COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 24052022 N= 12153

OBIIASI XAPAKTEPUCTHKA JIEKAPCTREAHOTOTIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

AwmmusupeH, 10,0 Mr/mi, pacTBop aJis IpueMa BHYTPh

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JlelicTByroliee BEIECTBO: JJAMUBYIUH

Kaxxapiii Mt pacTBopa 1S mpueMa BHYTPb cofepkuT 10 Mr mamuByuHa.

BcnomoratenbHble BelecTBa, HaJMYKWe KOTOPBIX HAJ0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npernapara: caxaposa (cm. pas3aensl 43, 4.4), METHJITIaparuIpoOKCUOeH30aT,
nponuiImaparuipokcuden3oar (cM. pasaen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBop 11 nprema BHYTpb.
[Tpo3padnblii pacTBOp OT OECIBETHOTO JO CBETJIO-KEITOrO I[BETa €O ClIabbIM (PPyKTOBBIM

3arraxoM.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHus1 K IPUMEHEHHUIO

Jleuenne BUY-unbpexknuu B cocTaBe KOMOMHHPOBAHHOM aHTHUPETPOBUPYCHOM Tepamuu y
B3POCJIBIX U JAETEH.

4.2. Pexxum 103MpoOBaHNs U C1IOCO0 NPUMEHEHUs!

[Ipenapar AMUBUpPEH AOKEH HA3HAYATHCSA BpauyoM, UMEIOIIUM onbIT JeueHuss BUY-undexmum.
Jlnis Tex ManueHToB, KOTOPhIM TPYHO MPOraThiBaTh Ta0JIETKHU, IpeAHa3HaueHa JeKapCTBEeHHAs
¢dopma — pacTBOp AJIs IpUeMa BHYTpb.

[Tpu nepexone ot npuemMa npemnapara B GpopMe pacTBOpa K MpueMy mnpernapara B popme TabJIETOK,
WIM HAoOOpOT, HEOOXOAMMO CIeA0BaTh pPEKOMEHJAlMsIM [0 JO3MPOBAHUIO Ipenapara,
YCTAHOBJICHHBIM JUISI K&XKI0H KOHKPETHOM JIEeKapCTBEHHON (OPMBI.

Pexxum go3upoBaHus

B3pocnvie u 0emu ¢ maccoii mena ne menee 25 ke

Pexomenyemas no3a mamuByauHa coctaisieT 300 mr (30 M) B cyTkH. YKa3aHHasi CyTOYHAs 1032
MOXeT OBITh pa3ziesieHa Ha JiBa rpuema 1o 150 mr (15 mi) unu npuauMatecs ogHokpatHo o 300
Mr (30 mi1) B CyTKH.

IIponyck npuema npenapama
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[Tpu mepexo/ie OT pexxrMa mpueMa JiBa pasa B CY[LKH K peMvH%QEBEMQ B IC\}_T_KI/I| :-C:'J-I'éﬁver

IPUHSTH IEPBYI0 PEKOMEHAYEMYIO OJTHOKPATHYIO 103y NPUMEPHO depe3 12 9 mocie nocueaHen
IPUHATOM J03bl II0 PEKHUMY JBYKPATHOIO IIpHeMa, a 3aTeM IpOJOJDKATh IIPUHUMATh
PEKOMEHIYEMYIO OJHOKPATHYIO 03y IPUMEPHO Kaxable 24 4. [Ipu Bo3BpaTe K pexuMy Ipruema
JIBa paza B CYTKM CJIEIyeT IPHUHATH NEPBYIO PEKOMEHIYEMYIO J03Y IO PEKUMY IBYKPATHOIO
IpreMa IpUMEPHO uepe3 24 4 nocie MocieHEN NPUHATON OJHOKPATHOM J03bI.

Oco0Bble IPYIIILI MAIUEHTOB

Tayuenmuor nodxcunozo eospacma

JlaHHbIe MO NMPUMEHEHHIO JIAMUBYJIMHA y 3TOM KaTeropu NAlMEHTOB OTCYTCTBYIOT, OJIHAKO
clenyeT coOIroaaTh 0COOYH0 OCTOPOKHOCTh MPHU MPUMEHEHHH y TaKWX MAIlEHTOB B CBSI3HU C
BO3PACTHBIMH U3MEHEHUSMH, TAKMMH KaK yXyalIeHne (yHKIMY [TOYEK U U3MEHEHHE IToKa3aTesei
KPOBH.

Tlayuenmoi ¢ napywenuem ¢hynkyuu novex

VY manmueHToB ¢ HapylieHHeM (YHKIMH TOYEK CPEAHEW M TSDKEIOH CTeTNeHHW KOHICHTPAIUs
namuByAnHA B T1a3Me KpoBu (AUC) noBeliieHa BCieACTBUE CHIKEHUS KiupeHca. [Toatomy st
TaKUX MalUeHTOB HEOOXoauMa KOpPpPEeKLHUs A03bl Mpernapara, Kak MoKa3aHO B MPEJCTaBICHHbIX
HIDKE Ta0JIuLax.

PexoMennanmu o nondopy 0361 Y B3POCABIX U JIETEH ¢ MACCOH Teja He MeHee 25 KT

Kimmpenc xpeatnHnHa IlepBas no3a [TognepxuBaromas no3a
(MI1/MUH)
>50 300 mr (30 M) unu 300 mr (30 M) O1MH pa3 B CYyTKH
150 mr (15 mm) niu 150 mr (15 mit) aBa pasa B CyTKH
ot 30 1o <50 150 mr (15 mm) 150 mr (15 M) oguH pa3 B CyTKH
ot 15 10 <30 150 mr (15 mm) 100 mr (10 M) oguH pa3 B CyTKH
or 5 10<15 150 mr (15 mm) 50 mr (5 Mi1) 01MH pa3 B CyTKH
MeHee 5 50 mr (5 M) 25 mr (2,5 mi1) OIuH pa3 B CYTKH

JlaHHBIE O IPUMEHEHNH JTJAMUBYANHA Y JETEN C MOYEYHONW HEJOCTATOYHOCTBIO OTCYTCTBYIOT.
CrnenyeT paccMOTpeTh HEOOXOAMMOCTh CHID)KEHHUS O3Bl W/WJIM YBEIMYEHHUSI WHTEepBaja mpruemMa
npenapara y JAeTeil B Bo3pacTe He MeHee 3 MecslleB U BECOM MeHee 25 KT.

V nereli ¢ MOYEYHON HEAOCTATOYHOCTHIO PEKOMEHIYETCSI CHUKEHHUE O3Bl B COOTBETCTBHH C UX
KJIIMPEHCOM KpeaTHHa B TOH K€ MPOTOPIIUH, YTO U Y B3POCIBIX.

Pexomenpanuu mo HOZ[6ODV JIO3BI IS ASTEH B BO3pacTe > 3 MECSIIEB U ¢ MACCOM MeHee 25 KT
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Kinupenc kpeatuHuHa [IepBas no3a =l EI*FB%EFDB&AE{B'{B&HTE&% bl
(Mu1/MUH)
>50 10 Mr/kr nam 10 Mr/Kr oMH pa3 B CyTKH WA
5 Mr/kr 5 MI/KT J1Ba pa3a B CyTKH
ot 30 o < 50 5 mr/kr 5 MI/KT OJUH pa3 B CyTKH
or 15 o< 30 5 MI/KT 3,25 MI/KT OJUH pa3 B CyTKH
or 5 no<15 5 MI/KT 1,63 MI/KT OUH pa3 B CyTKH
MeHee 5 1,63 mr/kr 0,88 Mr/Kr OfMH pa3 B CyTKH

Tlayuenmei ¢ napywenuem gynkyuu nevenu

JlanHbple, TIOMy4YEHHBIC y TAIMEHTOB C HApYIICHUEM IEYCHH CPEIHEU U TSKEIOH CTEleHH,

MOKA3bIBAIOT, YTO JUCPYHKIUS TICUEHW HE OKa3blBaeT CYIIECTBEHHOTO BIMSHUS Ha

(hapMaKOKMHETHKY JIaMUBYIWHA. VICXOAs W3 ATHX JaHHBIX, JJIS TAIMCHTOB C HapyIICHHEM

(GYHKINY TICYCHH CPETHEH U TSHKENOM CTENICHN KOPPEKIIHS 03kl He TpeOyeTcs, 3a HCKIIOYCHUEM

CJIydaen, KOrjia HapylieHne GyHKIIMU TICUYSHH COTIPOBOXKIACTCSl HAPYIICHUEM (YHKIIUU TTOYCK.
eTH

Jlemu ¢ maccoti mena menee 25 ke

ﬂemu Mmraoue 3 MecAues

HMMmeromuxcst JaHHBIX HEAOCTATOYHO AJIs PEKOMCHAAINU PCKUMaA JO3UPOBAHUA.

Jlemu om 3 mecayes 0o 1 2o0a

Pexomennyemas nosa coctasisier 0,5 mut (5 MI/Kr) 1Ba pas3a B CyTKH.

Ecnu pexxuMm npuema JiBa paza B CyTKH HEBO3MOXKEH, MOXKET ObITh pacCMOTPEHa BO3MOKHOCTh
npuema ofuH pa3 B cyTku (10 mr/kr/cytkm). Crnenyer y4yuThIBaThb, YTO JUIs STOW TPYMIIBI
ManuCHTOB JAHHBIC O MPUEME MpCIiapaTa B PEKUME OJHMH pa3 B CYTKU OYCHb OI'PaAHUYCHBI.

Jlemu cmapwe 1 200a

Pexomenayemas noza cocrapusiet 0,5 mit (5 Mr/kr) aBa pasa B cyTku win 1 ma/kr (10 Mr/kr) onux
pa3 B CyTKH.

Jlemu ¢ maccoil mena He menee 25 ke

Pexxum no3upoBanus y eTei ¢ Maccoil Tesia He MeHee 25 KT COOTBETCTBYET PEXXUMY T03UPOBAHUS
Y B3POCIIBIX.

Cnooco0 nmpuMeHeHus

IIpenapar AMUBUpPEH IPUHUMAIOT BHYTPbh BHE 3aBUCUMOCTH OT ITPUEMA TTUIIH.
WHCTpYKIIHIO 110 MCIIOTH30BAHMIO JIO3UPYIOIIETO MIMPHUIIA CM. B paszene 6.6.
4.3. IlpoTuBONOKA3aHNUSA

o ['unepuyBCTBUTENBHOCTD K JIAMUBYIMHY WM JIFOOOMY JIpYTrOMYy KOMIIOHEHTY Mpernapara,

3
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MePEUYUCIICHHBIX B pazaene 6.1.

