbI B aAKTUBHOCTH
JKUBOTE, Auapes CBIBOPOTOYHOM
aMuIIa3bl

Hapywenus  co TPaH3UTOPHOE rernaTut
CMOPOHbL neyeHu MOBBIIIICHHE
u AKTUBHOCTH
JHCeNUeBbIBO0SAUIU MIEYCHOYHBIX
X nymet dbepMeHTOB

ATAHMHAMUHO-

TpaHchepasbl

(AJIT),

acrapTaTaMHHO-

Tpanchepasbl

(ACT)
Hapywenuss  co | cbllib, ajonenus AHTHUOHEBPOTHUYC-
CMOPOHbL KOJCU U CKUI OTEK
NOOKOJMCHBIX
mKaHeu
Hapywenus  co | aptpanrus, pabaomMuonn3
CMOpOHbL MBIIIIEYHBIC
MbIUUEYHOT, HapyILIECHUs
cKenemuou u
COCOUHUMENILHOTL
MKAHU
Obwue YYBCTBO
HapyuwieHus U | yCTallOCTH,
peaxyuu 6 mecme | HEJOMOTAHHE,
g6eoeHUs. JTUXOpagKa

Omnwmcague OTACIBHBIX HCXKCIATCIbHBIX DeaKHI/Iﬁ

3aperucTpupoBaHbl Cllydyad pa3BUTHUS OCTEOHEKPO3a, B YACTHOCTH, Y TMAalMEHTOB C
oOIIenpu3HaHHBIMU (DaKTOpaMH pHUCKA, HAa MPOABHUHYTOM craguun BUY-undexuuu nam mpu
JUINTENIbHOW KOMOMHMPOBAHHOW aHTHUPETPOBUPYCHOM Tepamuu. YacToTa BCTPEYaEMOCTH 3TOTO
SIBJICHUSI HEU3BECTHA.

Bo Bpemsi npoBeieHMsI aHTUPETPOBUPYCHOW TEparnuu MOXKET OTMEYaThCs YBEJIMYEHHE MAacChl
T€JNa, @ TAK)KE MOBBIILIEHNE KOHIIEHTPALUH IJIIOKO3bI U JINNIAJO0B B KPOBH.

Yy BI/Iq-I/IH(I)I/IHHpOBaHHBIX NalMCHTOB C TAXCIIBIM I/IMMyHOI[e(i)I/II_II/ITOM Ha MOMCHT Hayalla
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KOMOWHHUPOBAHHOM aHTUPETPOBUPYCHOU TepaITUH BO3M0%%%£E%M-%g%ﬁlfgﬁ:hﬁafpﬁgh%unn

Ha (hoHE OECCUMITTOMHBIX OMIMOPTYHUCTHYECKUX MH(PEKINN UK UX OCTATOYHBIX SBJICHUH. Takxe
ObUIM 3apEeTUCTPUPOBAHBI CIIyuad Pa3BHTUs ayTOMMMYHHBIX 3a0oieBanuii (6one3nb ['peiica u
ayTOMMMYHHBII TenaTuT) Ha (OHE BOCCTAHOBJICHHS MMMYHHUTETa, OJIHAKO BpPEMs MEPBHYHBIX
MPOSIBIICHUI BapbUPOBAJIO, U 3a00JIeBaHNE MOTJIO BOSHUKATh Yepe3 MHOTO MECSIIEB Mocye Havyalla
TEpaIuH.
eTH

