MHH31PAB POCCHY

|

T Mo59sfor-~ U VE S
MHWHUCTEPCTBO 3/IPABOOXPAHEHU S POCCUMCKOM ®F JIEPALTMU |

: COTNACOBAHO

WHCTPYKIMS
I10 MEJIULIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O TTPEITAPATA

SMUBUP® / EPIVIR®

PerucTpannonubIii Homep:
Toprosoe nanmenosanue: drupup” / Epivir®.
MesxyHapoHOe HeNATEHTOBAHHOE HANMEHOBAHHE: JTAMHBYIHH.

JlexapcTBennas ¢gopma: pacTBOp Ul IIPHEMA BHYTPb.

COCTAB

1 MJ1 mpenapaTa CoAepIKHUT:

HaumeHoBaHHE KOMIIOHEHTOB KOJIH‘ICCTBO, Mr

Jleticmeyiowee gewecmso:

JlamuByun’ 10,00
Bcnomozamenvhule sewecmea:
Caxaposa 200,00
[Tponunenriukons 20,00
MeTtunmaparaapokcuden3oar 1,50
ITponmnmaparuagpokcudeH3zoat 0,18
ApomaTu3arop KIyOHUYHEIH 0,80
Apomaruzarop OaHaHOBBII 0,60
Harpus nurpar 11,00
JIMMoHHas KucI0Ta 1,0
XJIOpUCTOBOAOPOIHAS KUCIIOTA HITH 1o pH 6,0
pacTBOp HATPHs FHAPOKCHIA
Boja ounmensas 1o 1,0 ma
OIIMCAHHUE

IIpo3paunblii pacTBOp OT OECLBETHOrO JO CBETJIO-XKEJITOrO I[BETa, CO CIa0biM (PYKTOBHIM
3aIaxoM.

GOAPMAKOTEPAIIEBTUYECKAS I'PYIIIIA
ITpotuBoBupycHOe [BUY] cpeactro.

Kox ATX: JOSAFO0S5.
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®APMAKOJIOTUYECKHE CBOMCTBA
PapmakoIHHAMHKA
Mexanusm oevicmeus

JlaMMBYIMH — aHaNOr HYKJIEO3HIOB, OOJAJAOMMil AaKTUBHOCTHIO B OTHOIIEHHH BHpyca
uMmyHoedunmTa yenoeka (BUY) u Bupyca rematura B (HBV). JlamuByaun nojasepraercs
BHYTPHUKJIETOYHOMY METabO/IU3My ¢ 00pa3oBaHMEM aKTUBHOTO MPOU3BOIHOIO — JAMHBYIHHA
5’-tpudocdara. OCHOBHON MEXAHU3M €r0 JACHCTBHS — OJOKHPOBAHKME CHHTE3A LIEMH B IIPOLECCE
oOparnoii Tpanckpunuun BUWY. Tpudochar obnagaer CceneKTHBHOW HMHIHOMPYIOIIEH
aKTHBHOCTBIO B OTHOMIEHWH perumkanuun BUY-1 u BUY-2 in vitro, a takke aKTHUBHOCTBIO B
OTHOILIEHHWH PE3UCTEHTHBIX K 3WAOBYAMHY KiIuHHuYeckux u3onstoB BUY. He nabmonmamuce
aHTaroHUCTH4ecKue 3G HEKTHI in Vitro Ipu OJHOBPEMEHHOM ITPUMEHEHUH JIAMHUBY/IMHA U IPYTHX
AHTHPETPOBUPYCHBIX IPENapaToB (MCCIIEJOBaHHBIE BELIECTBA: abaKaBHUp, TH1aHO3WH, HEBHPAITHH
U 3UJOBY/IUH).

Pesucmenmnocms

PesucrentHocts BUU-1 k nmamMuByauHy 00yclioB/IeHa 3aMEHON aMUHOKUCIOTEI M 184V BOmM3u
aKTMBHOIO LEHTpa BUPYCHOH oOpartHo#l TpaHckpuntaszsl (OT). JlaHHBIA BapHaHT MYyTaIlHH
BCTPEYAETCS KaK B YCIOBHUSAX in Vitro, Tak U 'y HHGUuIupoBaHHBIX BUY-1 manueHToB, Mory4aBmmx
AHTHPETPOBUPYCHYIO TEPAIMIO, BKIIOYAIONTYI0 TaMUBYAMH. [Ipu myTtamuu M 184V 3HauuTenbHO
CHHMDKAETCs 4YYBCTBUTEIBHOCTH K JIAMHUBYIMHY M YMEHBINAETCS CIIOCOOHOCTH BHpyca K
peIIMKaLUKU in vifro. B HccnenoBaHusX in vifro OBUIO YCTAHOBIEHO, YTO PE3UCTEHTHBIE K
3UJIOBYZMHY H30JIATHl BUPYCAa MOTYT CTAHOBUTHCS UYyBCTBHTEIBHBIMH K €ro JIEHCTBHIO, €CIIH Y
3THX M30J4TOB OJHOBPEMEHHO pa3BHBACTCS PE3UCTEHTHOCTh K JaMuByIuHY. OIHAKO
KIMHHYECKOE 3HAYEHHUE ITUX JAHHBIX JI0 HACTOSILIETO BPEMEHHU HE OIPEIEIICHO.

JlanHsble in vitro, Kak NpaBuiIo, yKa3bIBAIOT HA TO, YTO MPOAOJDKEHHE IPUMEHEHHS IAMUBYIHHA B
COCTaBe AHTHPETPOBUPYCHOM Tepanuu, HECMOTps Ha pa3Butue MyTtamud MI184V, moxer
IPUBECTH K MOSBIICHHIO OCTATOYHOM aHTUPETPOBUPYCHOW aKTUBHOCTHU (BEPOSITHO, B PE3YJIbTATE
YXYALIEHUS PEIUIMKaTHBHOM CIIOCOOHOCTH BUpYyca). KimmHuYecKkast 3HaUMMOCTB 3THX pe3y/IbTaTOB
HE YCTaHOBJIEHA. B IefCTBUTEIBHOCTH, NOCTYIIHBIE KIMHHYECKUE JaHHBIE OY€Hb OTPaHHYEHBI U
HE I03BOJAIOT CeJaTh OJHO3HAYHBIM BHIBOA B 3TOH obOmactd. B mobom cioydae, Hadaio
npumeneruss HUOT, k koTopsIM BHpyC BCe emme YyBCTBHTENIEH, BCErja JOJDKHO OBITH Ooliee
IPEANOYTUTEILHBIM, YEM IIPOJODKEHHE TEPAITH JJAMUBY IMHOM. TakuM 00pazoM, poI0IKEeHHE
Tepanyy JaMMBYJMHOM, HECMOTps Ha mosBileHHe Mytauud M184V, cienyer paccmMaTpuBaTh
TOJIBKO B ClIy4ae OTCYyTCTBHUS ApyruX akTuBHbBIX HAOT.