. Jerckuii Bo3pact 10 3 MecsueB (BCAEACTBUE TOTO, YTO AaHHBIE MO MPUMEHEHUIO
Ipernapara B 3TOM BO3pAaCTHON I'pyIIle OrpaHUYEHBI).

. Peaxo BcTpeuaromiascss Hacle[ACTBEHHAs HEMEPEHOCHUMOCTh (PYKTO3bI, TIIHOKO30-
raJlakTO3Has MaababCcopOIus WK ASPUIUT caXapa3bl-H30MaIbTa3kl.

4.4. OcoOble yka3aHMsl 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

[TpumeHenue npenapata AMUBUPEH B KaUe€CTBE MOHOTEPAIIMM HE PEKOMEHIYEeTCsl.

[lepenaya BUY-nudexumu

XoTs ObUTO JOKa3aHO, 4TO 3((HEKTHBHOE MOJABICHUE BUPYCaA C TIOMOIIBIO aHTUPETPOBUPYCHON
Tepanuy CyLIeCTBEHHO CHUKAeT puck nepegaun BUY npyrum mroasm 1py MooBbIX KOHTAKTax,
UCKJTFOUUTH ATOT PUCK MOJTHOCTHIO HElb3sl. [[03TOMY ManueHThl JOKHBI IIPOIOIDKATE COOJI0IaTh
COOTBETCTBYIOIIIUE MEPHI MPETOCTOPOKHOCTH.

HapymeHHe d)VHKIII/II/I IIOYCK

VY nanueHToB C HapylIeHHEM (QYHKIHUUA TMOYEK CpPeJHEH M TSHKENOM CTENEeHH KOHIICHTpALUs
namuByMHa B Tu1a3me kposu (AUC) moBsblllieHa BCIEICTBUE CHUYKEHUS KIIMPEHCa JIAMUBYAMHA,
MO3TOMY TaKUM MaI[UEHTaM TpeOyeTcs KOPPEKIHs 103bI.

TpoiiHag HYKJIE€03UIHASA TEPATU

bbuin mosydeHbl COOOIIEHHS O BBICOKOW YacTOTE CIy4yaeB BUPYCOJOTMYECKOM Heynauu u
BO3HMUKHOBEHUH PE3UCTEHTHOCTH HA PaHHEM 3Talle MpH MpUeMe JaMHUBYAMHA B KOMOMHAIUU C
TeHO(OBHpa AU30IPOKCHIA (hymMapaToM M abakaBUPOM, a Takke ¢ TeHO(OBUpaA AU3OMPOKCUIIA
(dbymapaToM U AMIaHO3UHOM B PEXKUME OJIMH Pa3 B CYTKH.

OnoopryHucTHYeCcKre HHMEKIINU

VY nmauueHToB, NoJyyaruX rnpenapar AMUBUPEH UK JPYTUE aHTUPETPOBUPYCHBIE MPENapaThl,
MOTYT Pa3BUBAThCsI OMMOPTYHUCTUYECKHE MHPEKINU WK pyrue ocnoxHeHuss BUY-undexmmm,
MOATOMY TAIMEHTHI JIOJDKHBI HAXOAUTHCS IO THIATEIbHBIM HAOMIOJCHUEM Bpadeil, NMEIOIINX
OTBIT JieueHus narueHToB ¢ BUY-acconmupoBanHbIMEU 3200JI€BAaHUSIMU.

ITankpeatut

OnucaHbl peiKue ciayyau pa3BUTHS NAHKpeaTUTa MPU NPUMEHEHUHW Ipernapara JaMUBYIUH.
OnHako HE YCTaHOBJIEHO, BBI3BAHO JIM 3TO OCJIOKHEHUE JACHCTBUEM JIEKAPCTBEHHOTO Mpenapara
WIH SIBIISIETCS CIEACTBHEM OCHOBHOTO 3aboneBanus — BUY-undekunu. Jlevenne npemnapatom
AMHBUPEH HEOOXOTUMO HEMEIJIEHHO MPEKPATUTH TPH TOSBICHUN KITHHUYECKUX CHMITTOMOB HITH
71a00paTOPHBIX JIAaHHBIX, CBUACTEIHCTBYIOIIUX O Pa3BUTHH NaHKpearuta (O0Nb B KHUBOTE,
TOIIHOTA, PBOTA WJIU TOBHIIICHNUE 3HAUEHUN OMOXMMHUYECKUX MapkepoB). Clieyer MpeKpaTuTh
MpUeM npenapara 10 UCKIIOUECHHS JUarHo3a MaHKpPEeaTuT.

JlakToamm03 1 BEIpaKCHHAS TEIaTOMETaIns CO CTEaTO30M
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HmeroTest COOOIICHHS O Pa3BUTHH JIAKTOAIMI038 1 BI)IDEDQC'HH(;E%H 'GBEEIQ!:IIIZLFCDTCT'%TO%CI)M,

B TOM 4YHCJIC C JCTAJIbHBIM HCXOAOM, BCJICIACTBHUC aHTHpCTpOBHPYCHOﬁ TCpalu aHaJloraMu
HYKJICO3UJIO0B B BUAC OTACJIbHBIX MPCIIApaTOB UJIU B KOM6I/IHaLII/II/I, BKJIFOYas1 JIaMUBY I H.
[Too0HBIE SIBIICHUS] OTMEUYAIUCH TIIABHBIM 00pPa30M y KCHIIUH.

KnuHuYeckre CUMITOMBI, KOTOPbIE MOTYT YKa3blBaTh Ha PA3BUTHE JAKTOAIM1032, BKIIOYAIOT
00111y10 c1a00CTh, AHOPEKCHIO, CTPEMUTENbHYIO0 HEOOBICHUMYIO MIOTEPI0 MACCHI T€JIa, CUMIITOMBI
MOPAXKCHHSI KEIYAOYHO-KUIIIEYHOTO TpakTa (TOIIHOTA, PBOTa M OOJIb B JKUBOTE) U OPraHOB
JIBIXaHUs (OBIIIKA U TAXUITHO?), HEBPOJIOTHUECKUE CUMIITOMBI (BKJIFOUAsi MOTOPHYIO CIIa00CTh).
JleueHne aHajOraMuM HYKJICO3UZOB HEOOXOAMMO MPEKPaTHTh B  Cllydyae pPa3BUTHA
CUMIITOMATUYECKOH  TUNEpPIaKTaTeMHH W METa0OJIMYECKOTo  aIi103a/IaKToalua03a,
IPOTPEeCCUPYIONIeH renaToMerajiii Uil OBICTPOro TOBBIMICHHUSI aKTUBHOCTH aMUHOTpaHcdepas.
JlakToanu103 0OBIYHO pa3BUBAETCS MOCIE HECKOIBKUX MecsleB JieueHus. Crneayer coOmoaaTh
OCTOPOXKHOCTh TIPU TPUMCHCHHUW AaHAJOrOB HYKJICO3WIOB IS JICYCHHUs JFOOOTO IalMeHTa
(0cO0EHHO — JKEHIIUH C 0)KHUPEHUEM) C TeIaTOMETaINCH, TeaTUTOM HIIM JPYTHMH U3BECTHBIMH
dakTopaMu pHUCKa TOPAKEHUS TEUYeHH U CTeaTo30M IIeUeHW (BKJIIOYas MpUMEHEHUE
OIIPEICIICHHBIX JICKAPCTBEHHBIX MPENApaToOB U YIOTPEOICHUE aJTKOTOJIs).

MuToxoHaApHaIbHAS Z[I/ICd)VHKI_II/IH B PC3YJIbTATC BHVTDI/IVTDO6HOFO BO3JICHCTBHSA

AHaJ0r" HyKJIEO3UJI0B U HYKJIEOTHJIOB CIIOCOOHBI BBI3bIBATh PA3JIMYHYIO CTEIIEHb MOBPEXKICHUS
MUTOXOHJIPHI, 4TO HanboJjiee APKO MPOSIBISIETCA NPU NPUMEHEHUU CTaBYyAMHA, AUJAHO3MHA U
3UJIOBY/IMHA. 3aperucTpUpOBaHbl CiIydal Pa3BUTHUS MHUTOXOHJpHUaibHON nuchynkuun y BUY-
OTPHIIATENIbHBIX JeTeH, MOABEPIraBIIMXCS BO3AECUCTBUIO aHAJIOTOB HYKJICO3UIOB BHYTPUYTPOOHO
W/WIM TIOCTIE POXKACHMS; TJIABHBIM 00pa3oM 3TH ciy4yau ObLIM CBSA3aHBI CO CXEMaMH JI€UEHUS,
colepkalluMH  3UA0BYAMH. OCHOBHBIMHU  HEXENAaTEIbHBIMU  pPEAKUMSIMH  SBISJIUCH
reMaToJIOTHUECKUEe HapylleHus (aHeMusi, HEHTponeHHs) M HapylleHHe oOMeHa BeIIeCTB
(rumepiakTaTeMMs, TUIEpPJIMNA3eMus). OTH HEXeNaTelbHble peakUH 4YacTo SBISUIUCH
TPAH3UTOPHBIMHU. DBBUIM 3aperucTpUpOBaHbl PEAKUE CIyYad HEBPOJOTMUYECKUX PACCTPOMCTB C
MO3HUM HayaJioM (ITOBBILLIEHUE TOHYCA MBIIIL, CYJOPOTH, HAPYILIEHUs TIOBe/IeHus). SABIstoTCS
JY JAaHHBIC HapYILIEHUs TPAH3UTOPHBIMU HIIU IOCTOSHHBIMH, B HACTOSAIIEE BPEMs HEU3BECTHO.
BeposiTHOCTh pa3BUTHS MUTOXOHAPHATIBHOM AMCHYHKIMU CIelyeT paccMaTpuBaTh Yy JH0O0Oro
peOeHKa, TMOABEPruIerocsi BHYTPUYTPOOHOMY BO3JEHCTBUIO aHAJOTaMU HYKJIEO3HJIOB U
HYKJIECOTH/IOB, C BBIPAJKECHHBIMH KIWHUYECKUMH CHUMIOTOMAaMH HESICHOM JTHOJOTWH, B
0COOEHHOCTH HEBPOJOTMYECKHMMHU PACCTPOICTBAMHU.