669 nereli B Bo3pacte oT 3 MmecsieB 10 17 sner, nunduupoanasix BUY-1, koTopeie momydanu
abakaBup W JIAMUBYAMH OJUH WIM JIBa pa3a B CYTKU, MPUHUMAJU y4acTUE B HCCIEIOBAaHUU
ARROW (COL 105677). Y nanueHToB AE€TCKOrO BO3pacTa, IPUHUMABILKX IIpenapaT OAUH WK
JIBa pasa B CYTKH, HE OBbLIH BBISBJICHBI JIOTIOJTHUTEIBHBIE TPOOJIEMBI, CBSI3aHHBIE C 0€30MTaCHOCTHIO,
M0 CPABHEHHIO CO B3POCIIBIMH MalUEHTaAMHU.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxxHo cooOmarb 0 MOJ03PEBAEMBIX HEXKENATENbHBIX pEaKUUsAX II0CJIe PETUCTpaluu
JIEKapCTBEHHOI'0 Mperapara ¢ 1eJbi0 00eCleYeHNs] HENPEPhIBHOIO MOHUTOPUHIA COOTHOIIEHUS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOI'O Ipenapara. MenuIuHCKUM paOOTHUKAM pPEKOMEH]yeTCs
cooluaTe O JIIOOBIX MOJO3PEBACMbIX HEKENATENbHBIX PEaKIMIX JICKapCTBEHHOI'O Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBbl COOOIIEHMSI O HEXENATENIbHbIX PEaKLUsAX roCyAapCTB — YICHOB
EBpazuiickoro 3KOHOMHYECKOTr0 COI03a.

Poccuiickas ®enepanus

®denepanbHas cityx0a 1o HaJ30py B cdepe 3ApaBOOXpaHEeHHUs

Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIaab, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnekTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B I/IH(I)OpMaI_II/IOHHO'TCHCKOMMYHHKaHHOHHOﬁ CCTHU «I/IHTepHeT»Z

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CHMIITOMBI

Kakue-mn6o crnenupuveckiue NPU3HAKK WA CHMIITOMBI TIEPETO3UPOBKU JIAMHUBYIAHMHOM HE
BBISIBJICHBI, 32 HCKJTFOUEHUEM TeX, KOTOPBIC TIEPEUNCIICHBI B KAUeCTBE HEXKEATSIIbHBIX PEaKITHil.
JleueHue

B cnyuae nmepeno3upoBKu clieyeT KOHTPOJIUPOBATh COCTOSIHUE MAlMEHTa U 10 HE00XOUMOCTH

MMPOBOAWUTH CTAHAAPTHYIO MOAACPKUBAIOUIYIO TEPAIHIO. HOCKOJIBKy JJaMUBYIWH BBIBOAUTCA U3
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OopraHu3mMa C TIOMOINBIO JUanM3a, IS JICUGHHS né&%&ﬂﬁ%&ﬁ'“&%ﬂbﬂﬁ% -I;FpnlMé'}]éHne

HCIIPCPBIBHOT'O reMoanaini3a, OJHAKO CIICHIUAJIbHBIC UCCIICIOBAHNA HEC ITPOBOANIINCE.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

dapmakoTepaneBTUUYECKas TIpylIa: MPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOIO JICHCTBUS;
MIPOTUBOBUPYCHBIE CPEACTBA MPSIMOTO JACUCTBUS;, HYKJICO3UTHbIE U HYKJICOTUIHBIE HHTUOUTOPBI
00paTHOM TPaHCKPUIITa3bl.

Kon ATX: JOSAF05

MexanusM aeiicteus U hapMakoaruHaMuueckue dhheKThl

JlaMHBYZIMH — aHAJIOT HYKJI€03UJ0B, OOJIafatoliuii akTUBHOCThIO B oTHOImeHuH BUY u Bupyca
HBV. JlamuByuH noBepraeTcsi BHyTPUKIETOYHOMY METabO0JIM3My ¢ 00pa30BaHHEM aKTHBHOTO
MPOU3BOTHOTO — JamMuByauHa S’-tpudocdara. OCHOBHOW MEXaHHM3M €ro JCHCTBHS —
OJIOKMpPOBAaHKME CHHTE3A IIETH B mpoliecce oopatHoi Tpanckpurnuu BUY. Tpudocdar obnamaer
CEJICKTUBHOW MHTHOUPYIOIIEH aKTUBHOCTHIO B OTHOIICHUH perutukanud BUY-1 u BUY-2 in vitro,
a TaK)Ke aKTUBHOCTBIO B OTHOIIIEHUH PE3UCTEHTHBIX K 3UI0BYANHY KIMHUYECKUX U30JsiToB BUY.
He wnaGmromamuchk aHTtaroHucTH4deckue 3PQeKTsl IN VItro mpu OJHOBPEMEHHOM MPHUMEHCHUU
JaMHUBYJMHA U APYTUX aHTUPETPOBUPYCHBIX NpenapaToB (KccieA0BaHHbIE BelllecTBa: abakaBup,
JIMJIaHO3MH, HEBUPAINMH U 3UJIOBYMH).