Myramus OT MI184V npuBOAUT K pa3BUTHIO MEPEKPECTHOW pPE3UCTEHTHOCTH TOJIBKO K
AHTUPETPOBUPYCHBIM IIpenaparaM Kjacca HyKJI€O3UIHBIX HHTHOUTOPOB. 3UIOBYIUH U CTABYIUH
COXPaHAIOT CBOK AaHTHPETPOBHUPYCHYIO AaKTMBHOCTH B OTHOIIEHHWH mTaMMoB BUY-1,
PE3UCTEHTHBIX K JaMUBYAHMHY. AGAaKaBUp COXpPaHSET CBOIO aHTHPETPOBHPYCHYIO aKTHBHOCTH B
OTHOIIEHUH mTaMMOB BUY-1, pe3UCTeHTHBIX K JaMUBYIUHY U 00JATAIOIIMX TOJIBKO MyTallHen
M184V. Illtammsr ¢ mytarmeir OT M184V neMOHCTPUPYIOT MeHee 4eM 4-KpaTHOE CHIDKEHHE
YyBCTBUTE/ILHOCTH K JUJAHO3HHY; KIMHUYECKOE 3HAYEHHUE ITUX JAaHHBIX HEHM3BECTHO. TeCThl Ha
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YYBCTBUTECIIBHOCTH in vitro He OBUIH CTaHJapTU30BaHBbI, U UX PE3YIIBTATEI MOI'YyT BApbHPOBAThH B
3aBUCUMOCTH OT METOJOJIOTHYECKUX (I)aKTOPOB.

Invitro naMMBYIMH OKa3blBaeT cab0e IUTOTOKCHYECKOE JEWCTBHE Ha JTMMQOIMTEI
nepudepryeckoil KpoBH, Ha YCTOHYMBBIE JTUM(OUHUTAPHBIE W MOHOLMTAPHO-MAKPO(araabHble
KJIETOYHBIE JIMHUH U PSIJl KIETOK-IPEAIIeCTBEHHHKOB KOCTHOI'O MO3ra.

PapmMaKoOKHHETHKA
Bcacwvisanue

JlaMMBYIMH XOpOIIO BCAChIBACTCS U3 IKEIYJOYHO-KHUIIEYHOTO TpPaKTa, OHOIOCTYITHOCTH
JTAMHBYJIHHA Y B3pOCJBIX IIOCIIE MpHEMa BHYTph 00bMHO cocTaBiseT 80—-85 %. Ilocne mpuema
BHYTph cCpejHee BpeMs (tmax) AOCTHIKEHHS MAKCUMAJIbHOH KOHIEHTPAIlMM JAMHBYIMHA B
ChIBOPOTKE KpOBH (Cmax) cocTaBiseT okono 1 4. Ha OCHOBaHMH [aHHBIX, MOJYYEHHBIX B
UCCIIEIOBAHMH C YYACTHEM 3/I0POBBIX TOOPOBOJIBIEB, IIPU IIPHEME TepaneBTHYECKOM 10351 150 Mr
nBa pasa B cyTku cpefuss (KB — xoaddunuent Bapuanmum) paBHoBecHast KOHIEHTPAIMS Cmax U
Cmin JTaMHBYIMHA B IUTa3Me KpoBH cocTaBiaseT 1,2 Mxr/Mia (24 %) u 0,09 mxr/ma (27 %)
coorBercTBeHHO. Cpemuss (KB) AUC (mnomans nox ¢GapMakOKWHETHYECKOH —KpPHBOM
«KOHIIEHTPALM-BPEMS») B HHTEpBaJie MeX Ay ipueMaMu 12 4 coctapiusiet 4,7 Mxrxu/Ma (18 %).
IIpu Tepanertrueckoit 1o3e 300 Mr ouH pa3 B cyTku cpennss (KB) paBHOBecHast KOHIIEHTpAILUS
Cmax, Cmin 1 AUC B uHTepBase Mexnay npueMamu 24 9 coctaBasiioT 2,0 Mxr/mi (26 %),
0,04 mxr/ma (34 %) u 8,9 Mmxrxu/mi (21 %) COOTBETCTBEHHO.

[Ipuem namuByaIMHA BMECTE C IHINEH BBI3BIBAET YBEIHUYCHHE tmax M CHIDKEHHE Cmax (Ha 47 %),
OJIHAKO HE BIMSET Ha OOLIYIO CTerneHb abcopOIMU JTaMHUBYIMHA (PACCYMTAHHYIO HA OCHOBAHUHU
BemnuuHbl AUC).

He oxupaercs, 410 mpueM H3MENBYEHHBIX TaOlETOK ¢ HEOOIBIIAM KOJHYECTBOM IMOIYTBEPIOM
IHUINY WK KUIKOCTH IIOBIMSET Ha (apMaKoJIOTHYecKHe CBOMCTBA Ipenapara |, CjieI0BaTellbHO,
Ha  KIMHHY9eCKHH 5¢¢dexkr. DToT BBIBOA OCHOBaH Ha  (DU3MKO-XHMHYECKHX U
(apMaKOKMHETHYECKHX JAHHBIX IIPH YCIOBHH, YTO MAMEHT M3MEIBYAeT U CMEIIUBAET C MUIIEN
WM KUAKOCTEIO 100 % TabneTku U NpUHUMAET He3aMeUTUTEIBHO.

CoBMecTHOE IPUMEHEHHE 3UIOBYAMHA IPHBOJUT K YBEJIWYEHHIO 3KCIIO3UIMH 3HIOBYIHHA HA
13 % u yBeIW4eHUIO MaKCHMAlIbHOM KOHIIEHTPAIIMH B IJI1a3Me KpoBH Ha 28 %. D10 sBIeHHE HE
CUMTAETCS 3HAYMMBIM U O€30MaCHOCTH MALMEHTOB M, CJIEJOBATEIbHO, HE TPeOyeT KOPPEKIHU
J103.

Pacnpeoenernue

[To naHHBIM KIMHHYECKHX MCCIEJOBAHUN I[pPH BHYTPMBEHHOM BBEJCHHH CpEIHHN OOBEM
pacrpeie/ieH|s JJaMUBYIMHA cocTaBiseT 1,3 j1/Kr, a HaOIroAaeMblii IEpHO/] MTOJTyBBIBEICHUS —
5-7 4. CpenHuil CUCTEMHBIH KIMPEHC JIAaMHBYIHHA COCTAaBIAET MpHONU3uTenbHO 0,32 n/d/Kr,
OOJIBIIYI0O YacTh KOTOPOTO COCTaBIS€T IOYEYHBIH KJIMPEHC dYepe3 CHUCTEMY TpaHCIoOpTa
OpraHu4eckux KaTuoHoB (6onee 70 %).

JlaMuBYZIMH TPOSIBIISET JUHEHHYIO (apMaKOKWHETHKY IPH INPUMEHEHHH B TEparieBTHYECKOM
JMana3oHe 103 M HHU3KYIO CTENeHb CBS3BIBAHHS C OCHOBHBIM OCIIKOM ILIa3Mbl KPOBH —
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anpOymMuHOM (< 16 %36 % 1O CpaBHEHHIO C CHIBOPOTOYHBIM ATLOYMHHOM B HCCIIEI0OBAHHUSAX
in vitro).

Orpanu4eHHBIE JaHHBIE YKA3BbIBAIOT HA TO, YTO JAMHBYIHWH IPOHUKAET B [IEHTPAILHYIO HEPBHYIO
CHCTEMY H CIHMHHOMO3roByro kuakocte (CMIK). Yepe3 2—4 4 mocie mepopalbHOTO Mpuema
COOTHONIEHHE KOHIeHTpanuu JaMuByaiuHa B CMOK U ChIBOPOTKE KPOBH B CpeIHEM COCTABIISIIO
npubmsutenbHo 0,12. McTuHHAS cTeneHb NMPOHUKHOBEHHS, a TAKKe CBS3b C KIMHHYECKOM
3¢ PeKTHBHOCTHIO HEU3BECTHBI.