IIpencraBneHHble AaHHBIE HE BIMAOT Ha TEKYyIIUE PEKOMEHAALMM [0 I[PUMEHEHUIO
AHTUPETPOBUPYCHON Tepanuu y OepeMEeHHBIX JKEHIIUH Ui MNPOPUIAKTUKU BEPTUKAIBHON

nepenaun BUY-undexuu.
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Macca Tena 1 0OMEH BEIIECTB

Macca Tena, a Takke KOHUEHTPALUU JIIIAI0B U IVIFOKO3bl KPOBU MOTYT IOBBIIIATHCS BO BpeMs
AQHTUPETPOBUPYCHOU Tepamuu. DTH W3MEHEHHS MOTYT OBITh YAaCTUYHO CBSI3aHBI C KOHTPOJIEM
3a0os1eBaHus U 00pa3oM JKM3HU. BbUIM MOJy4yeHb! AAaHHBIE, MOJATBEPXkAAIOLINE B HEKOTOPBIX
CiIy4asx BIIMSAHHME TE€paluy Ha KOHLUEHTPALUIO JIMIIUAOB, B OTHOLICHUH YBEIUYECHHS MACcChl Tella
TaKHe JaHHbIE OTCYTCTBYIOT. ClielyeT IPOBOAUTH KOHTPOJIb KOHLEHTPALUH JIMITUOB U TJIFOKO3bI
KPOBH B COOTBETCTBHM C YCTaHOBJIICHHBIMH peKOMEHIalMsMu 1o Tepanuu BUY-undexium.
Hapymenust nunuaHoro ooMeHa Heo0X0AUMO KOPPEKTHPOBATh B COOTBETCTBUU C KIIMHUUYECKUMHU
IIPOSIBIICHUSAMU.

CI/IHZ[DOM BOCCTAHOBJICHUA UMMYHHUTCTA

Y BUY-uHOUIMPOBAHHBIX MAMEHTOB C TOKEIBIM MMMYHOAC(PUIMTOM HAa MOMEHT Hauaia
AHTUPETPOBUPYCHOW Tepanmuu BO3MOXHO pPa3BUTHE BOCHAIMTENIBHBIX peakiuili Ha QoHe
0ECCUMITOMHBIX ONMOPTYHUCTUUECKUX HMH(MEKUUI MM UX OCTATOUHBIX SIBICHHUH, YTO MOXET
CTaTh MPUYMHON CEPHE3HOTO YXYIIICHUS COCTOSHUS WU YCYTyOIeHus: cuMIToMaTHKU. OOBIYHO
OTH PEaKIUU BO3HUKAIOT B TCUYCHME IEPBBIX HECKOJIBKUX HEIEIb WJIM MECALEB IOCIE Hadaja
AHTUPETPOBUPYCHON Tepanuu. TUIMYHBIMU TNpUMEpPaMH SIBJISIFOTCS LIUTOMETAJOBUPYCHBIN
PETUHUT, TeHEepalu30BaHHAs W/WIM odvaroBas HH(EKUUs, BbI3BaHHAs MHUKPOOAKTEPUSAMHU U
ITHCBMOHUS, BbI3BaHHas Pneumocystis jirovecii (Takke H3BeCTHa KaK ITHEBMOILMCTHAsI
nHeBMonwus, [II1). TlosiBieHWe mOOBIX CHMIITOMOB BOCHAJCHHUS TpeOyeT HEMEJICHHOTO
o0cIieZ1oBaHus U, IPU HEOOXOJUMOCTH, JIEUCHUSI.

AyTonMMyHHbIe 3a005ieBaHMs (Takue Kak Oosie3Hb ['peiiBca M ayTOMMMYHHBINM T'eTIaTUT) TaKkxke
Ha0JI01aMCh Ha (POHE BOCCTAHOBJIEHUS UMMYHMTETA, OJTHAKO BPEMsI NEPBUYHBIX MPOSIBICHUIN
BapbUPOBaAIO U 3a00JIEBaHUE MOTJIO BO3HUKATh Y€PE3 MHOI'O MECSIIEB MOCJIEe Havajga Tepanuu u
WHOI'1a UMEJIO0 aTUIIMYHOE TCUCHHUE.

3aboieBaHUs ICYCHU

[TarmenTtsl ¢ XpoHuueckuMm rematuroM B u  C, mnonyvaromue KOMOMHUPOBAHHYIO
AHTUPETPOBUPYCHYIO TEPANMIO, XAPAKTEPU3YIOTCSI TOBBIIICHHBIM PUCKOM PA3BUTHSI TSKEIIBIX U
MOTCHIUAIBHO JIETAJIbHBIX pPEAKUMM CO CTOPOHBI IE€YeHH. B ciyyae comyTCTByrOLEH
IIPOTUBOBUPYCHOU Tepanuu renatuta B u C cnenyeT Takke 03HaKOMUTBCS C COOTBETCTBYIOIIUMU
WHCTPYKUUSAMH 10 TPUMEHEHUIO TAHHBIX JIEKAPCTBEHHBIX MPENAPaTOB.

Pe3ynbpTaThl KIMHUYECKUX HCCIENOBAaHUN M JaHHbIE MOCTPETUCTPALIMOHHOTO HAOIIOIEHUS
YKa3bIBalOT Ha TO, YTO y HEKOTOPBIX MAIMEHTOB C COIYTCTBYIOIIMM XPOHHYECKUM BHPYCHBIM
renatutoMm B (HBV) mnpu oTMeHe namMuByAMHAa MOTYT BO3HUKATh KIMHHYECKHE WA
nabopaTopHble TPU3HAKK pELUJIUBA TrenaTuTa, KOTOphle MOTYT HUMeTh Oojee TshKesble

MOCJICACTBHA Y MAIUCHTOB C JCKOMIICHCUPOBAHHBIM 3a0o0sieBaHNEeM IleueHu. B ClIy4ac OTMCHBIL
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paccMOTpeTh BO3MOXKHOCTH MPOBEACHUS MNEPUOJUYECKOTO KOHTPONIA (DYHKIUH TEYEHH U
MapKepoOB peIUIMKaluu BUpyca renatura B.

VY NanueHToB ¢ CYIIECTBYIOIIUM HapylleHUeM (YHKIHMM IEeYeHH, BKJIOYas aKTHBHYIO (OpMy
XPOHMYECKOI'O TeNaThTa, OTMEUYAeTCsl YBEJINYEHHUE YacTOThl HapyIIEHUH (PyHKIUM NE€4eHU BO
BpeMs IPOBEICHUS] KOMOMHUPOBAHHON aHTUPETPOBUPYCHOM Tepanuu. Takue NareHThl JOJKHBI
HAXOJIUTHCS MOJ HAONIONEHHEM B COOTBETCTBHHM CO CTaHIAPTHOW KIMHUYECKOW MPAKTHUKOM.
Heo6xo1umo paccMOTpeTh BO3MOXKHOCTD IPHOCTAHOBJICHNUS WIIM ITPEKPAILIEHUS JIEYEHUS B ClIyyae
HPOSIBIEHUH yXyALIEHUs 3a00J1€BaHUs [IEYCHH Y TaKUX MAI[EHTOB.

OcTeoHekpo3

HecmoTtpst Ha TO, 4TO 3THOJOTHS JAaHHOTO 3a00JIEBaHUS SBJIAETCS MHOTO()AKTOPHOW (BKIIOYAs
IOpUEM TJIIOKOKOPTUKOCTEPOHMIOB, YHNOTPEOIEHUE aJIKOIroJisd, TSKEIYI HMMYHOCYIPECCHUIO,
BBICOKMI MHJIEKC MAcChl Tela), Cllydyal OCTEOHEKPO3a yallle BCero BCTPEYaIUCh y MAaLUEHTOB Ha
npoaBuHyTOM craaun BUY-uHdekunn w/miam JUIMTENBHO NMPUHUMABIINX KOMOWHUPOBAHHYIO
AHTHPETPOBHUPYCHYIO Tepamnuio. [larmentam ciexyer oOpaTUThCS K Bpady, €CIIM OHU UCTIBITHIBAIOT
00J11 ¥ CKOBAaHHOCTb B CyCTaBax WM TPYAHOCTU IPU JABHKCHUU.

CaxapHblii auadeT

[TareHTOB € caXxapHBIM AHMA0ETOM CIIEAYeT YBEIOMHUTB O TOM, YTO /1032 Iperapara i B3POCIbIX
(150 mMr = 15 mi1) coepkuT 3 T caxapo3bl.

BcnomorarensHbIe BEIECTBA

[TaneHTaM C pesIko BeTpeyaroleiicst HacleACTBEHHON HEePeHOCUMOCThBIO (PPYKTO3bI, [NIFOK030-
raJlakTO3HON ManbaOcopOIueil M 1euuuToM caxapasbpl-u30ManbTas3bl HE ClIeAyeT IPUHUMATh
ATOT Iperapar.

[Ipenapatr AmuBupeH B ¢opme pacTBopa JUIsl MpHeMa BHYTPb TaKKe COACPIKUT
METHUJINaparupokCuOeH30aT M MPONUINAPAruApOKCUOCH30aT, KOTOPblE MOTYT BbI3BIBATh
aJIeprudeckue peakiuu (BO3MOXKHO, 3aMEJICHHOTO TUTIA).

B3aI/IMOI[€I\/JICTBI/I€ C APYI'UMM JICKAPCTBCHHBIMU CPCACTBAMU

[Tpenmapat AMHMBHUpPEH HE ClleJyeT NPUMEHATH OAHOBPEMEHHO C IIpernapaTaMM, COIEPKaALUMHU
JAMUBYMH WU SMTPULIUTAOUH.
[IpumeHeHne TaMUBYIMHA B KOMOMHAIIUMY C KJIaJpUOMHOM HE PEKOMEHYEeTCsl.

eTH
B kIMHMYECKMX MCCIEOBAaHUSAX Yy JETeH, MONMy4aBIIMX JAMHUBYIUH B (QopMe pacTBopa AJs
npreMa BHYTPb OJIHOBPEMEHHO C JAPYTUMH aHTHPETPOBHPYCHBIMM MpenapatamMu B (opme
pacTBopa AJis IpueMa BHYTPb, YaCTOTa CYIIPECCUH BUPYCa U HKCIIO3UIUS JaMHUBY/IMHA B IJIa3Me

KpOoBU ObLIN HMXXC, a pE3UCTCHTHOCTh BHpPYyCa pasBHBAJIaCh 4Yallc, YCM Y )IeTeI\/’I, MOJIy4JaBIINX
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npenapartsl B Gopme TabIeTOoK.