Pesucmenmnocmo

Pesucrentnocts BUY-1 k nmamuBynuHy o0ycioBieHa 3aMeHONH aMHHOKUCIOTEI M184V BOmm3u
aKTUBHOIO IIEHTpa BHUpPYCHOM oOpatHoil TpaHckpunrtassl (OT). [laHHbIi BapuaHT MyTaluu
BCTPEYAETCs KakK B YCIOBHSIX IN Vitro, Tak u y uHumpoBanHbix BUY-1 naiueHToB, Moixy4aBumx
AHTUPETPOBUPYCHYIO TEPAIUIO, BKIIOYAOLTYI0 JaMUBYAUH. [Ipu mytanuu M184V 3HaunTensHoO
CHIDKAeTCS YYBCTBUTEIBHOCTh K JIAMUBYIUHY W YMEHBINAETCS CIOCOOHOCTH BHpyca K
permkanuu in Vitro. B uccrnemnoBanusx N VItro ObUIO YCTAHOBJIEHO, YTO PE3UCTEHTHBIC K
3UJIOBY/IMHY M30JISTHl BUPYCa MOTYT CTAaHOBHUTBHCS UYBCTBUTEIBHBIMHU K €0 JEHCTBUIO, €CIH Y
TUX M30JATOB OJHOBPEMEHHO pAa3BUBACTCS PE3UCTEHTHOCTh K JaMuByauHy. OmHaKo
KJIMHUYECKOE 3HAUE€HUE ITHX JaHHBIX JI0 HACTOSILEr0 BpEMEHH HE OIPEIeNICHO.

Jlauuble in Vitro, Kak mpaBuiIo, YKa3bIBAIOT HA TO, YTO MPOODKCHHUE IPUMEHEHUS JITAMUBY/IMHA B
COCTaBe AaHTHPETPOBUPYCHOHM Teparuu, HECMOTps Ha pa3Butue Mytamumm M184V, moxer
IPUBECTH K MOSBICHUIO OCTaTOYHON aHTHPETPOBUPYCHON aKTUBHOCTHU (BEPOSITHO, B pe3yJIbTaTe
YXYJIIEHUS PeITUKaTUBHOM criocoOHOCTH BUpyca). KimnHnueckast 3Ha4MMOCTb 3TUX Pe3yJbTaToB

HC YCTAHOBJICHA. B JICI\/'ICTBI/ITCJIBHOCTI/I, JOCTYIIHBIC KIIMHUYCCKUC NJAHHLIC OYCHb OIPaHUYCHBI U
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HE TIO3BOJISIIOT CJeNIaTh OJHO3HAYHBIA BBHIBOJl B stoil 1b6makr~ B o6 e Ae MHddarno

npuMenenuss HUOT, k xoTopelM BUpyC Bce ellle YyBCTBUTEJIEH, BCErza JOJDKHO ObITh Oosee
IPEANOYTUTEIIBHBIM, YEM ITPOJOKEHHE TePAlK JTAMUBYIMHOM. TakuM 00pazoM, IpoJ0JKEHHUE
TEpanuy JIAMUBYJMHOM, HECMOTps Ha mosiBieHue myramuu M184V, cienyer paccmarpuBath
TOJIBKO B CiIy4ae OTCyTCTBUS Apyrux aktuBHbix HUOT.