Buompancgopmayus

AxTtuBHas (dopMma JIaMHUBYIMHA — BHYTPHKJICTOYHBIM JaMUBYIWHA Tpudochar — obnamaer
Bosnee UTMTETBHBIM KOHEYHBIM [IEPHOJIOM IMOJTYBBIBEICHUS U3 KIETOK (16—19 ) 110 cpaBHEHHIO ¢
[IEPHOJIOM IIOJIYBBIBEJECHHUS €ro U3 Iua3Mbl KpoBH (5—7 4). CornacHo JaHHEBIM, MOJTYYEHHBIM Y
60 B3pOCIIBIX 370POBBIX J0OPOBOJBLEB, (apMaKOKHHETHYECKHE MapaMeTphl JaMHBYJHMHA B
PaBHOBECHOM COCTOSIHUH ITpH npreMe B fo3e 300 Mr oMH pa3 B CYTKH 3KBUBAJICHTHBI TAKOBBIM
npu npreme B 1o3e 150 Mr aBa pasza B cyTku B OTHOIEHUH AUC24 U Crax 111 BHYTPHKIIETOYHOTO
JaMuBYyMHA TpHdochaTa.

JlaMMBYIMH NPEUMYINECTBEHHO BBIBOJUTCS B HEM3MEHEHHOM BHJE NOYKaMU. MeTaboaudeckue
B3aMMOJICHCTBHUS JIAMUBY/IMHA C APYTHMH JIEKAPCTBEHHBIMH IperapaTaMid MaJOBEPOSTHBI BBUTY
HE3HAYUTENBHOTO MeTabomu3Ma B redeHu (5—10 %) ¥ HU3KOH CTENneHH CBA3BIBAHUS C OelIKaMu
I1a3MBI KPOBH.

Buiseoenue

B uccnenoBanusax ¢ yyacTHeM MAIMEHTOB € IMOYEYHOM HEJOCTAaTOYHOCTHIO OBUIO MOKA3aHO, YTO
HapynieHue (yHKIMM IOYEeK BIUSET HA BBIBEJCHHE JIAMHUBYIWHA. PEeKOMEHIyeMBI pPeXuM
JIO3UPOBAHUS [UIS NAIIMEHTOB C KIIMPEHCOM KpeaTHHWHA MeHee 50 MJI/MUH TpUBEJCH B pasielne
«Crioco® nmpuMeHeHUs | JO3bI».

B3aumopeiictBae ¢ TPUMETOIIPUMOM — KOMIIOHEHTOM KO-TpUMOKCa3ojia — IIPUBOJUT K
INOBBIIIEHHUIO SKCITO3UIUH JIAMUBYIHHA HA 40 % [IpU IPUMEHEHUHU B TEPAINIEBTUYCCKHUX J03aX. Tem
HE MEHEE, 32 UCKIIOYEHHUEM ITallUEHTOB C MOYCHHOU HEAOCTAaTOYHOCTBIO, KOPPEKIIUA O3kl HE
Tpe6yeTc>1. CJICI[yCT TINATE€JIBHO OLCHHUBATE BO3MOXHOCTE OJHOBPEMECHHOI'O IIPHMCHCHHS
KO-TPpUMOKCa30./1a € JIaMUBYJUHOM Y IAIIMECHTOB C [MOYE€YHOH HEAOCTATOYHOCTHIO.

Oco0ble rpynnbi NaHEHTOB

Jlemu

AbcomoTHas OHOJOCTYIHOCTh JIaMUBYIHHA (mpuMepHO S58—66 %) ObLta HHXKe H Oolnee
BapuabenbHa y gereid maamme 12 ner. Ilpuem namuBymuHa y Jetedt B ¢dopMme TabIeToK
OJIHOBPEMEHHO C JPYTHMMHU aHTHPETPOBUPYCHBIMH IIpernapaTaMy B popme TabyieTok oOecreynBal
6onee Boicokue 3Ha4eHUSI AUC» U Cimax TAMUBYIHHA B IJTa3Me KPOBH 10 CPABHEHHUIO C PACTBOPOM
JUls TIpUE€Ma BHYTPb, I[PUHUMAEMbIM OJIHOBPEMEHHO C JPYTUMH aHTHPETPOBHPYCHBIMH
npenapaTaMy B popme pacTBOpa s IIpUeMa BHYTPb. Y JeTel, MOTy4YaBIInX JJAMHBYIHH B opme
pacTBopa Ul IIpHEMa BHYTPb B COOTBETCTBHH C PEKOMEHJOBAHHBIM PEKUMOM JO3UPOBAHMS,
ObUIa JTOCTUTHYTA HKCIIO3ULUS JJAMHUBYAMHA B IUIa3Me KPOBH, 3HAYEHUs KOTOPOM HAXOIHIIUCH B
JMana3oHe, MOJIy4eHHOM y B3pPOCIBIX MAIMEHTOB. Y JeTel, IPUHUMABIINX JJAMUBYIUH B opme
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Ta0JIETOK B COOTBETCTBUH C PEKOMEHIOBAHHBIM PEXHMOM JO3MPOBAHMS, SKCIO3HIHS
JTaMHBYJMHA B TUIa3Me KPOBH ObLIa BBINIE, YeM Yy JeTei, IPUHUMABIIMX JAMHUBYIHH B hopme
pacTBopa ISl MpHeMa BHYTPb, MOCKOJIBKY B ¢opMe TableTOK MalMEeHThl [OIydYaroT Oosee
BBICOKHE JI03BI B IepecyeTe Ha MI/KI Macchl Tela, M JIaMHBYJMH B (GopMe TableTok
XapakTepusyercsi Ooljiee BBICOKOW OHOMOCTYIMHOCTBIO. B CBSI3M ¢ yKa3aHHBIMH pa3IH4YHAIMH
peKoOMeHTyeMas J103a JJAaMUBYIMHA JUIS JIeTel (B BO3pacTe cTapliie 3 MecsIeB M ¢ MacCcoM Telna
menee 30 Kr) cocTaBisieT 4 MI/KI JBa pa3za B CyTKH. DapMaKOKHHETHYECKUE MCCIIEIOBAHUSL
IpHMEHEHHs JJAMUBY/IHHA y JIeTeit B popMe pacTBopa Ui pHeMa BHYTPb U B (popme TabieTok
MOKa3alli, 4TO MpHeM IIpernapara OJHMH pa3 B CYTKH SKBHBaleHTeH mo mnokazaremo AUCo24
IpHeMy Ipenapara JBa pa3a B CYTKH IIPH OJMHAKOBOH oOmel cyrouHoi nosze. JlaHHbIe 1O
bapMakokuHeTHKE mpernapata y JAeTedi B Bo3pacTe MIaame 3 MECSIEB OrpPaHHYEHBL. Y
HOBOPOJK/ICHHBIX Ha MEPBOW HeJelle JXKH3HH KIMPEHC JaMHBYIWHA IPH NpUEMe BHYTPh ObLI
CHIJKEH I10 CPABHEHUIO ¢ AETbMHU 0oJjiee cTapiiero Bo3pacra, BEpOsiTHO, BCIIEICTBHE HE3PEIOCTH
BBIJICTUTEILHON (QYHKIMH IOYEK U HEMOCTOSHCTBA MOKazaTenen abcopOuuu. Takum oOpazom,
JUISL TOCTHO)KEHHSI SKCIIO3UITMH, CXOHOM ¢ TAKOBOH y B3POCIIBIX U JeTeH, peKOMEHI0BaHHAs J103a
JUISL HOBOPOJKIEHHBIX COCTABIISIET 2 MI/KT JIBa pa3a B CyTKH. J[aHHBIE 10 IPUMEHEHHUIO NIpenapara
y HOBOPOX/JIEHHBIX B BO3pacTe cTapiie | Heaemu OTCyTCTBYIOT.