[To BO3MOXHOCTH HEOOXOAMMO HCIHOJB30BATh PEXHM AHTHPETPOBHPYCHOW Tepamuw,
BKJTIOUAIOINUI BCE mpemnaparsl B popme Tabnerok. JlamuByauH B hopMe pacTBopa Juisl puemMa
BHYTpb, TPUMEHSEMBIH OJHOBPEMEHHO C COpPOMUTON-COACpKAIIMMU  JIEKAPCTBEHHBIMU
npenapaTamu, clielyeT MPUMEHSATh TOJIbKO B TE€X CIyyasX, KOTJa HEBO3MOXHO MpPHUMEHEHUE
peKuMa Tepanuy, BKIIOYAIOIIEro BCe Mpernaparsl B popMe TabIeTOK, M TOT 1 [10J1b3a IPOBEICHHS
JIEYEHUs IPEBBIIAET BO3MOXKHbBIE PUCKH, BKIIIOUYasi HU3KUN YPOBEHb cylpeccuu Bupyca. Cienyer
pPaccMOTpPETh HEOOXOIUMOCTH Oo0Jiee YacToro KOHTPOJs BUpycHOW Harpy3ku BHUY-1 mpum
OJIHOBPEMEHHOM TPUMEHEHHHM JaMHBYJIWHA C JUIMTENBHO TMPUMEHSEMBIMU COPOUTOI-
CoJIepKallMMHU IIpenapaTaMu.

4.5. B3amMmojeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MpenapaTtaMu W JAPyrue BH/bI
B3aNMOJeliCTBUSA

HccnenoBanus 1eKapCTBEHHBIX B3aUMOJICHCTBUI OBLITN MTPOBEEHBI TOIBKO C Y4aCTHEM B3POCIBIX
HAIMEHTOB.

Metabonrueckoe B3auMO/ICHCTBHE TaAMUBYAMHA C IPYTHMH TperapaTaMy MaJOBEPOSITHO B CBSZH
C €ro He3HAUYUTEIbHBIM METa00IU3MOM, OTPAHMYEHHBIM CBSA3BIBAHUEM C OETTKaMU T1a3Mbl KPOBU
Y TPAKTUYECKU TOJHBIM BBIBEJICHUEM Yepe3 MOYKH B HEM3MEHEHHOM BUJIE.

OpnHOBpEeMEHHOE MPUMEHEHHE KOMOMHAIIMH TPUMETONPUM + cynbdameTokcaszoun B 1o3e 160 mr +
800 Mr (KO-TpHMMOKCA30J1) MPUBOAMUT K TMOBBIIMICHUIO SKCMO3UIMU JiamuByuHa Ha 40%, 4To
00yCIIOBJICHO HATMYKMEM TPUMETOMPUMA; HATMYHE CyIb(aMeTOKCa30J1a He OKa3bIBAET BIUSHUS Ha
dbapMakoKMHETHKY JamMuByaAuHa. OJHAKO, 3a UCKIOYCHHEM [allMeHTOB C TIOYEYHOMH
HEJ0CTAaTOYHOCThIO, KOPPEKIHUs J03bl JaMHUBYJIuMHA He TpeOyercs. JlamMUBY/IMH He OKa3bIBaeT
BIUSHUE Ha (apMakOKMHETUKY TpUMETOIpuMa Wi cylbdamerokcaszona. B ciyuae, xorga
OJIHOBPEMEHHOE MPHUMEHEHHE KO-TPUMOKCA30Jla SBISETCS OMpPaBJAaHHBIM, MAIIMEHTHI JOJKHBI
HAXOAMUTHCS TOJ KIMHUYECKHMM HabmogeHuem. CriemyeT m30eratb COBMECTHOTO MPUMEHEHUS
JaMHUBYJIMHA C KO-TPUMOKCA30JIOM B BBICOKMX J103aX JUIsl JIEYEHHs] TMTHEBMOHUM, BBI3BAaHHOMN
Pneumocystis jirovecii, u Tokcoruiazmosa.

CrnenyeT y4uThIBaTh BO3MOXXHOCTh B3aUMOJICHCTBUSI JTAMUBYJAHWHA C JAPYTUMHU OJHOBPEMEHHO
MPUMEHSIEMBIMU JIEKAPCTBEHHBIMH TpernapaTaMy, B 0OCOOEHHOCTH T€MHU, Y KOTOPHIX OCHOBHBIM
MEXaHHU3MOM BBIBEJICHUS SIBJISIETCS aKTHBHAS KaHAJbIIEBasi CEKPELUs Yepe3 CUCTEMY TpaHCIopTa
OpraHMYECKUX KaTHOHOB (Hampumep, TpuMmeTonpum). J[lpyrue nelcTByIolIMe BellecTBa
(Hampumep, paHUTHAWH, UMETHAMH) JIHIIb YAaCTHYHO BBIBOJATCS C TMOMOINBIO YKa3aHHOTO
MEXaHH3Ma M HEe B3aMMOJCHCTBYIOT C JIAMUBYAHMHOM. AHAJIOTH HYKICO3UAOB (HAIpHUMep,
TUAAHO3WH, 3U1I0BY/IMH) HE BBIBOJSATCS ITOCPEJCTBOM JAHHOT'O MEXaHU3Ma, U UX B3aUMOJIeCTBHE

C JIaMHUBYJIHWHOM MaJIOBEPOATHO.
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[Ipy oAHOBpEMEHHOM NPUMEHEHUU JIaMUBYAUHA U SHﬁgE;}I}HE%gf}EEAQJE&I:X}M-EBGI!IHIII)%I (Ha

28%) yBenuueHne Cmax 3UIOBYAMHA B IUIa3Me KpOBH, mpu 3ToM oOmias skcrosuius (AUC)
CYIIECTBEHHO HE U3MEHSETCS. 3UAOBYANH HE BIUSET HAa (DapMaKOKWHETUKY JIAMUBYIMHA.
[Ipenmapar AMUBUpEH HE cleayeT NPUHUMATh OJHOBPEMEHHO C IPYTMMH aHAJIOTaMU IIUTH/IMHA,
TaKMMH KaK SMTPULIMTAOMH, B CBSI3U C €r0 CXOACTBOM C JaHHBIMHU mIpenaparamu. Kpome toro,
npermapar AMHBHUPEH HE CIeQyeT MPUHUMATh C JIOOBIMH JAPYTMMHU JICKApPCTBEHHBIMHU
npernapaTamu, COICPIKAIUMU JIAMUABY JIFH.

In vitro nmamMuBYIMH HMHTHOMpPYET BHYTPHKJIETOYHOE (GochHOpHUIMpPOBaHUE KIaApUOMHA, YTO
o0ycllaBnTuBaeT NOTEHUUANbHBIA pPHUCK ToTepH dJ(PQPEKTUBHOCTH KiIaapuOWHA B clydyae
KOMOMHHPOBAHUS B YCIOBUSAX KIMHUYECKON MPAKTUKU. HEeKOTOphIe KIMHINYECKNE TaHHbBIE TaKKe
MOJITBEPKIAIOT BO3MOKHOCTH B3aMMOJICHCTBHS MEXKIY JIAMUBYIMHOM U KiiagpuOuHom. [TosTomy
OJIHOBPEMEHHOE MPUMEHEHHE TaMUBYIMHA U KJIaprOrHa HE PEKOMEHI0BaHO.

[utoxpom CYP3A He BoBiedeH B MeTabONM3M JaMHUBYJMHA, MOITOMY B3aUMOJICHCTBUE C
JICKapCTBCHHBIMU TIpEraparaMu, KOTOPbIE METa0OIM3HPYIOTCS 3TOW cHCTEeMOW (Hampumep, ¢
MHIMOUTOpaMU MPOTEA3bl), MAJIOBEPOSITHO.

OnnoBpeMeHHOE TpUMeHeHHe pacTBopa copoutona (3,2 r, 10,2 1, 13,4 r) ¢ oqHOKpaTHON 10301
namuByuHa 300 Mr B popMe pacTBopa Ui IpreMa BHYTPh Y B3POCIIBIX 3J0POBBIX J0OPOBOIIBLICB
MPUBOJIMIIO K JI0303aBHCUMOMY CHIDKEHHIO dKcro3uimu jJamuByauHa (AUCy) Ha 14%, 32% un
36% u Cmax mamuBymuHa Ha 28%, 52% wu 55%. Ilo BO3MOXHOCTH cleayeT Hu30erarb
OJIHOBPEMEHHOTO MPUMEHEHHsI JIAMUBYIMHA M COPOHUTOI-COAEpXKAIIMX MpernapaToB, IUOO
ClleflyeT pacCMOTpPETh BO3MOXKHOCTh OoJiee 4acTOro KOHTpOJiss BUpycHOM Harpy3ku BHUY-1 B
CIIyJasiX, KOTJIa HEBO3MOXHO H30€KaTh JUIUTEIHHOTO OIHOBPEMEHHOIO MPUMEHEHHS ITHX
MpPermapaToB.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD M JAKTALMS

DepTUabHOCTD

Pe3ynbTaThl HccaenoBaHU Ha JKMBOTHBIX MOKAa3aJM, YTO JJAMHUBYJIUH HE OKa3bIBAa€T BIUSHUE HA
(bepTHUIBHOCTD.

bepeMeHHOCTD

Kak npaBuiio, npu NpUHATHH pelieHus 00 HCII0JIb30BaHUH aHTHPETPOBUPYCHBIX IPENapaToB s
nedyenuss BUY-undexkunn y GepeMeHHBIX >KEHIIMH M, KaK CJEeACTBHE, JJI CHIDKEHHS pHUCKa
BepTUKanbHON mnepeaaun BUY-undekuun HOBOPOXKIECHHOMY, CJEIyeT YYWUTHIBaTh JaHHbIE
UCCIIEIOBAaHUN Ha KUBOTHBIX, a TAK)KE KIMHUYECKUH OMBIT IPUMEHEHHS Y OepeMEHHBIX KEHIIHH.
HccnenoBanus MO NPUMEHEHHWIO JIAMUBYAMHA Yy JXMUBOTHBIX IIOKA3ajld YBEIMUYEHUE paHHEHN
HMOPHOHANILHOM CMEPTHOCTH Y KPOJIMKOB, OJTHAKO Y KPbIC JaHHBIHN 2 ekt He Ha0moaancs. boiio

YCTAHOBJICHO, UYTO Yy YCJIOBCKA BO3MOXKHA I€pecaada JaMUBYyANHA YE€PEC3 IIIALICHTY.
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(CMEPTHOMY OTUETY

OpUMEHEeHHs BO BpeMs mepBoro tpumectpa u Oonee 1000 mcxomoB OepeMEHHOCTH TMOCIe
IPUMEHEHHUS BO BpPEMs BTOPOrO U TPETbETO TPUMECTPA JAEMOHCTPUPYIOT OTCYTCTBHE
Manb(QOpMaTUBHOTO U (eTalbHOTO/HEOHATAIBHOIO BO37eiicTBUs. JlekapcTBEHHBIN MpemnapaT
AMUBHpEH MOXHO PUHUMATh BO BpeMsi O0EpEeMEHHOCTH B ClIy4ae KIMHUYECKOH HEOOXOAUMOCTH.
Ha ocHoBaHMM JOCTYIHBIX JAaHHBIX MOXKHO CJEJIaTh BBIBOJ O TOM, YTO IPU IPUMEHEHUU
npenapata AMUBHPEH Yy 4EJIOBEKA PUCK BPOXKIEHHBIX IATOJIOTUI MaIOBEPOSATEH.