Mytamuss OT M184V npuBOIUT K pa3BUTHIO TEPEKPECTHONM PE3UCTEHTHOCTH TOJIBKO K
AHTUPETPOBUPYCHBIM IpenapaTaM Kiacca HyKJICO3UAHBIX HHTUOUTOPOB. 3UJOBYANH U CTaBYAUH
COXPaHSAIOT aHTUPETPOBUPYCHYIO aKTUBHOCTh B OTHOIIEHUH mTaMMoB BUY-1, pe3ncTeHTHBIX K
JaMUBYIMHY. AOaKaBUp COXpaHSET aHTHPETPOBHPYCHYIO aKTHBHOCTh B OTHOIIEHUH IITAMMOB
BUY-1, pe3sucTeHTHBIX K JJAMUBYIUHY W oOnamarommx Tojpko myranueii M184V. tammel ¢
mytanueidn OT M184V nemoHCTpupyroT MeHee ueM 4-KpaTHOE CHU)KEHUE YyBCTBUTEIIBHOCTH K
JIMJIAHO3MHY; KIIMHAYECKOE 3HAUCHUE ITHX JaHHBIX HEU3BECTHO. TeCThl HAa YYBCTBUTEIBHOCTD IN
Vitro He ObLIM CTaHAAPTU30BaHbI, U UX PE3YJAbTAaThl MOTYT BapbHpPOBaTh B 3aBUCHMOCTH OT
METOJIOJIOTUYECKUX (PaKTOPOB.

In vitro namMuByIMH OKa3biBaeT clla00€ IUTOTOKCHYECKOE JeHCTBUE Ha JIMMQOILUTHI
nepugepuyeckoil KpoBU, Ha YCTOHYMBBIE JTUMQOLUTAPHBIE U MOHOLMTAPHO-MaKpodaraibHble

KJICTOYHBIC JIMHUU U PAO KIICTOK-IIPCANICCTBCHHUKOB KOCTHOI'O MO3ra.

5.2. ®apmakoKMHeTHYECKHE CBOMiCTBA

Abcopbrus

JlaMMBYZIMH XOpOIIO BCACHIBACTCS W3 IKEIyJOYHO-KAIIEYHOTO TpaKTa, OWOJOCTYITHOCTH
JAMUBY/IMHA y B3POCIBIX IMOCTE TpuemMa BHYTph 00braHO coctaBisier 80-85 %. [locne mpuema
BHYTpb cpenanee BpeMst (fmax) HOCTHXKeHHST Cmax JJAMHBYJHMHA B CHIBOPOTKE KPOBU COCTABIISET
okojo 1 yaca. Ha ocHOBaHMU NaHHBIX, NOJYYEHHBIX B MCCIEJOBAaHUHU C y4acTHEM 3/10POBBIX
00pOBOJIBIIEB, MPU MPHEME TepaneBTHUecKor 103bl 150 Mr aBa pasza B cytku cpenss (KB —
KOd(UITMEHT BapHaun) paBHOBecHas KOHICHTPAIUS Cmax U Cmin JJAMUBYIMHA B TJIa3Me KPOBHU
cocrapiisieT 1,2 mxr/mi (24 %) u 0,09 mxr/min (27 %) cootBerctBenHo. Cpennsis (KB) AUC B
WHTEpBaJie Mex a1y npuemamu 12 gyacos coctapinseT 4,7 MKT X u/mi (18 %). [Ipu TepaneBTHUeCKOM
no3e 300 mr onmH pa3 B cytku cpeansis (KB) paBnoBecHast koHIeHTpaust Cmax, Cmin 1t AUC B
UHTEpBajie Mexay npuemamu 24 gaca cocrasistor 2,0 Mxr/mi (26 %), 0,04 mxr/mia (34 %) u
8,9 Mkr x u/mit (21 %) cOOTBETCTBEHHO.

Mexny B3pOCHBIMU TMAllMEHTAMU U JETbMU HAOMIOAANMCh pa3Nudus B CTEIIEHW BCACHIBAHUS
(cm. moapazaen «Ocobbie TPYIIIBI MAIUEHTOBY).

[Tprem maMHUBYIHHA BMECTE C MHUIICH BBI3BIBACT YBEIMYECHUE tmax U CHIDKeHHE Cmax (Ha 47 %),
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OT U UL ZUs

OJIHAKO HE BJIMIET Ha OOIIYIO0 CTENeHb abcopOmmu H3Mﬁ§h%rﬂ§‘&5; 'fﬂ/_l%% (12 oo

senmmurabl AUC).