IHayuenmsi nosicunozo sozpacma
JlauHbIe O (hapMaKOKWHETHKE JIAMUBY/IMHA y MAIMEHTOB CTapIie 65 J1eT OTCYyTCTBYIOT.
IHayuenmwl ¢ Hapywiernuem GyHKyuu novex

VY nanueHToB ¢ HapyleHueM GYHKIIMH T0YeK KOHIEHTpanus JaMUByAuHa B 11azme kpoBu (AUC)
MOBBIIIIEHA BCIEICTBHE CHI)KEHHOTO KIMpeHca. TakuM o0pa3oM, MalMeHTaM ¢ KIMPEHCOM
KpeaTuHHHA MeHee 50 MII/MHH HeOOXOIMMO YMEHBIIEHHE H03bI JTAMHBYIUHA.

HGL{MEHmbl C Hapyutenuem (j)ymcuuu ne4yeHu

JlaHHBIE O TPUMEHEHHH JJAMUBY/IMHA Y MMALIMEHTOB CO CPEAHEN U TSKEION CTENEHBIO HapyICHUS
(GYHKIMH [I€YeHH CBUIETEIBCTBYIOT O TOM, YTO HapylleHHe (PYHKIMU MEYECHU CYIIECTBEHHO HE
BJIMSIET HA (JapMAKOKUHETUKY JTaMUBYIHHA.

bepemennocms

(dapMakOKHHETHKA JJAMUBYIHHA [IPH OEPEMEHHOCTH HE OTIMYACTCS OT ero GapMakOKHHETUKU B
cllydae OTCyTCTBHS OepeMeHHOCTH. KOHIIeHTpalys TaMUBYIMHA B CBIBOPOTKE KPOBH JETEH MpU
pOXKIeHHH ObLIa aHAJIOTHYHA TAKOBOW B CHIBOPOTKE KPOBH MAaTrepH M IIyIIOBHHHOM KPOBH Ha
MOMEHT pOJOpa3pelIeHUs, YTO COIIacyeTcss C JaHHBIMH O IIaCCHBHOM IPOHHKHOBEHHH
JTAMUBYJIMHA Yepe3 IUIALEHTY.

IMNOKA3AHUSA K IPUMEHEHHWIO

Jleuenne BUY-undpexkuuu B cocTaBe KOMOWHHPOBAHHOW AHTUPETPOBHPYCHOH TEpaluu Y
B3POCJIBIX U JETEH.

ITPOTUBOIIOKA3AHUA

. [ToBbIIEHHAs YYBCTBHTEIBHOCTh K JIAMHBYIHHY HJIH JIOOOMY JPYyroMy KOMIIOHEHTY
npernapara;
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° JIETCKUH BO3pacT 0 3 MecsIeB (BCIEACTBUHE TOTO, YTO JJaHHBIE 110 IPUMEHEHHUIO penapaTa
B 9TOM BO3PACTHOM I'pyIIIE OrPaHHUYEHBI);

e  JedHIMT caxapas3bl/H30MabTa3bl, HEMEPEHOCHMOCTh (PYKTO3bI, TIIIOKO30-TaTaKTO3HAs
MalibabcopOIHs.

INIPUMEHEHHE IIPU BEPEMEHHOCTH W B IEPUOJA TIPYJIHOI'O
BCKAPMJUIMBAHMUSA, BJINSTHUE HA ®EPTUJIBHOCTD

PepTHIBHOCTD

PesynbTarhl McClieOBaHWN Ha KHUBOTHBIX ITOKA3alId, YTO JAMHUBYIMH HE OKa3bIBAeT BIMSHHE HA
(bepTUITBHOCTE.

BepemennocTs

Kak npaBuio, npu npuHATHH pelIeHus 00 HCIOIB30BAaHUH aHTUPETPOBUPYCHBIX MTPEMapaToB IS
neuenus BUY-uHbpexnun y OepeMeHHBIX JKEHIIWH M, KaK CJIEJCTBHE, NI CHIDKEHHS pHCKa
BepTUKATbHOM mepenaun BUYU-uHpEKIMH HOBOPOXKAEHHOMY CIEIyeT YYHUTHIBATH JaHHEIE
HCCIIeIOBAaHUH HA )KUBOTHBIX,  TAK)KE KIIMHUYECKUH ONBIT IPUMEHEHHS Y O€pEMEHHBIX JKEHIIUH.

WccnenoBanus 1Mo NMPUMEHEHHIO JAMUBYIMHA Y JKHBOTHBIX IIOKAa3ald yBeIWYEHHE paHHEH
AMOPHOHATHHONW CMEPTHOCTH Y KPOJIMKOB, OIHAKO Y KphIC AaHHBIH 3¢ dekT He Habmoaancs. beuio
YCTaHOBJIEHO, YTO Y YeJIOBEKa BO3MOJKHA Ilepe/iada JaMUBYIMHA Yyepe3 IIaleHTy.

V GepeMeHHBIX KEHIIUH, MOJy4aBmmX JaMuByauH, 6onee 1000 ucxonoB GEpeMEHHOCTH MOCIE
IpUMEHEHUs BO BpeMs mepBoro TpuMmectpa u Oomee 1000 HcxomoB OEpeMEHHOCTH IOCIE
NPUMEHEHUS BO BpEeMsS BTOPOTO M TPETHETO TPUMECTPA JEMOHCTPUPYIOT OTCYTCTBUE
ManbGOpMAaTHBHOTO M (PEeTATHHOrO/HEOHATATBHOTO BO3/eWCTBUs. JlekapcTBEHHBINH Ipemnapar
DnuBup® MOKHO MPUHUMATE BO BpeMsl GEPEMEHHOCTH B CITyyae KIHHHYECKOH HEOOXOTMMOCTH.
Ha ocHOBaHMH JOCTYNHBIX TAHHBIX MOXKHO CIENarbh BBIBOJ O TOM, YTO IPH IPUMEHEHHH
npenapara JnuBup”® y YeTOBEKa PUCK BPOKICHHBIX MATOJOTHH MaTOBEPOSITEH.

Jins BUY-uHGHUUMPOBAHHBIX JKEHINUH C KO-HH(EKIMeH remarurta, MONYYarOIIUX Teparuio
JTaMHUBYOWHOM, B CIlydyae HACTYIUICHHS OEpEMEHHOCTH CIIEAYeT YYUTBHIBATH BO3MOIKHOCTb
peLUIMBA TeNaTUTa I0CiIe IpEeKpaIeH s IPUMEHEHHUS JIAMUBYIHHA.

Mumoxonopuanrvnas oucgyrxyus

B uccnenoBaHusx in vifro u in vivo O0bUIO IPOJEMOHCTPUPOBAHO, YTO AHAJIOTU HYKIEO3HJOB U
HYKJICOTHJIOB CIIOCOOHBI BBI3BIBATH IMOBPEKICHHS MHUTOXOHJIPHH pa3JIMYHOM cTerneHu. bpum
3apEerMCTPUPOBAHBI COOOIIEHUS O MUTOXOHPUAIBHOM JUCHYHKIUH Y JETEH, OABEPraBLIIMXCS
BO3/JICHCTBUIO aHAJIOTOB HYKJIEO3H/IOB BHYTPUYTPOOHO H/WIIH B TMOCIEPOJAOBOM IIEPHOJIE.