Hnsa BUY-unDUIMpOBaHHBIX JKCHIIMH C KO-WH(MEKIUEH BHUPYCOM TemaThTa, MOJyYarolIuX
TEpanuio JIAMUBYAMHOM, B CIIy4a€ HACTyIUIEHUSI OEpEeMEHHOCTH CJelyeT YYHUTHIBATh
BO3MO>KHOCTb pELUIMBA IeNaTUTa IPEKpallleHusl IPUMEHEHUs JTaMUBYIMHA.
Mumoxonopuanvhas oucghynxyus

B uccnenosanusx in Vitro u in Vivo ObIJIO MPOAEMOHCTPHUPOBAHO, YTO AHATIOTH HYKJICO3HIOB H
HYKJIEOTHIOB CIOCOOHBI BBI3BIBATH TMOBPEXKICHUS MHUTOXOHIPHN pa3iNyHOM cTereHu. bbuiu
3aperucTpUpOBaHbl COOOIIEHUS O MUTOXOHAPUAIBLHOW AUC(HYHKLINU Y AETEH, OABEPraronXcs
BO3/ICHICTBHUIO aHAJIOTOB HYKJICO3HIOB BHYTPUYTPOOHO H/WJIH B TIOCIEPOIOBOM ITEPHOJIE.
JlakTanuys

[Tocne mpuema BHYTPh JaMHUBYIWH BBIACNIAETCS B TPYJHOE MOJOKO B KOHIIEHTPALMAX,
AQHAJIOTMYHBIX KOHLEHTPALUAM, OOHAPYKEHHBIM B CHIBOPOTKE KpoBU. Ha ocHOBaHuU pe3ynbTaToB
uccnenoBanus Oonee 200 map «MaTh/pebeHOK», mNonmyyaBmux Ttepanuto BUY-undexmum,
KOHIIEHTpallusl JIaMUBYAMHA B CBIBOPDOTKE KpPOBU JIeTeH, HaXOJMIIMXCA Ha TPYIHOM
BCKapMJIMBaHHH, MOTy4aBIux Tepanuto BUYU-undexiuu, oueHs Hu3Ka (< 4% OT KOHILIEHTpALIUU
B CBIBOPOTKE KPOBU MaTe€pu) U MOCTENEHHO YMEHBIIAETCA JI0 HEONPEAENsieMOro YPOBHS IMpHU
JOCTI)KCHUM TPYIHBIMH JeThbMHU 24-HenenbHOro Bo3pacTa. JlaHHble 1O 0€30mMacHOCTH
MPUMEHEHHUS IaMUBYIMHA Y JIETeH MIa Ilie Tpex MecsIeB OTCyTCTBYOT. BUU-undumpoBaHHBIM
KEHIMHAM HHU TIpH  KaKUX OOCTOSTENbCTBAX HE PEKOMEHAYEeTCS MPOBOJIUTH T'PYAHOE
BCKapMIInBaHUE BO n3bexanue nepenaun BUY pedenky.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeICTBAMH M padoTath ¢
MeXaHU3MaMH

CriennanpHble MCCIEIOBaHUS 10 M3YYEHHIO BIMSIHMS CPEICTBA Ha CHOCOOHOCTh YIPABISATh
ABTOMOOMIIEM U JIBHKYIIUMUCS MEXaHU3MaMHU He MIPOBOMINCH. YUUThIBas (papmakosornyeckme
CBOICTBa TaMUBY/IMHA, TAKOE BIIMSHNE MAJIOBEPOATHO. TeM He MeHee, ITPH OLEHKE CITIOCOOHOCTH
HalyeHTa yupasJsTh aBTOMOOUIIEM/MEXaHU3MaMU ClIeyeT MPUHUMAaTh BO BHUMaHHe ero oodree
COCTOSTHUE, a TAKXKE XapaKTep HeKeNaTeIbHBIX PeaKIiil TaMUBYIUHA.

4.8. He:kesaTesibHbIEC peaKIMU

Tabanunoe PE3IOME HEXKEIATCIILHBIX PEeAKITNH

10
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HesxenarenbHble SBJICHUS PUBEACHBI B COOTBETCTBUU C CUCTEMHO-OPTaHHON Ki1acCU(pUKAIEH 1
C pacmpelielleHMEM II0 4YacTOT€ BO3HUKHOBEHHMS. B KakIoll 4acTOTHOM TIpymme 0OOYHbIE
JICMCTBUS TIPEACTABIICHBI B IOPSIKE YMECHBIICHUS UX CEPhE3HOCTH.

Yacrora nmob6ouHbIx 3¢¢GeKToB onpeseneHa ClIeayomuM o0pa3oM: odeHb yacto (>1/10), gacto
(>1/100 u <1/10), nwevacto (=1/1 000 u <1/100), peaxo (=1/10 000 u <I/1 000) m wactora
HEM3BECTHA (HEBO3MOXKHO OIEHHTh YacTOTy M3 JOCTYIHBIX JaHHBIX). B mpenenax kaxaon

KaTCropruu 4aCTOThI HEXECIATCIbHbBIC PCAKIH ITPEACTABIICHEBI B ITOPAIKE Y6BIBaHI/ISI CCPBE3HOCTH.

CucTeMHO-OpraHHbIil KJacce Yacrtora HexenarenbHasi peakuus
Hapywenuss co cmopomnsl | HEUaCTO HEUTPONIEHUSI ©  aHEMHS™,
Kposu u  aumghamuueckou TPOMOOLIUTONEHHUSI
cucmemul

OUYEHb PEIKO WCTUHHASL ~ APUTPOIUTAPHAS

aruiasus

4acToTa HE U3BECTHA OCTEOHEKPO3
Hapywenus memabonusma u | 4acto TUTIEpJIaKTaTEMUS
numaHus

OUYEHb PEIKO JAKTOALN03
Hapywenus co cmoponwl | 4acto rojioBHasi 00Jb, OECCOHHMIIA

H€p6HOIZ cucmemabl

OYEHb PEIKO nepudepuyeckas

HeﬁpOHaTHH, B TOM 4YHUCIIC

napecTe3nu
Hapywenus co cmoponwl | 4acTo Kallelb, Ha3aJbHbIE
ObIXamenvbHol cucmembi, CHMITTOMBI
0p2ano8 2pyOHOU KlemKu U
cpedocmenust
Kenyoouno-kuweunvie 4acTo TOILIHOTAa, PBOTa, OOJIb WU
HapyweHusl Cra3Mbl B )KUBOTE, 1uapes

penKo MaHKPEaTHT, MOBBIIIICHHUE

AKTUBHOCTHU  CBIBOP OTOYHOM

aMHJIa3bl

11
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Hapywenuss co cmoponst | HEUaCTO I T AR HTopHOE - ~HoBBIIICHIE
neyeHu U JHCenuesbl80OAUUX AKTUBHOCTH MEYCHOYHBIX
nymetl (hepMeHTOB
aJlaHMHaMUHOTpaHCchepasbl
(ATIT),
acrapTaTaMHHOTpaHC(epasbl
(ACT)
penko renaTur
Hapywenus co cmoponwl | 4acto CBIIlb, QOIS
KOJICU U NOOKONCHBIX MKAHEl
penko AHTHMOHEBPOTUYECKHI OTEK
Hapywenus co cmoponwl | 4acto apTpairus MBIIICYHbIE
2
MbIUEYHOU, CKelemHou U HapyILIEeHUs
COeOUHUMENbHOU MKAHU
penKo pabomMuoau3
Obwue napyuienus u peakyuuy | 9acto YyBCTBO YCTallOCTH,
8 Mecme 68e0eHUs HEJIOMOTaHue, INXopaaKa

* uHorza B TAKENOM popMe

Omnucanyre OTACNbHBIX HEXKEIATSIbHBIX PeaKIIUMA

3aperucTpupoBaHbl Cllydad pa3BUTHUSL OCTEOHEKPO3a, B YACTHOCTH, Y TMAllMEHTOB C
oOuienpru3HaHHbIMU (aKTOpaMy pHUCKa, Ha NpoABUHYTOM cranuu BUY-undexuumn wam npu
JUINTENIbHOW KOMOMHHMPOBAHHOW aHTHUPETPOBUPYCHOM Tepanmuu. YacToTa BCTPEYaEMOCTH 3TOrO
SBJICHUS] HEU3BECTHA.

Bo Bpems mpoBeneHHs aHTHUPETPOBUPYCHOM Tepamuu MOXET OTMEYaTbCs YBEIMUYEHUE MacChl
TeNa, a TAK)KE MOBBIILIEHNE KOHIIEHTPAIMH [JIIOKO3bI U JINMIHJ0B B KPOBU.

Y BUY-uHOUUMPOBAHHBIX MALMEHTOB C TSKEIbIM MMMYHOAEC(PUIMTOM Ha MOMEHT Hauaia
KOMOMHUPOBaHHOHN aHTUPETPOBUPYCHOM TepalKi BO3MOKHO pa3BUTHE BOCHAIUTENILHON peakuu
Ha (poHEe 6ECCUMNTOMHBIX ONIOPTYHUCTUYECKUX MHPEKIUI UM UX OCTaTOYHBIX sBJIeHUH. Takxke
OBLIM 3apETUCTPUPOBAHBI CIIy4ald Pa3BUTHS ayTOMMMYHHBIX 3a00jeBaHMi (Hampumep, 001e3Hb
['peiiBca, ayTOMMMYyHHBII TenaTUT) Ha ()OHE BOCCTAHOBJIEHHS MMMYHHUTETa, OJHAKO BpeMs
NEPBUYHBIX MPOSBIECHUIN BapbUpPOBaNo U 3a00JIeBaHUE MOTJIO BO3HHKATh Yepe3 MHOTO MECAIEB
10CJIe Havaa TepanuH.

CTHU

12
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abakaBUp W JIAMHBYJIWH OJMH WM JIBAa pa3a B CYTKH, NPUHHMAIN y4acTHE B HCCIICIOBAHUH
ARROW Trial (COL 105677). Y nanueHToB AeTCKOr0 Bo3pacrta, IPUHUMABIIKUX MperapaT oJuH
WIM JBa pa3a B CyTKH, He OBUIM BBUIBICHBI JONOJHHUTEIBHBIC MPOOJIEMBI, CBSI3aHHBIC C
0€30MacCHOCTBIO, 110 CPABHEHHIO CO B3POCIIBIMH HAI[ICHTAMH.