He oxwunaercs, 4To mpreM U3METbYEHHBIX TaOJIETOK ¢ HEOOJIBIIUM KOJIUYECTBOM MOJTYTBEPAOH
MUIIA WK JKUJKOCTH MOBJIHSET Ha (papMaKoJIOTHYeCKUe CBOMCTBA Ipernapara U, CIe10BaTelIbHO,
HA  KIWHUYECKHH  3(dekrT. DTOT BHIBOJI OCHOBaH Ha  (U3HKO-XUMHYECKHX U
(hapMaKOKMHETHYECKUX JAHHBIX MPU YCIOBUH, YTO TAIIMCHT U3MENIbYaeT M CMEIINBACT C MUIICH
niu kuakocthio 100 % TabneTku, U MpUHUMAET He3aMeNTUTEIBHO.

CoBMecTHOE IPUMEHEHHE 3UAOBYAMHA NMPUBOIUT K YBEIIMYCHHUIO SKCIO3UILIUU 3UIOBYAMHA Ha
13 % u yBenmuueHu10 Cmax B TIa3Me KpoBu Ha 28 %. DTO sBIEHUE HE CYUTACTCS 3HAUUMBIM JUIS
0€30MacCHOCTH MAlMEHTOB U, CJICIOBATEILHO, HE TPEOyeT KOPPEKIIUHU J03.

Pacupenenenue

[Io maHHBIM KIMHUYECKUX HCCIEAOBAHUN TNPU BHYTPUBEHHOM BBEACHHUU CPEOHHI 00BEM
pacrpenenenust JaMUByAHHA cocTaBiseT 1,3 J/Kr, a HaOIroMaeMblii IEPUOJT MTOJTYBBIBEACHUS —
5-7 gacoB. CpeiHUI CUCTEMHBIN KIIMPEHC JIAMUBYIMHA COCTaBIsAET Mpuodau3uTeabHo 0,32 ji/4a/Kr,
OOJIBIIYI0 YacTh KOTOPOTO COCTAaBJSIET IOYEYHBIH KIMPEHC 4Yepe3 CUCTEMY TpaHCIopTa
OpraHMYecKux KaTHOHOB (Oonee 70 %).

JlamMuBYIUH TPOSIBISAET JUHEHHYI0 (apMAKOKUHETHKY MpPU MPUMEHEHHUH B TEPareBTHUYECKOM
JMara3oHe 703 M HHU3KYIO CTENEHb CBS3bIBAHHWA C OCHOBHBIM O€JIKOM IIJIa3Mbl KPOBH —
anpOymMuHOM (< 16 % — 36 % 10 CpaBHEHHIO C CHIBOPOTOYHBIM AITBOYMHHOM B MCCIICIOBAHHSIX
in vitro).

OrpaHuveHHbIE JaHHBIE YKA3bIBAIOT HA TO, YTO JIAMUBYIMH MPOHUKAET B IIEHTPATIHHYIO HEPBHYIO
CHCTEMY U CIIMHHOMO3roBYI0 )uakocTh (CMX). Uepes 2-4 yaca nocie nepopaibHOro npuema
COOTHOIIIEHUE KOHIIeHTpaluu jJaMuByuHa B CMXK 1 CBIBOPOTKE KPOBU B CPEHEM COCTABIISIIO
npubausutenbHo 0,12, VIcTuHHas cTeneHb NMPOHMKHOBEHMS, a TaKXKe CBSI3b C KIMHMYECKOMN
3¢ (PEKTUBHOCTHIO HEM3BECTHBI.

BI/IOTDaHC(bODMaHI/IH

[Tepuox mosyBbIBEIEHUS JIAaMUBY/AMHA U3 TUIa3Mbl KPOBHU MOCJE MIpUEMa BHYTPh cocTaBisieT 18-
19 4, a qns ero akTUBHOUM (POPMBI — BHYTPUKIIETOYHOTO JaMHUBYJUHA TpUdochaTa — KOHEUHBIN
MepHO/ OJIYBBIBEJEHUS U3 KIETOK cocTaBisieT 16-19 4. CornacHo aHHbBIM, MOJYyYE€HHBIM y 60
B3pOCJBIX 37I0POBBIX JOOPOBOJIBIEB, (apMaKOKMHETHYECKHUE IapaMeTphl JIaMUBYJUHA B
PABHOBECHOM COCTOSIHUHU MpH mipuemMe B 103€ 300 Mr oMH pa3 B CyTKH 3KBUBAJIICHTHBI TAKOBBIM
npu ipueme B 1o3e 150 mr aBa pasza B cyTku B oTHOmEHNH AUC24 1 Cax 17151 BHYTPHKIJIETOYHOTO
JaMUBYAMHA TpUdocpaTa.