Ilepuon rpyaHoro BckapM/IHBaHHS

[Tocne mnpuema BHYTpPh JaMHUBYIMH BBIIEJISETCS B TIPyAHOE MOJOKO B KOHIEHTPALUAX,
AQHAJIOTMYHBIX KOHLEHTPALUIM, OOHApy)KEHHBIM B CBIBOPOTKE KpoBU. Ha 0CHOBaHUHU pe3ynsTaroB
uccrienoBanus Oomee 200 map «Mare/pedeHok», monydaBmmx Tepanuio BUY-undexium,
KOHLIEHTPALlUsl JIaMUBYAMHA B CBIBOPOTKE KpPOBH JETel, HaxONAIIMXCSd Ha TIPYyIHOM
BCKapMJIMBaHUHU y Marepeld, momydaBmux tepanuio BUY-undexnuun, odenp Huszka (<4 % ot
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KOHIIEHTPAIIMU B CHIBOPOTKE KPOBH MATEpH) U MOCTENEHHO YMEHBIIAETCS 10 HEOINPEAeIsieMOoro
YPOBHS IIPH JOCTHKEHUH I'PYIHBIMHU JETHhMHU 24-HeIeIBbHOTO Bo3pacTa. JlaHHbIe 10 0€3011acHOCTH
MpUMEHEHHUS JJAaMUBYIMHA Y JeTei MIajIine TpexX MecsueB oTcyTcTByioT. BUU-unduupoBanHbmM
KEHIIMHAM HH TpH KaKuX OOCTOSATENLCTBAX HE PEKOMEHIYEeTCs IPOBOJUTH TI'PYAHOE
BCKapMJIMBaHHe BO U3bexanue nepegadd BUY pedenky.

CITOCOB INTPUMEHEHUSA U 103bI
IIpenapar dnuBHp® JOKEH HA3HAYATHCS BPAUYOM, MMEIOIIUM OMBIT Nevenus BUU-unpeximu.
IIpenapar nuBup® NPUHEMAIOT BHYTPh BHE 3aBHCHMOCTH OT MPHEMA MHIITH.

HJISI IMalUE€HTOB, KOTOPHBIC UCIIBITBIBAIOT TPYAHOCTH C IIPOIIaThIBAHHEM Ta6.HCTOK, npeaHasHa4ye€Ha
JIEKApCTBECHHAA (bopma pacTBOpa A1 IpHEMa BHYTPb.

I[Tpu mepexoze oT pexxuMa IprueMa JiBa pa3a B CyTKH K pEKUMY ITPUEMa OIMH pa3 B CYTKH CIEIyeT
MIPUHSTH MEPBYIO PEKOMEHIYEMYIO OJHOKPATHYIO 03y MPUMEPHO 4epe3 12 4 mocie nocineHe
OPUHATON JO3BI IO PEKHUMY JBYKPAaTHOTO TIpUEMa, a 3areM MpoJAO/DKATh MPUHHUMATh
PEKOMEHIYEMYIO OHOKPATHYIO JI03y pUMEpHO Kaxkasle 24 4. [Ipu Bo3Bpare K pexuMy nmpuema
JIBa pa3a B CYTKH CJIEIYeT MPHHSTH MEPBYIO PEKOMEHIYEMYIO 03y MO PEXHMMY IBYKPaTHOIO
IpUeMa IPUMEPHO Yepe3 24 9 rociie MocieaHed MPUHATONR OTHOKPATHOMN 03B

B3pocnvie u 0emu ¢ maccoii mena ne menee 25 ke

Pexomenayemas no3a namuByauHa coctaBnsger 300 Mr (30 mut) B CyTKH. YKa3zaHHas CyTOYHas 03a
MOXET OBITh pa3zfeneHa Ha jaBa npuema o 150 mr (15 mur) Wim npuHUMATECS OJXHOKPATHO IIO
300 mr (30 MIT) B CYyTKH.

Oco0ble rpynnbl NaIHEHTOB
Ilemu (c maccoui mena menee 23 k2)

Hetu mmamme 3 MecsneB. MMmerommxcss JaHHBIX HEIOCTATOYHO IS PEKOMEHAAIIHU PEKUMa

JAO3UPOBAHHUA.

Hetu ot 3 MecsneB 10 1 roxa. PekoMenayemas no3a coctapisieT 4 MI/KT JiBa pa3a B CyTKH. Eciu
PEKUM IpHeMa JBa pa3a B CYTKH HEBO3MOKEH, MOKET ObITh pacCMOTPEHA BO3MOKHOCTh IIpHEMA
OJIMH pa3 B CyTKH (8 Mr/kr/cyTku). CieayeT yYUTBIBATE, YTO JJISl TOM IPYIIIBI MAIIMEHTOB AaHHBIE
0 IIpHEME IIpernapata B pe)K|UMe OJIMH pa3 B CYTKH OYeHb OTPAHUYEHBI.

Ietu crapie | roga. Pekomenayemas j03a coCTaBisieT 4 MI/KT JBa pa3a B CYTKH HJIH 8 MI/KT

OJIMH pa3 B CyTKH. MakcumanpHas cyTouHas 103a coctasisieT 300 mr (30 mu).
IHayuenmuol nosicunozo éospacma

JlaHHBIE 1O NPUMEHEHHIO JaMHBYIHWHA Y 3TOW KaTeropuH MAIMEHTOB OTCYTCTBYIOT, OJHAKO
CJIeAyeT COOMOAaTh 0COOYI0 OCTOPOXKHOCTH IPH NPHMEHEHHH y TAKUX ITAllUEHTOB B CBSA3H C
BO3pACTHBIMH H3MEHEHUSMH, TAKUMHE KaK yXyAleHHe GYHKIIUHU TOYeK U U3MEHEHHE IToKa3aTenei
KPOBH.

Hayuenmvi ¢ napywenuem ¢yHkyuu novex

V DanMeHTOB C HapymeHHeM (GYHKIUH IMOYEK CpPEeIHEH W TSIKEIOW CTENeHHM KOHICHTpaLus
nJaMuByaMHA B 1u1a3Me kpoBH (AUC) moBeIeHa BCISCTBUE CHIKEHHS KiaupeHca. [losromy uis
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TaKHX MaIMEeHTOB HEOoOXOoauMa KOppeKOus O3Bl IIpEerapara, KakK IMoKa3aHo B IMPEACTABICHHBIX

HHUKE TaOIUIax.

PexoMmennanmu no moadopy A036I V B3POCIBIX U AETEH ¢ Maccoil TeJa He MeHee 25 KT

Kimpenc kpeatTunuHa IlepBas no3a IMopnep:xkuBaromas no3a
(Mu1/mMuH)
> 50 300 mr (30 M) 300 mr (30 M) OIMH pa3 B CYTKH
WIN WIN

150 mr (15 mn) 150 mr (15 mi) 1Ba pa3a B CyTKH
ot 30 10 <50 150 mr (15 mm) 150 mr (15 MT) OZTMH pa3 B CYTKH
ot 15 1o <30 150 mr (15 M) 100 mr (10 M) oiMH pa3 B CYTKH

or5Smo0<15 150 mr (15 M) 50 mr (5 MIT) OJIMH pa3 B CYTKH
MeHee 5 50 mr (5 mun) 25 Mr (2,5 mMut) 0J1MH pa3 B CYTKH

JlanHBle O MPUMEHEHHWH JAMUBYIMHA Yy JI€TeH C MOYEYHOH HEJOCTATOYHOCTHIO OTCYTCTBYIOT.
Hcxons W3 TpeAnoyiokKeHHs, YTO KJIMPEHC KpeaTHHHHA M KIMpPEHC JaMUBYIWHA Yy JAeTel
KOPPETUPYIOT AHAJIOTHYHO TAKOBBIM Y B3POCIBIX, Y JETEH ¢ MOYEHHOW HEI0CTATOYHOCTBIO
PEKOMEHIyeTCS CHHXKEHHE O3Bl B COOTBETCTBHH C HX KIMPEHCOM KpEaTHHHHA B TOH XKe
IPOTIOPIMH, YTO U Y B3POCIIBIX.