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo co00mIaTh 0 M0I03pEBACMBIX HEXKEIATEIHHBIX PEAKIUAX MTOCIIE PErHUCTPAIUH Ipernapara ¢
HEeNbl0 OO0ECleueHus HENpPEepbhIBHOIO MOHUTOPUHIA COOTHOILIEHUS «I0JIb3a — PUCK»
JICKapCTBEHHOT'O Mpernapara. MeaIuuHCKUM pabOTHUKAM PEKOMEHIYeTCs COOOIIaTh O JIF0OBIX
MOJI03PEBACMBIX HEKENATEIbHBIX PEAKIHIX JICKAPCTBEHHOTO IMpernapara depe3 HAMOHATbHBIE
CUCTEMBI COOOINEHUS O HEXKEIATeNbHBIX PEAaKIUsAX TOCYIapCTB — YJICHOB EBpasmiickoro
SKOHOMHYECKOTO COI03a.

Poccuiickas ®@eoepayus

OdenepasibHas ciryx0a 1Mo Ha3opy B chepe 3apaBooxpanenus (Poc3apaBraanazop)

Anpec: 109012, Poccmiickas @enepanus, . Mocksa, CraBsHCKas TUIOIanb, 1. 4, crpoeHue 1
Ten.: +7 (499) 578-06-70, +7 (499) 578-02-20

DnekTpoHHas novra: pharm@roszdravnadzor.gov.ru

WurepHeT-caidT: Www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CHMIITOMBI

NmeroTcsi orpaHuYeHHBbIC JaHHBIE O TMOCJEACTBUSX OCTPOM TMEPEAO3UPOBKH JIAMHUBYAMHA Y
yenoBeka. Ciyyaum JIETalbHOTO MCXOJa HE YCTAHOBJEHBI, COCTOSHHME BCEX NAIMEHTOB
HOpManu3oBasioch. Kakue-nubo cnenuduveckre MPU3HAKU WIM CHUMITOMBI TEPEI03UPOBKU
JTAMUBYJIMHA HE BBISBJICHBI.

JleueHme

B ciydae nepeno3upoBKu clieayeT KOHTPOIMPOBATh COCTOSTHUE MAIMEHTa U 0 HEOOXOAMMOCTH
MPOBOJIUTh CTAHJIAPTHYIO MOAJIECPKUBAIONIYIO Tepanuio. [lockonbKy naMUBYAMH BBIBOAUTCS U3
OopraHu3mMa C TIOMOIIBIO Juanu3a, I JICYCHHS TEPEIO3HMPOBKH BO3MOXKHO MpPUMEHEHUE

HEIMIPECPBIBHOT'O reMoanain3a, OJHAKO CIICHUAJIbHBIC NCCICIOBAaHUA HE ITPOBOANIINCE.

5. ®PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHUYeCKHe CBOMCTBA

dapMakoTepaneBTUUECKasi TpyIIa: MOPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOIO JIEUCTBUS;
MIPOTUBOBUPYCHBIE CPEICTBA MPSIMOTO JACHCTBHS; HYKJICO3UIHbIE U HYKICOTUTHBIE MHTUOUTOPHI

00paTHOW TPAaHCKPUIITA3BI.
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Kox ATX: JOSAF05 (MOCNEOQOCBATENEHOCTE 0004)
Mexanusm aeiicteus U hapMakoauHamMuueckue 3O GHEKThI
JlaMuBYyIMH — aHaJOr HYKJICO3HWJOB, OOJAJalOIMMii aKTHBHOCTHIO B OTHOLICHHHM BHpYyca

uMmmyHoaedunura vemoBeka (BMY) u Bupyca rematuta B (HBV). JlamuBynun nomBepraercst
BHYTPUKIETOYHOMY METa00IM3My ¢ 00pa30BaHUEM aKTHBHOIO TIPOU3BOIHOTO — JaAMUBYIUHA 5 -
tpudocdara. OCHOBHOI MEXaHU3M €ro JEHCTBHA — OJOKMPOBAHME CHHTE3a LENH B IMPOLECcCe
oOparnoii tpanckpunimu BHUY. Tpudocdar ob6mamaeTr CeNeKTUBHON HHTHOMPYIOLIEH
AKTUBHOCTBHIO B OTHOIIeHHH peruukaimu BUY-1 u BUY-2 in vitro, a Takke aKTHBHOCTBIO B
OTHOILEHUM PE3UCTEHTHBIX K 3UIOBYAMHY KiMHMuYeckux wu3onsaroB BUY. He naGmonanuce
aHTaroHucTuyeckue 3GdexTsl iN VItro mpu 01HOBPEMEHHOM NPUMEHEHHH JIAMHUBYIMHA U APYTHX
AHTHPETPOBUPYCHBIX IIPENApaTOB (MCCIIEeJOBaHHBIC BeLecTBA: a0aKkaBup, TUAaHO3UH, HEBUPAITUH
Y 3UJIOBYJIVH).

Pesucmenmnocmo

Pesucrentnocts BUY-1 k namMuBynnHy 0OyCJOBIIeHA 3aMeHOW aMUHOKUCIOTEI M184V BOmM3H
AaKTUBHOTO IIEHTpa BUPYCHOH oOparHoil TpaHckpunTassl (OT). JlaHHBI BapuaHT MyTallu
BCTPEYACTCs KaK B yCIOBHX IN Vitro, tak u y unduumpoBanHbix BUU-1 nanueHToB, MoTy4yaBnimnx
AHTUPETPOBUPYCHYIO TEPAIIUIO, BKIIOYAOLIYI0 JaMUBYAUH. [Ipu mytanuu M184V 3nauntensHo
CHIDKAeTCS YYBCTBUTEIBHOCTh K JIAMUBYJIMHY W YMEHBIIAETCS CIIOCOOHOCTh BHpyca K
perutukau N Vitro. B ucciaemoBanusx in VItro ObLIO0 yCTAHOBJACHO, YTO PE3MCTEHTHBIC K
3UJIOBYIUHY M30JISThl BUPYCa MOTYT CTAaHOBUTBHCS UyBCTBUTEIBHBIMHU K €0 JAEHCTBHIO, €CIH Y
TUX M30JATOB OJHOBPEMEHHO DPAa3BUBAETCS PE3UCTEHTHOCTh K JaMUBYIuHY. OpjHaKo
KJIMHAYECKOE 3HAUE€HHNE ITHX JaHHBIX JI0 HACTOSIIEr0 BpEMEHH HE OIPeIesIeHO.

Jlauuble in Vitro, kak mpaBuiIo, YKa3bIBAIOT HA TO, YTO MPOIODKCHNE TPUMEHEHHUS JIAMUBY IUHA B
COCTaBe AHTUPETPOBUPYCHOW Tepanuu, HECMOTpss Ha pa3BuTHe MyTtanmu M184V, wmoxer
IPUBECTH K MOSIBIEHUIO0 OCTATOYHON aHTHPETPOBUPYCHON aKTUBHOCTHU (BEPOSITHO, B pe3yJIbTaTe
YXyIIICHUS PETUTHKATHBHOMN ClIOCOOHOCTH BUpyca). KimnHmueckas 3HaYMMOCTb 3TUX Pe3yJIbTaTOB
HE yCTaHOBJICHA. B IeHCTBUTEIBHOCTH, JOCTYITHBIC KIIMHUYECKUE JaHHbIE OY€Hb OTPAHUYCHBI U
HE TO3BOJISIOT CHeNaTh OJHO3HAUHBIA BBIBOJ B 3TOH oOmactu. B mobom ciydae, Hauano
npumeHennss HHUOT, x xoTopelM BUpYC Bce ellle YyBCTBUTENIEH, BCErJa JOJDKHO ObITH Oosee
NPENOYTUTELHBIM, YeM MTPOIO0DKEHIE TePATH JTAMUBY IMHOM. TakuM 00pazoM, IPOI0IDKEHHE
TEpanuy JIAMHUBYJIUHOM, HECMOTpsI Ha mosiBieHune myrtarmu M184V, cienyer paccmarpuBarh
TOJIBKO B CJIy4ae OTCYTCTBUS JIpyrux aktuBHbIXx HUOT.

Myrtammuss OT M184V mnpuBoaMT K DPa3BUTHIO NEPEKPECTHOW PE3HCTEHTHOCTH TOJBKO K
AHTHPETPOBHPYCHBIM TIpenapaTaM Kilacca HyKJICO3UJIHBIX HHTHOUTOPOB. 3UOBY/INH U CTAaBYINH

COXPAHSIOT AaHTUPETPOBUPYCHYIO aKTUBHOCTh B OTHOIIEHUH mTaMMOB BIY-1, pe3ucTeHTHBIX K
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JAMUBYIMHY. AOaKaBUP COXPAHSET aHTHPETPO I/IDVCHV‘Q QCHERQBATEILHOC TE Q004 ¢
Y y p p peTp

BUWUY-1, pe3sucTeHTHBIX K JJAMUBYIUMHY U oOnanaronmx Tojapko myTanueii M184V. tammsl ¢
mytanueir OT M184V nemoHCTpupyloT MeHee uyeM 4-KpaTHOEe CHH)KEHHE YyBCTBUTEIBHOCTH K
JIMIAHO3UHY; KIIMHMYECKOE 3HAYCHUE ITHX JAHHBIX HEM3BECTHO. TeCThl HA YYBCTBUTEIBHOCTH IN
VItro He ObLIM CTaHAAPTHU3UPOBAHBI, U UX PE3yJbTAaThl MOI'YT BapbUPOBATh B 3aBHCUMOCTH OT
METO/I0JIOTUYECKUX (PAKTOPOB.