JlaMHBY/IMH NPEUMYILECTBEHHO BBIBOJUTCS B HEM3MEHEHHOM BHjI€ MOYKaMu. MeTtabonndeckue

B3aUMOJEHCTBUS JJaMUBYJIMHA C IPYI'UMH JICKAPCTBCHHBIMU IPCIIapaTaMu MaJIOBECPOSATHBI BBULY
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HE3HaYUTeNbHOro Metabonusma B neyeHu (5-10 %) u nitRbn| ereré | Stiatnrc 6ehkamm

IUIa3MbI KPOBH.
DIUuMUHANMA

B uccnenoBanusx ¢ yyacTHeM MalMEHTOB € ITOYEYHOM HEOCTaTOYHOCTBIO ObLIO MTOKa3aHO, YTO
HapylmeHne (YHKIUU TMOYEeK BIHMSET HAa BBIBEACHHE JAMUBYAWHA. PEeKOMEHIyeMBI peXuM
JTO3MPOBAHUS JUIS TAIMEHTOB C KIMPEHCOM KpeaTMHHHA MeHee 50 MJI/MHMH NPUBEJIEH B pasjeie
4.2.

B3aumoneiictBue ¢ TpPUMETONPHUMOM — KOMIIOHEHTOM KO-TPUMOKCa3oja — IPHUBOAUT K
MOBBILIEHUIO FKCIIO3ULIMU JamMuByuHa Ha 40 % npu NpUMEHEHUH B TEPANleBTUUECKUX Jj03axX. Tem
HE MEHEE, 3a MCKIIOYEHUEM IAlMEHTOB C MOYEUYHOH HEJOCTaTOYHOCTHIO, KOPPEKLUS J103bl HE
Tpebyercs. Creayer TIIATEIbHO OLIGHUBAaTh BO3MOXKHOCTH OJHOBPEMEHHOI'O NpPHUMEHEHHUs
KO-TPUMOKCa30J1a C JJAMUBYIMHOM Yy HAIIUEHTOB C OYEYHON HETOCTATOYHOCTHIO.

Oco0Bble IPVIIILI TAIUEHTOB

Tayuenmsr nodxcunozo eospacma
Jannsle o (hapMaKOKMHETHKE JIAMUBYAMHA Y MMAIIUEHTOB CTapIie 65 JeT OTCYTCTBYIOT.
Tayuenmsi ¢ HapyweHuem QyuKyuy novex
VY nanueHToB ¢ HapyleHueM (G YHKIIUU TOYeK KOHIIEHTpalys IaMuByAnHA B tiazme kposu (AUC)
MOBBILIEHA BCJEICTBUE CHMKEHHOrO KiupeHca. Takum oOpa3om, ManueHTaMm C KIHPEHCOM
KpeaTuHuHa MeHee 50 MJI/MUH HE00X0IMMO YMEHBIIIEHUE 103bI JJAMUBY/IHHA.
Tayuenmsi ¢ Hapywenuem QyuKyuu neveHu
JlaHHbIE 0 IPUMEHEHUH JIAMUBY/IMHA Y AIIMUEHTOB CO CPEHEN U TSXKENON CTeNEeHbI0 HapYIIeHUs
(GYHKINY TTEYEHN CBHJETEIHCTBYIOT O TOM, YTO HApYIICHHE (PYHKIUHU MEYECHU CYIIECTBEHHO HE
BJIHSIET HAa (DapMAaKOKWHETHKY JIAMUBY/IIHA.
bepemennocms
dapMakOKMHETHKA JJAMUBYIMHA NP OEPEMEHHOCTH HE OTJIMYAeTCs OT ero (papMaKOKMHETHKH B
cilydae oTCyTcTBUs OepeMeHHocTH. KoHlleHTpalus TaMUBYIMHA B CBIBOPOTKE KPOBU JI€TEN MPHU
poXaeHnu Oblla aHAIOTWYHA TAaKOBOH B CHIBOPOTKE KPOBM MAaTEpH W ITyIIOBUHHOW KPOBU Ha
MOMEHT pPOJOpa3peIleHusi, YTO COrjlacyercs C JaHHbIMH O TAaCCUBHOM IPOHUKHOBEHHUHU
JaMUBY/IMHA Yepe3 TUIALEHTY.