PexoMmeH1ammu mo moad0py JI036I JIIs AT B BO3pAcTe > 3 MECSIIEB U ¢ MACCOU Tela

MeHee 25 K&
Kaupenc kpeaTunuHAa IlepBas no3a IMoxnep:xuBaromas 103a
(Ma/MuRH)
>50 8 Mr/kr 8 MI/Kr OIMH pa3 B CyTKU
WIN WIH
4 mr/kr 4 Mr/kr aBa pasa B CyTKH
ot 30 1o <50 4 Mr/kr 4 MI/Kr OJIMH pa3 B CYTKH
ot 15 1o <30 4 Mr/kr 2,6 MI/KT OJIMH pa3 B CYTKH
or5n0<15 4 mr/xr 1,3 MI/KT OIMH pa3 B CyTKH
MeHee 5 1,3 Mr/kr 0,7 Mr/Kr OIMH pa3 B CyTKH

IHayuenmvi ¢ napywenuem GyHKyuu neveru

JlaHHbIe, MOTYYEHHBIE y MAIMEHTOB C HAapylleHHeM (YHKIMM [E€4YEeHH CpeIHEH M TSKeNOoH
CTEIIEHHU, MOKA3bIBAIOT, YTO AUCHYHKIMS TEYECHH HE OKA3bIBAET CYLIECTBEHHOIO BIHSAHMS HA
(bapMakOKHHETHKY JaMHBYIWHA. Mcxoms W3 ITHX JAaHHBIX, JUIS I[TALIMEHTOB C HapyLICHHEM
(GYHKIIUH EYSHH CPEeHEN U TSUKENIOW CTEIeHH KOPPEKLUs J03bl He TpeOyeTcs, 3a HCKIIOYEHUEM
ClTydaeB, KOrjaa HapyuieHue GyHKIUH [Te9€HH COIPOBOKIACTCS HApyIIeHHEM (QYHKIIUH [TOYEK.

WHCTpyKIMs 110 HCIOJIb30BAHHMIO J03MPYIONIEro mMIpHia

[IpunaraeMblii TO3MPYIOMKI IIIPUI] MpeJHa3HAYeH Al TOYHOrO OTMEPHBaHHs Ha3HAYEHHOH
103b1 Ipenapara DnuBUp®, pacTBOP IS IPHEMA BHYTDb.

1. CHHUMHUTE KPBIIKY C GIaKkoHa.
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2. BceraBere npuiiaraeMblif IIaCTHKOBBIN aanTep B FOPIBIIIKO (IakoHa, KPENKO yIepKuBas
(brakoH B pyke.

3. [110THO BCTaBbTE AO3UPYIOMIKHI IIIIPUIL B OTBEPCTHE aj1anTepa.
4. [lepeBepuuTe raxoH.
5 ITotsHyB 3a mopIIEHb JO3UPYIOLIETO INIPHIIA, OTMEPHTE TOYHOE KOJIMYECTBO IEPBOM

MOPIMU OT Ha3Ha4eHHOU Bam mosHo# 10361 penapara.
6. ITepeBepHUTE (1aKOH rOPIBIIIKOM BBEPX, H3BJICKUTE HINPHI] H3 aTanTepa.

7. HGMCCTI/ITC KOHYHMK MIIpUIla 3a HIEKY H MEIAJIEHHO HaI[aBﬁHBaﬁTe Ha MOpHIE€Hb IIITpUIIA,
INOCTECIIEHHO IIporjiaTbiBas Nperiapar. He nanapiuBaiiTe Ha MOpHICHb CJIMIIKOM CHJIBHO M HE
HaHpaBJIﬂﬁTe OIIPHIT Ha 3aTHIOK0 CTEHKY INIOTKH, IMOMNaJaHrue CTPYH paCTBOpPaA HaA 3aJHIOKO CTCHKY
ITIOTKHA MOXKET BBI3BATH YAYIILE.

8. IToBTOpHTE ATarnkl 3—7 10 NOXY4YEHHUS MTOJTHOH JO3HI.

8. ITocne ucnonp30BaHUs M3BJIEKUTE HINIPHIL U3 (JIaKOHA U THIATENBHO MPOMOWTE YUCTOM
BOZ10i. [103BOJIBTE MINPHILY NOTHOCTBHIO BBICOXHYTH JI0 CJIEIYIOUIEr0 HCIOIb30BAHUSI.

10.  IlnortHo 3aKkpoiiTe (1akoH KPBIIIKOH, OCTABHUB aJlanTep BO (iakoHe.

INOBOYHOE JIEMCTBHUE

OnucaHHblE HH)KE HEXellaTeIbHbIe pE€AKIIUKA OTMECYHAIUCh IIpH JICHCHUH BI/Iq-I/IH(bCKI_II/IPI
JIJaMUBYIHHOM.

HexenarenbHble peakiMu, OIEHEHHBIE KaK CBS3aHHBIE MM BO3MOXKHO CBSI3aHHBIE C Teparue
JTAMUBYIHHOM, TI€PEYMCIICHBI HUXKE B COOTBETCTBHH C IOPAKEHHEM OPraHOB M CHCTEM OPraHOB U
YaCcTOTOW BCTpeYaeMOCTH. YacToTa BCTPEYaeMOCTH OIpPEeNIeTCs CIeAYIOUMM 00pa3oM: oyeHb
yacmo (> 1/10), yacmo (> 1/100, < 1/10), newacmo (> 1/1000, < 1/100), peoko (> 1/10 000,
< 1/1000), ouens peoxo (< 1/10000). B mpenenax Kaxmaoi Kareropuu 4acTOThl HEKElATEIbHbIE
peaKIMu MpeCTaBICHbI B OPSIKe YObIBAHUS CEPhE3HOCTH.

YacroTa BCTpPE4aeMOCTH HeXkKeJIaTeIbHbIX peaKiui
Hapywenus co cmopoHsl Kpo6u u tum@amuyeckoii cucmemsl
Heuacro: HEUTPONIEHHS U aHEMUs (MHOTIA B TsHKeJIOW popme), TPOMOOIIMUTOIIEHHSI.
OueHb pek0:  HCTHHHAS SPUTPOLUTAPHAS AIUTa3Hsl.
Hapywenusa co cmoponvl obmena sewecmeé u numanus
Yacro: THIIEPIAKTATEMHUSL.
OueHb peko:  JTaKTOAUI03.
Hapywenus co cmoponul HepsHOtl cucmembl
Yacro: roJioBHas 00JIb, O€CCOHHHIIA.

Ouens penko:  nepudepuveckas HeMponaTus, B TOM YHCIIE TAPECTE3HH.
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Hapywenusa co cmoponbl OvixamenbHOU cucmemvl, Op2aHo8 epyoHot KJ1emKu U cpeooCcmeHus
Yacro: KallleJlb, Ha3aJIbHbIE CUMIITOMBI.

Hapywenus co cmoponwl d#cey00uHO-KuuedHo20 mpakma

Yacro: TOIIHOTA, PBOTA, OOJIb WIIK CIIa3MBbI B )KMBOTE, JHApes.