In vitro namMuByIMH OKa3biBaeT Clla00€ LUTOTOKCHYECKOE JeHCTBUE Ha JIMMQOLUTHI
nepudeprudeckoil KpoBU, Ha yCTONYMBBIC JIUM(OIUTAPHBIE U MOHOLIUTAPHO-MakpodaraibHbie
KJIETOYHBIE JIMHUU U PSJT KJIETOK-TPEAIIECTBEHHUKOB KOCTHOTO MO3Ta.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

JlaMMBYIMH XOpOIIO BCACBIBAGTCS M3 JKETYJOYHO-KUIIEYHOTO TpakKTa, OMOIOCTYMHOCTH
JAMUBY/MHA 11OCIIE ITpHeMa BHYTpb 00bIYHO cocTaBisieT 80-85%. Ilocne npuema BHYTph cpeiHee
BpeMs (fmax) TOCTHIKEHUS MAKCUMAJIbHOM KOHIICHTPAIIUH JAMUBYAUHA B CBIBOPOTKE KPOBH (Crmax)
cocraBisieT okoyio 1 yaca. Ha ocHOBaHMM JAaHHBIX, [OJIYYEHHBIX B HCCIIEOBAaHUM C y4aCTUEM
3JI0POBBIX 10OPOBOJIBIIEB, IPU IPUEME TepareBTUYeCcKoi 03bl 150 Mr 1Ba pa3a B CyTKU CpeqHsis
(KB — koaddunment Bapuanun) paBHoBecHass KOHIEHTPAIUS Cmax U Cmin JAMUBYIMHA B IJIa3Me
KpoBH cocTaBisieT 1,2 mkr/mi (24%) u 0,09 mrk/mi (27%) coorBerctBenHo. Cpennsisi (KB) AUC
(momaae moJ (GpapMaKOKHHETHYECKOH KPUBOH «KOHIICHTpPAIUSA-BPEMs») B HMHTEPBAJIC MEXKIY
npuemamu 12 g cocrasmusiet 4,7 mxr*yu/miu (18%). Ilpu TepaneBruueckoii no3e 300 Mr onuH pas B
cytku cpenass (KB) paBHoBecHass koHHEHTpalust Cmax, Cmin 1 AUC B uHTepBane Mexnay
npuemamu 24 u cocrtaBisior 2,0 Mxr/mi (26%), 0,04 mxr/min (34%) u 8,9 mMxr*a/mi (21%)
COOTBETCTBEHHO.

[Tpuem naMuBynMHA BMECTE C MUIIEH BbI3bIBAET yBEIHUEHHUE tmax U CHIDKEHUE Cmax (Ha 47%),
OJITHAaKO He BIJIMSAET Ha OOIIYyI0 CTeNneHb abcopOLUuu JTaMUBYMHA (PAaCCUUTAHHYIO Ha OCHOBAHUU
BennunHbl AUC).

He oxupnaercs, 4to npueM M3MeNbYEHHBIX TAOJETOK ¢ HEOONBIINM KOJIMYECTBOM MOITYTBEPAOH
IUILY WK SKAIKOCTH MOBIMAET Ha (papMaKoIoruyeckre CBOMCTBA MpenapaTa U, ClIe0BaTeNbHO,
Ha  KIMHUYECKUH  3PdexT. DOTOT BBIBOA OCHOBAaH Ha  (PU3MKO-XMUMUYECKUX H
(hapMaKOKMHETHYECKUX JAHHBIX NPU YCIOBUH, YTO MAIIMEHT W3MEeNbYaeT U CMEIIUBAET C MUIIeH
nin kuIKocThio 100% TabiieTku M MpUHUMAET He3aMeTUTENIBHO.

CoBMecTHOE IPUMEHEHHUE 3yI0BY/IMHA NPUBOAUT K YBEJIWYEHHUIO 3KCIO3MIMM 3UJOBYJUHA Ha
13% wn yBenuueHU0 MaKCHMaJabHOW KOHLIEHTPALMU B IJIa3Me KpoBHU Ha 28%. DTO sABJIEHUE HE
CUMTAETCSl 3HAUMMBbIM ISl 6€30IaCHOCTH MallMEHTOB U, CIIEJ0BaTENbHO, HE TPEOYeT KOPPEKIUU

II03.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24.05.2022 N2 12155

(NOCNEOQCBATENEHOCTE 0004)

Pacnopenenenue

[To maHHBIM KIMHUYECKUX WCCIICIOBAaHWA TpU BHYTPUBEHHOM BBEICHHH CpPEIHUN 00BbeM
pacmpesenieHus JJaMUBYIMHA coCTaBisieT 1,3 JI/Kr, a HaOJIr01aeMblil TePUO/T TIOTYBBIBEICHHS — 5-
7 4. CpenHull CHCTEMHBIH KJIMPEHC JIaMUBYJIWHA COCTaBiIsAeT NpuoOimsutTenpHo 0,32 m/4/kr,
OOJIBIIYI0O YacTh KOTOPOTO COCTAaBJISIET MOYEYHBIH KIMPEHC 4Yepe3 CUCTEMY TpaHCIopTa
OpraHuveckux karnoHoB (6omuee 70%).

JlaMUBY/IMH TIPOSBISIET JTUHEHHYIO (PapMaKOKMHETHUKY MpPU NMPHUMEHEHHH B TEPaleBTHYECKOM
IUarna3oHe J03 U HU3KYI0 CTENeHb CBA3BIBAHHWSA C OCHOBHBIM O€JIKOM IUIa3Mbl KPOBU —
anpOymMuHOM (< 16% — 36% 10 CpaBHEHHIO C CHIBOPOTOYHBIM aTbOYMHUHOM B MCCIICIOBAHUAX iN
vitro).

OrpaHu4eHHbIE JaHHBIE YKA3bIBAIOT Ha TO, YTO JIAMUBY/UH IPOHUKAET B LIEHTPAIbHYIO HEPBHYIO
CUCTEMY U CIMHHOMO3ToByI0 kuakoctb (CMIXK). Uepe3 2-4 4 mocne mepopaibHOro mpuema
COOTHOIIIEHUE KOHIIeHTpaluu JamMuByanHa B CMXK u CbIBOPOTKE KPOBU B CPEIHEM COCTABIISLIO
npubausutenbHo 0,12, VIcTuHHasg cTeneHb NMPOHMKHOBEHMS, a TAKXKE CBSI3b C KIMHMYECKOMN
3P PEKTUBHOCTHIO HEN3BECTHBHI.

BI/IOTDaHCd)ODMaHI/IH

AxTuBHas (hopMma JJaMUBYIMHA — BHYTPUKJIETOUHBIN JaMuByAUHA Tpudocdar — obnagaer Gosee
JUTUTEIbHBIM KOHEYHBIM TEPUOJIOM IMOJYBBIBEIEHUS M3 KIETOK (16-19 4) mo cpaBHeHHUIO C
NIEPUOJOM IOJIYBBIBEICHUS €r0 U3 I1a3Mbl KpoBH (5-7 4). CornacHo 1aHHBIM, [TOJIy4€HHbBIM Y 60
B3pOCJBIX 37I0POBBIX JOOPOBOJBIEB, (apMaKOKMHETUYECKUE IapaMeTpbl JIaMUBYJIWHA B
PaBHOBECHOM COCTOSIHUU IIpH npueMe B 103¢ 300 Mr oauH pa3 B CyTKH SKBUBAJIEHTHBI TAKOBBIM
npu npueme B 03¢ 150 r aBa pasa B cytku B oTHOIEHUH AUC24 11 Crax JUII BHYTPUKIETOUHOTO
namMuByauHa Tpudocdara.

JlaMHBY/IMH MPEUMYIIECTBEHHO BBIBOJUTCS B HEM3MEHEHHOM BHJe oukaMu. Metaboianueckue
B3aMMOJICMCTBHS JIAMUBYMHA C IPYTMMHU JIEKAPCTBEHHBIMU ITpENapaTaMi MaJIOBEPOSTHBI BBUY
HE3HaYUTeNbHOro MeTabonusma B nedeHu (5-10%) u HU3KOM CTeneHu CBS3BIBAHUS C OelKaMu
IJ1a3Mbl KPOBH.

OIMMUHAIMA

B uccienoBaHusax ¢ yyacTHeM MalMEHTOB € MOYEYHOM HEAOCTATOUYHOCTBIO OBIJIO MOKA3aHO, YTO
HapylieHne (YHKIUM TOYeK BJIMSIET Ha BHIBEJACHHME JIaMUBYIMHA. PeKOMEHIyeMbI pexum
JIO3UPOBAHUs /7S TTALIMEHTOB C KJIMPEHCOM KpeaTMHHHA MeHee 50 MII/MUH NpUBENIEH B paszfelie
4.2.

B3aumonelictBue ¢ TPUMETONIPUMOM — KOMIIOHEHTOM KO-TPUMOKCA30Jla — TPUBOAMUT K
MOBBILICHHUIO SKCIO3ULINHY JIaMuBYAnHA Ha 40% npy IpUMEHEHUH B TEPANEBTUYECKUX J03axX. TeM

HE MCHEC, 3a UCKIIOUYCHUEM IIaIUMECHTOB C MMOYCIHOMN HEAOCTAaTOYHOCTBIO, KOPPCKIHA AO3BI HE
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Tpedyercsa. CrnemyeT TIHIATENBHO OIEHWBATh B 3M0>KH0(Q‘I; Oﬂ%ﬁé\le]—;ﬁgp{)%HMe le/'f}{' KO-

_NNEPTHOMY OTYETY

TPUMOKCa30Jia C JIJaMUBYJIUHOM Y MAIIUCHTOB C MMOYCYHOM HEAOCTATOYHOCTBIO.

[TanmeHThI IOYKMJIOT0 BO3pacTa

Jannsle o (hapMaKOKMHETHKE JIAMUBYIMHA Y TIALIMEHTOB CTapIie 65 JeT OTCYTCTBYIOT.

IlanmeHTHl ¢ HapyIIeHHEM d)VHKHI/II/I IMOYCK

VY nanueHToB ¢ HapylnIeHueM (pyHKIIMY TTOYeK KOHIIEHTpalus JJaMiByArHA B T1azme kposu (AUC)
NOBBIIIIEHA BCJEJICTBHE CHIDKEHUS KiupeHca. Takum o0pa3oM, MamyeHTaM ¢ KIMPEHCOM
KpeaTuHuHa MeHee 50 MJI/MUH HEOOXOAMMO YMEHbIICHUE A03bl JAMUBYAUHA.