eTn
AOcomoTHass OHOJOCTYITHOCTh JIaMUBYJIWHA (MpUMepHO 58-66 %) Obuta HUXke U Oosee
BapuabenbHa y geredt mianme 12 ner. Ilpuem namuBynuHa y aeredt B ¢opme TabiaeTok
OJTHOBPEMEHHO C JIPYTMMHU aHTUPETPOBUPYCHBIMHU IIperapatamMu B opMme TabIeToK oOecriednBa
6onee Bbicokne 3HaueHHA AUCco u Cmax JJaMUBYOMHA B IUIa3M€ KPOBHM IO CPAaBHEHUIO C

pacTBOpOM  JUIi  IIpU€Ma  BHYTPb, IPUHUMAEMbIM  OJHOBPEMEHHO C  JIPYTUMH
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AHTHPETPOBHPYCHBIMH TIpermaparaMu B (Qopme paCTfSG}S_‘c\::-HEﬂ]'% ftehrd | Lialdy:r'pﬂ_: $0g 1e"re171,

NOJyYaBIIMX JIAMUBYIMH B (OpMe pacTBopa /sl TNpUeMa BHYTPb B COOTBETCTBHU C
PEKOMEH/IOBAaHHBIM PEKUMOM JO3MPOBaHUS, ObUIa JOCTUTHYTa SKCHO3WIMS JaMHUBYIWHA B
Ia3Me KpOBHM, 3HAYEHUS KOTOPOM HaXOJWIMCh B JUANa30HE, IOJIYYEHHOM Y B3POCIBIX
NAlUEeHTOB. Y JeTel, NMPUHUMABUIMX JIAaMUBYAHUH B ¢GopMe TaOJIETOK B COOTBETCTBHM C
PEKOMEHI0BAaHHBIM PEKUMOM J03UPOBAHMS, 3KCIIO3MLMS JaMUBYIMHA B IJa3Me KpOBH ObuIa
BBHIIIIE, YeM Yy JeTei, NMPUHUMABIIUX JIAMUBYAWH B ¢GopMe pacTBopa JUisl MpHEMa BHYTPH,
MOCKOJIBKY IIPH IIpHeMe pernapara B popme TabaeToK MaueHTh MOTy4atoT 60jiee BHICOKHE 103
B TlepecyeTe Ha MI/KI MaccChl Tela, U JaMUBYIUH B (opme TabIeTOK xapakTepusyercs Oosee
BBICOKOM OM010CTYMHOCTHI0. DapMaKOKMHETHUECKUE UCCIIETOBAaHHS IPUMEHEHNUS IAMUBYAHHA Y
nereid B (opme pacTBopa sl pueMa BHYTPh M B (opMe TaOJIETOK IMOKa3alid, YTO NpPHEM
mpernapara OJIH pa3 B CYTKHU 3KBUBajeHTeH 1o noka3aTento AUCo-24 IpreMy npemnapara JiBa pasa
B CYTKHU IIPH OJMHAKOBOW 00Iel cyrouHoi nose. /laHHble 1o ¢apMakOKHMHETHKE Mpernapara y
JieTel B Bo3pacTe Milajiiie 3 MecsLeB OrpaHUUYEHbl. Y HOBOPOKIECHHBIX Ha IEPBOM HEJlENe KUZHU
KJIMPEHC JIAMUBYIMHA TP [TPUEME BHYTPH OBUI CHUKEH 110 CPABHEHUIO C IETHhMH 00JIee CTapIIIero
BO3pacTa, BEPOATHO, BCIEACTBHE HE3PETIOCTH BBIICTUTENbHON (PYHKIIMH [TOYEK U HETIOCTOSHCTBA
nokazareneil abcopOruu. Takum 006pazoM, Ui JOCTHKEHHS IKCIO3UINH, CXOJAHON C TaKOBOH y
B3pOCJIBIX U JIeTeH, pEKOMEHI0BaHHAs /1032 JIJIsl HOBOPOXKACHHBIX COCTABIISICT 2 MI/KT JiBa pa3a B
cyTkH. J[aHHbBIE IO MPUMEHEHUIO Mpenapara y HOBOPOXKJIEHHBIX B Bo3pacTe crapiuie | Hexenu

OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIECTB
o Ilemttonosa mukpokpucrainueckas (MKII-102)
e KapOokcumerunkpaxmain HaTpust
e ['unpomeriosa
e Marnus creapar

CocraB 000JI0YKH:

e ['mumpomeruiosa
e THTaHa TUOKCH]
e  Makporon-4000
6.2. HecoBmecTHMOCTH
He npumenumo.
6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 rona.
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OCNEOCEBATENEHOCTE 0001)

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHU

XpaHuTb Npu Temreparype He Bbiie 25 °C B KapTOHHON yIIaKoBKe (M1ayke).

6.5. XapakTep u coep:xkaHue NePBUYHON YIIAKOBKH

ITo 10, 15, 20 TabyseTOK B KOHTYPHYIO STYEHKOBYIO YIAKOBKY M3 IUICHKH IMOJIUBUHUIXJIOPHIHON
aM00 TUIEHKH MOJUBUHWIXJIOPHUIHON/MOJTUBUHIIINACHXIOPUAHON U (HOJIBTU  aIFOMUHHEBOU
M€YaTHOW JIAKUPOBAHHOM.

Nma mo 10, 15, 20 Tabmerok B KOHTYPHYIO SYEWKOBYIO YIAKOBKY U3 Marepuala
KOMOMHHPOBAHHOT'O Ha OCHOBE (POJIBIM (TPEXCIOMHBIN MaTepuall, BKIIOYAIOLIUN aTIOMUHUEBYIO
dosnbry, MmIeHKy U3 OPUEHTUPOBAHHOTO MOJMAMHU/IA, MTOIUBUHIIXJIOPUIHYIO MJICHKY) U (OJIBIH
AJIOMUHHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

1,2,3,4,5,6,7,8 9 win 10 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKIIHMEH IO
MEAUIIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKJI/IBIII) TOMEIIAIOT B KAPTOHHYIO YIAKOBKY (MaUYKy).
6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXKEHUH  MCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WJIM OTX0JA0B, TOJYYEHHBIX TOcJe NPUMEHeHus
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUMyJIAUUHU ¢ PenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPALIMOHHOI'O YOCTOBEPEHUSA
Poccus
000 «ATomn»

445351, Camapckas 06:1., . XKurynesck, yin. I'mapoctpouteneit, 1. 6.

7.1. IlpencraBurtennb AepaaTessi pericCTPALMOHHOIO YA0CTOBEPEHHU

[IpeTen3uu HOTDC6I/ITCJ'IGI\;I HalpaBJIATH IO aApPeECy:

Poccus

000 «O308»

445351, Camapckas 0011., T.0. XKurynesck, 1. XKurynesck, yi1. ['uapocrpoureneid, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETMCTPAIIMOHHOTI'O YAOCTOBEPEHUA
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9. JIATA MEPBUYHOW PErUCTPAIIIF-“GIOATBEPK AL

PETUCTPALIUMU, HEPEPETUCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmiass ~ xapakTepucTUKa  JIEKapCTBEHHOro  mpemapara JlamMuByauH  JocTynmHa  Ha
uH(MOPMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHYECKOTO COr03a B HWH(OPMALMOHHO-

KOMMYHUKaIMOHHOM cetn «utepuer» https://eec.eaeunion.org/.

Crpanuna 19 u3 19