Penko: MaHKPEaTUT, MOBBIIICHUE AKTUBHOCTH CHIBOPOTOYHOM aMHJIA3bI.
Hapywenus co cmoponvl nevenu u scenieaul600auux nymei

Hewacro: TPaH3UTOPHOE  TOBBIIIEHWE  AKTHBHOCTH  IEYEHOYHBIX  (hepMeHTOB
amanuHaMmuHoTpancpepassl (AJIT), acnapraramunorpancepassl (ACT).

Penxo: rernarur.

Hapywenus co cmoponwvl kodicu u nOOKoMCHbIX mKaHeti

Yacro: CBIITb, aJIOTEIHS.

Penxo: AHTMOHEBPOTHYECKHM OTEK.

Hapywenus co cmoponvl ckeiemuo-ubluledHol U COeOUHUMENbHOU MKAHU
Yacro: apTpaIrus, MbIIIEYHbIE HAPYIICHHUS.

Penxo: pabIOMHOITH3.

Obwue paccmpoticmea u HapyuieHus: 8 Mecme 86e0eHUs

Yacro: YYBCTBO YCTAJIOCTH, HEIOMOTAHUE, JTUXOPAIKA.

3aperucTpupoBaHbl CIy4aW pPa3BUTHS OCTEOHEKPO3a, B YACTHOCTH, Yy IALMEHTOB C
o0Imenpu3HaHHbIME (pakTopaMu pucka, Ha npoaABHHYTOH cramuu BUY-undexmuu wmm npu
JUTATETbHOH KOMOWHMPOBAHHOM aHTHPETPOBHPYCHOW Tepamuu. YacToTa BCTPEYaeMOCTH 3TOTrO
SIBJICHHS HEH3BECTHA.

Bo Bpemsi mpoBeseHHS aHTHPETPOBHPYCHOH TEpAaHH MOXKET OTMEYAThCs YBEIWYEHHE MAacChl
TeJla, a TAK)KE MOBBIIIEHHE KOHIIEHTPAIIMHU TTIFOKO3bI U JIUITHIOB B KPOBH.

YV BUY-unpHUUMpPOBAHHBIX NAIMEHTOB C TSDKEIBIM HMMYHOAE)HUIIMTOM Ha MOMEHT Hayaia
KOMOWHUPOBAHHOM aHTHPETPOBUPYCHOM T€PANUU BO3MOKHO PA3BUTHE BOCTIAIMTEIBHOM pEaKIIuu
Ha poHe HecCUMITOMHBIX ONMMOPTYHUCTHYECKHX HHPEKIUI WK UX OCTATOYHBIX sBICHHH. Takxke
OBUIH 3aperHCTPHPOBAHBI CIy4YaW pa3BUTHS ayTOMMMYHHBIX 3a0o0seBaHui (Harmpumep, 00JIe3Hb
I'peiiBca) Ha (oHE BOCCTAHOBICHHS HMMYHHMTETa, OJHAKO BpeMsl INEPBUYHBIX MPOSBICHUH
BapbHPOBAIO U 3a00JIeBaHKE MOTJIO BOHUKATh Yepe3 MHOT'O MECSIIEB M10C/Ie Hayala Tepanuy.

Jemu

669 nerteii B Bo3pacte oT 3 MecsiueB a0 17 ner, uHpummpoBanusx BUY-1, koTopsle momyyanu
abakaBUp M JIAMUBYAMH OJWH WJIM JIBAa pa3a B CyTKH, IPUHUMAIH y4yaCTHE B MCCIECIOBaHHH
ARROW Trial (COL105677). Y mauueHTOB JIE€TCKOTO BO3pacTa, MPUHUMABIIMX MpEnapar oJuH
WIA JIBa pa3a B CYTKH, He OBLIM BBISBJIECHBI JOINOJHUTEIBHBIE IPOOJIEMBI, CBS3aHHBIE C
0€301acHOCTBIO, IO CPABHEHHUIO CO B3POCIIBIMH MAIHEHTAMHU.
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INEPEJAO3UPOBKA
CuMNTOMBI H IPH3HAKH

NmeroTcs OrpaHUYCHHBIE JAHHBIE O ITOCICIACTBUAX OCTpOﬁ NEPEAOZUPOBKHU JIaMUBYIHHA Y
YCJIOBCKA. Cnyqapl JIETAJIBHOTO HMCXOJa HE YCTAHOBJIEHBI, COCTOSHHE BCEX IAIIACHTOB
HOPMaJIU30BaJIOCh. Kakue-m6o CHCHH(i)I/I‘-IeCKI/IC IIPHU3HAKU WX CHMIITOMBI IEPEIO3HPOBKU
JJAMUBY/JIMHA HE BBIABJICHEI.

Jleyenue

B CJIyda€ nepeao3upoBKHU CJIIEAYET KOHTPOJIUPOBATE COCTOAHHUE IMAIIUEHTA U 110 HEOOXOTUMOCTH
IIPOBOAUTL CTAHAAPTHYIO IOAACPIKUBAIOIIYIO TEPAIIUIO. HOCKOJ'[BKy JJaMUBYIHUH BBIBOJIUTCA U3
opramdsMa ¢ IIOMOMIBKO JHaIM3a, A JICYHCHHUS TMEPEIO3UPOBKH BO3MOXHO ITPUMCHCHHUE
HENPEPBIBHOTO rEeMoiuajii3a, OAHAKO CIICIMaJIbHBIC UCCIICIOBAHUA HE ITPOBOTUIIHCE.

B3AUMOJIEMCTBUE C JIPYTUMU JEKAPCTBEHHBIMHU CPEJICTBAMMU

UccnenoBanus JIEKAPCTBEHHBIX B3aUMOJICHCTBUM ObLITH IMPOBEACHBI TOJIBKO € YHaCTUEM B3POCJIBIX
INalfu€HTOB.

Merabonrueckoe B3auMOAEHCTBHE TAMUBYIMHA C IPYTHMH IIperapaTaMyi MaTOBEPOSTHO B CBS3U
C €ro He3HAUUTEIbHBIM METab0IN3MOM, OTPAHHYEHHBIM CBSI3bIBAHUEM C O€TKaMM IUI1a3Mbl KPOBU
M IIPaKTHYECKH MOJTHBIM BBIBEJICHHEM Yepe3 MOYKH B HEH3MEHEHHOM BHJIE.

OnHOBpeMEHHOE NpPUMEHEHHE KOMOWHAIMH TPHMETONPHUM + cylbdamerokcazon B J03e
160 mr + 800 Mr (kO-TpUMOKCA30.1) MPUBOIUT K MOBBIIIEHUIO KCIIO3UITHH JTaMUBYIHA Ha 40 %o,
9170 OOYCIIOBICHO HAMYHMEM TPUMETONPHMA; HATH4Yhe CcyabhaMeToKca3zola HE OKa3hIBAET
BIIMSIHME HA (papMaKOKMHETHKY JIaMUBYAUHA. OHAKO, 32 UCKITIOUEHUEM TMAIIUEHTOB C MIOYEYHON
HEJIOCTaTOYHOCTBIO, KOPPEKIUs J03bI JIAMUBYIHUHA He TpeOyercs. JlaMuByaAMH HE OKa3bIBaeT
BIMsSHHE Ha (apMaKOKWHETHKY TpHMETONpUMa WM cyibpamerokcaszona. B cioywae, xorza
OJTHOBPEMEHHOE NPHUMEHEHHE KO-TPHUMOKCA30J1a SBISETCS OIpPABJAHHBIM, MAIMEHTHI JOJIKHBI
HAXOJUThCS IMOJ KIMHHYECKUM HaOmopenueMm. Crienyer u3zberaTb COBMECTHOIO IPUMEHEHUS
JaMUBYJMHA C KO-TPUMOKCA30JIOM B BBICOKHMX [03aX /ISl JICYCHUS ITHEBMOHHH, BBI3BAaHHOM
Pneumocystis jirovecii, ¥ TOKCOILIa3MO3a.