IlanmeHTHl ¢ HapyIIeHHEM (bVHKHI/II/I INCYCHU

JlaHHbIE 0 TPUMEHEHHUH JIAMUBYIMHA Y MAIIUEHTOB CO CPETHEH U TKEIION CTETIEHBIO HAPyIICHHS
(YHKIMY TI€YEHU CBHJIETEIBCTBYIOT O TOM, YTO HapylIeHHE (PYHKLIUHU MEYEHU CYIIECTBEHHO HE
BIUSET HAa (DApMAKOKUHETHKY JIAMUBYAMHA.
bepemeHHOCTD
dapMaKOKHHETHKA JIAMUBYIMHA TIPU OEPEMEHHOCTH HE OTIIMYAETCS OT ero (papMaKOKHMHETUKHU B
cilydae OTCyTCTBUSI OepeMeHHOCTH. KOHIIeHTpanus JaMUBYIMHA B CHIBOPOTKE KPOBH JIETEH MpH
pPOXKICHUH Oblila aHAJIOTUYHA TAKOBOM B CHIBOPOTKE KPOBH MAaTepH U IMyMOBHMHHON KPOBU Ha
MOMEHT POAOpPa3peIICHUsl, YTO COIJAcyeTcs C JaHHBIMH O [aCCUBHOM MPOHUKHOBEHUU
JAMUBY/IMHA Yepe3 IUIaleHTY.

eTu
AOcomoTHass OMOJOCTYMHOCTh JaMuByIuHa (mpumepHo 58-66%) Obuta Hmke U Oonee
BapuabenbHa y geredt muanme 12 ner. Ilpuem namuBynuHa y gereit B ¢opme TabiaeTok
OJTHOBPEMEHHO C IPYTHMHU aHTUPETPOBUPYCHBIMH IperapataMu B (hopme TabsIeToK obecrieunBa
6onee Beicokue 3HaUeHUSI AUC, 1 Cmax TaMHUBYTWHA B TJIa3ME KPOBH 10 CPABHEHUIO C PACTBOPOM
JUls TpHeMa BHYTPb, NPUHUMAEMbIM OJHOBPEMEHHO C JpPYIMMHU aHTHPETPOBHPYCHBIMU
npenapatamu B opMe pacTBopa AJIs IpUeMa BHYTpb. Y JIeTei, oJIyyaBIIuX JaMUBYIUH B popme
pacTBopa s MpreMa BHYTPh B COOTBETCTBHH C PEKOMEHJIOBAHHBIM PEXKHMOM JO3HPOBAHUS,
ObUTa TOCTUTHYTA DKCIO3MIUS JJAMUBYHHA B IJIa3Me KPOBHU, 3HAYCHHUS KOTOPOI HAXOAWJINCH B
JarnasoHe, MOJIyYeHHOM y B3pOCJIbIX MAllMEHTOB. Y JeTell, PUHUMABIINX JaMUBYAUH B opme
TabJIETOK B COOTBETCTBUM PEKOMEH/I0BAaHHBIM PEKUMOM J103UPOBAHMSL, SKCIIO3UIUS JTAMUBYIHHA
B TUTa3Me KPOBU ObULIA BHIINIE, YeM y JIETEeH, MPUHUMABIINX JAMUBYAWH B (OpME pacTBOpa s
npremMa BHYTPB, MTOCKOJIBKY B (pOopMe TaOJIETOK MAIMEeHTHI TONIy4atoT OoJjiee BBHICOKHE O3B B
nepecyeTe Ha MI/KI Macchl Tela, U JAMHUBYIMH B (hopme TabIeTok Xapakrepusyercs Ooiee
BBICOKOM OMOJOCTYNMHOCTBIO. B CBSI3W ¢ yKa3aHHBIMHM pa3IMUYUsMH pEKOMEHayemas /1032
JaMHUBYJIMHA JUIS JIeTeil (B Bo3pacTe cTapiie 3 MecsleB U ¢ Maccoil Tena meHee 30 Kr) cocTaBliseT

5 Mr/kr JBa pa3a B CyTKH. CDapMaKOKI/IHeTI/I'-IeCKI/Ie HUCCIICA0OBAHNA MPUMCHCHUA JIaMHUBYJIHWHA Y
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nereit B ¢opMe pacTtBopa g IpUeMa BHYTPb U B &%éﬁ%%‘J%éﬁnT ;ﬁ%: I'—II'I%II/ICM

mpernapara OJIiH pa3 B CyTKH dKBHBaJIeHTeH 110 nokazarento AUCo.24 mpuemy npemnapara aBa pasa
B CYTKHU TIPH OJMHAKOBOW 00mIel cyTouHOH no3e. [laHHBIC 1O apMaKOKHMHETHKE Tpernapara y
JIeTed B BO3pacTe MilaJule 3 MECSALEB OTPaHUYEHbI. Y HOBOPOXK/ICHHBIX HA IIEPBOM HEEIIE )KU3HU
KIIUPEHC JIAMUBYIMHA TP IIPHEME BHYTPb ObLII CHUYKEH 10 CPABHEHUIO C IETHbMH 00Jiee CTapIIero
BO3pacTa, BEPOSATHO, BCIEACTBUE HE3PEIOCTH BhIICIUTEILHOW (PYHKIIMK MTOYEK U HEMTOCTOSHCTBA
nokasareneit abcopOruu. Takum 00pazoM, It JOCTHKCHHS IKCIIO3UITNH, CXOJHON C TAKOBOH Y
B3pOCIIbIX U JIETEH, pEeKOMEHI0BaHHAs /1032 JJIsl HOBOPOXKIEHHBIX COCTaBIIsET 2 MI/KT J1Ba pa3a B
CyTKHU. JlaHHBIE 110 MPUMEHEHHMIO IpenapaTa y HOBOPOXKIEHHBIX B BO3pacTe crapuie 1 Hexenu

OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Caxapo3sa

[IponmieHrnukons

MertunnaparuapokcuOeH3oar

[TponunnaparugpokcudeH3oar

Apomatuzarop Ki1yOHUYHBIN

Apomaruzarop 6aHaHOBBII

Harpus nutpar

JIMMOHHAas1 KHCI0Ta MOHOTHIPAT

XmopuctoBoA0opoaHas Kucjaota 2M pactBop/Hatpus ruapokcusr 2M pactBop

Bona ounmmennas

6.2. HecoBMecTHMOCTD

He nmpumenumo

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

2 rona.

[Tocne BckpoiTus duiakona: 30 gHei.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU

XpaHuTh pu Temnepatype He Boime 25 °C (Bo ¢urakoHe).

6.5. Xapakrep u cofepkaHue NEPBHYHOH YIIAKOBKH

ITo 240 M7 Bo (h1aKOHBI CTEKIISIHHBIE U3 CBETJIOTO MIIM TEMHOTO CTEKJIA, YKYIOPEHHBIE KPBIITKOW
BUHTOBOM MOJIMMEPHOMN C KOHTPOJIEM MEPBOT0 BCKPhITUA. Ha (uiakoHbI HaKJIEeuBaIOT ATUKETKU U3
OyMmaru 3TUKETOYHOU WJIM MHCYEH, WK U3 MOJIMMEPHBIX MaTEPUAIIOB, CAMOKJIESIIINECS.

Bmopuunas ynaxoska
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ITo 1 ¢makoHy BMeCTe ¢ MHCTPYKIIMEH IO HpI/]MeHeHI/I}r(DQ ﬁ%%&f{og%ﬁgﬁ' 11—16'1\4"611'{'211}(')T B

MavKy W3 KapTOHA [Tl MOTPEeOUTENbCKOM Taphl. [lauku mOMearoT B TPYIIIOBYIO YIIAKOBKY.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOr0  Tpenapata WJIH OTXOA0B, MOJYYEeHHBIX TOCJe TPHMEHEeHHs
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUMYJISIHAH ¢ PenapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

I/IHCTDVKHI/IH 110 MCIIOJIB30BAHHIO JO3HMPYIONICTO IIITPHILA

HpI/maraeMHﬁ ,Z[OSI/IPYIOH_[I/Iﬁ mmpul nIp€aHasHadCH AJId TOYHOI'0 OTMEPHBAHUA Ha3HAYCHHOM

JI03BI IIpernapaTa AMUBHUPEH, pacTBOP AJIs IPHUEeMa BHYTPb.

1. CHuMUTE KPBIIIKY C (IIaKoHA.
2. BcraspTe n103upyromuii mmpuil B OTBEpCTHE (hIaKoHa.
3. [ToTsiHyB 3a MOpLIEHb AO3UPYIOIIETO IUNPHLIA, OTMEPHTE TOYHOE KOJIMYECTBO IEPBOU

HOPLMHK OT Ha3HauUeHHOH Bam nmosHOM 10361 penapara.

4. W3Bnekunre mmpun u3 QrakoHa.

S. [TomecTuTe KOHUYMK IIIpULIA 3a IIEKY U MEUICHHO HAJaBJIMBAWTE HA MOPLICHb IINPUIIA,
IIOCTENEHHO MporaThiBas npemnapar. He HagaBnuBaiiTe Ha HOpPIIEHb CIUIIKOM CHJIBHO U HE
HalpaBJIsIiTe MIIPUL] HA 33HIOI0 CTEHKY IJIOTKH, ITONaJaHke CTPYH pacTBOpa Ha 33 HIOI0 CTECHKY
[JIOTKU MOJKET BBI3BIBATDH yIYIIIbE.

6. [ToBTOPUTH 3TAIBI 2-5 10 NOSyYEHUS IOJTHOM TO3BI.

7. [Tocne ucnonb3oBaHUS U3BJIEKUTE LIMNPUL] U3 (PIAKOHA U TIIATEIBHO IMPOMOMTE YUCTOU
Boz10M. [103BOJIBTE IITPHILY TIOJTHOCTBIO BBICOXHYTH JI0 CIIEIYIOLIETO UCIIOIB30BAHMUS.

8. [TnoTHO 3aKkpoiiTe PIaKOH KPBIIIKOM.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas ®enepanus

AO «®DapmacuHTe3»

KOpunuuecknii agpec: 664007, Upkyrtckas o6im., r. Upkyrck, yn. KpacnorBapaeiickas, a. 23,
oduc 3.

Anpec npou3BoAcTBeHHOHU Tuomaaku: r. Upkyrek, yi. P. JlrokcemOypr, 1. 184,

Ten.: +7 (3952) 55-03-55

dakc: +7 (3952) 55-03-25

Anpec 5eKTpoHHOM mouThl: info@pharmasyntez.com

7.1. IIpeacTaBUTENb AEPKATE/S] PETHCTPAIMOHHOIO YI0CTOBEPEeHUs!
[Iperen3un norpeduTesell HaPaBIATh 110 AAPECY:

Poccuiickas ®edepayus

AO «DapmacuHTe3»
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(NMOCNEOOBATENEHOCTE 0004)

664040, r. UpkyTck, yu. P. JlrokcemOypr, 1. 184

Ten: 8-800-100-15-50

Anpec snekrponHo# nouThl: info@pharmasyntez.com

8. HOMEP PET'UCTPAIMOHHOI'O YAOCTOBEPEHUA

9. IATA IEPBUYHOM PETUCTPAIIUU (IOATBEPKIEHWS PETUCTPALINU,
INEPEPETUCTPAIIN)

Jlara nepBoii peructpaiuu:

10. IATA IEPECMOTPA TEKCTA

OO0mast xapaKTepUCTHKA JICKAPCTBEHHOTO Mperapara AMUBHPEH JOCTYITHA HA HPOPMALMOHHOM

noprane EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIUOHHOW CETH

«uTtepueT» hitp://eec.eaeunion.org.
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