Crnemyer y4uTHIBaTH BO3MOXKHOCTH B3aUMOJEHCTBHS JAMHUBYAHMHA C JIPYTUMH OJHOBPEMEHHO
IPUMEHIEMBIMH JIEKaPCTBEHHBIMH IIperaparaMy, B 0OCOOCHHOCTH T€MH, Y KOTOPBIX OCHOBHBIM
MEXaHM3MOM BBIBEJICHHS SIBJISICTCS AKTUBHASI KaHAJIBLIEBAs! CEKPEIUS Yepe3 CUCTEMY TPaHCIOpTa
OpraHHYecKUX KATHOHOB (Hampumep, TpuMmeTonpuM). Jlpyrue [neicTByrommuMe BemecTBa
(HanpuMep, PaHUTHAWH, [UMETHIMH) JIMIIb YaCTHYHO BBIBOJSATCS C IOMOILIBIO YKa3aHHOTO
MeXaHH3Ma H He B3aHMOJEHCTBYIOT C JIAMHBYJIMHOM. AHAJIOTH HYKJICO3HJOB (HaIpHMep,
JTMIaHO3MH, 3UI0BYIMH) HE BBIBOJSTCS IOCPEACTBOM JAaHHOI'O MEXAHU3MA, U UX B3aUMOJICHCTBUE
C JaMMBYMHOM MaJOBEPOSTHO.

[Ipu ogHOBpeMEHHOM NPHMEHEHWH JAMUBYAMHA M 3MJOBYJWHA HAOIIOJAeTCs yMEpeHHOe (Ha
28 %) yBemuueHue Cmax 3UJOBYIWHA B IUIa3Me KpOBH, Ipu 3ToM odmas skcnosunus (AUC)
CYLIECTBEHHO He U3MEHSeTCs. 3UI0BY/IUH He BiIMseT Ha (apMaKOKUHETHKY JTAMUBYIHHA.
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Ipenapar DmuBup® He ClleyeT MPHHAMATH OJHOBPEMEHHO C JPYTMMH aHANOTAMH IMTH/IMHA,
TaKMMHU KakK SMTPUIIUTAOWH, B CBS3U C €ro CXOJCTBOM C JIaHHBIMH Ipernaparamu. Kpome Toro,
npenapat dnuBup”® He CleyeT NPUHUMATE C TIOOBIMH JIPYTHMH JIeKapCTBEHHBIMH MperapaTaMH,
COJEpIKALIMMHU JTAMUBYIHH.

Invitro naMUBYIMH MHTUOMpYET BHYTPHKJIETOYHOE (OCHOpPHIMpPOBAHHE KIAJpUOHMHA, YTO
o0ycllaBIMBaeT MOTEHUHAIbHBIH pHCK NOTepH d3GQGEKTUBHOCTH KIaJpuOUHA B Clydae
KOMOMHUPOBAHUS B YCIOBHSIX KIHMHHYECKOH MpakTHKK. HekoTophle KIMHIHYECKUE JaHHBIE TAKKe
HOATBEPKAAIOT BO3MOXKHOCTD B3aUMOIEHCTBUS MEXK/TY JIAMUBYIMHOM M KiIaapruOHHOM. [Toatomy
OJTHOBpPEMEHHOE IMPUMEHEHUE JAMUBY/IHHA U KIaJpuOHHA HE PEKOMEH I0BAHO.

[{Tutoxpom CYP3A He BOBI€UYeH B MeTa0OMM3M JIaMUBY/HMHA, [O3TOMY B3aUMOJEHCTBHE C
JIEKapCTBEHHBIMHU TIpenaparaMu, KOTOpble MEeTabOIU3UPYIOTCS 3TOW CHCTEMOW (HampuMmep, C
MHTUOUTOpAMHM IIPOTEA3bl), MAIOBEPOSTHO.

OnHoBpeMeHHOE pUMEHEeHHe pacTBopa copoutona (3,21, 10,2 r, 13,4 r) ¢ oqHOKpaTHON 1030M
namuByruHa 300 Mr B popme pacTBOpa Ui MpueMa BHYTPb Y B3POCIIBIX 30POBBIX JOOPOBOIIBIER
IIPUBOUIIO K JT0303aBUCHMOMY CHIDKEHHIO dKcno3unuy taMuByauHa (AUCx) Ha 14 %, 32 % u
36 % u Cmax namuByguHa Ha 28 %, 52 % wu 55 %. Ilo BO3MOXKHOCTH crnemyeT H30erarb
OJTHOBPEMEHHOTO TIPUMEHEHUS TAMUBYIUHA U COPOUTOII-CO/IEPIKALIUX MIPENaparoB, IHO0 creayer
pPaccMOTPETh BO3MOXHOCTH 00JIee 4acTOro KOHTpoJisi BUpycHO# Harpy3ku BUUY-1 B coywasx,
KOIJIa HEBO3MOYKHO M30€KaTh JUTUTETFHOIO OJJHOBPEMEHHOTO IPUMEHEHUS 3TUX MTPENapaToB.

OCOBBIE YKA3AHUS
I[IpuMeHeHHe mpenapaTa JMUBHP® B KaUeCTBE MOHOTEPANTMH HE PEKOMEH/TYETCS.
Ilepenaya BUY-undexnnu

XoTs ObUIO J0Ka3aHO, 4TO 3G PEKTHBHOE MOABICHHE BUPYCa C MOMOIIBIO aHTHPETPOBUPYCHOM
TEepaHU CYIECTBEHHO CHUXKaeT puck nepenaayd BUY npyrum moasM mpH MOJIOBBIX KOHTAKTax,
MCKJIIOYATh 3TOT PUCK MOJHOCTHIO Helb3s. [103TOMy MalMeHThl JOIKHBI IPOJOIDKATE COOMI0OATh
COOTBETCTBYIOLIME MEPHI MPEIOCTOPOKHOCTH.

Hapymenue ¢pyHKIUM NoYeK

VY nanmeHToB C HapylieHHeM (YHKIMH MOYEK CpelHEed M TsDKEeJIOH CTENeHHM KOHIEHTpalus
nJaMuByauHa B m1azme KpoBd (AUC) noBblleHa BCIEACTBUE CHUKEHHUS KIIMPEHCA JIAMHUBYIMHA,
MIOSTOMY TaKUM IalUeHTaM TpeOyeTcss KOPPEKIHS JO3BI.

Tpoiinas HyK./1€03HIHAs Tepanus

BbutH mOJIy4YeHBI COOOIIEHHS O BBICOKOH YacTOTE CIIy4aeB BHPYCOJIOTHMYECKOH Heynadu u
BO3HHKHOBEHHH PE3UCTEHTHOCTH HA PAHHEM 3Tarle MpH IpHeMe JaMUBYJIMHA B KOMOMHALUH C
TeHO(OBHpa AU3ONPOKCHIA pymMapaToM U abakaBHpPOM, a TaKxke ¢ TeHO(OBHpa JU30MPOKCHIA
(byMapaTroM U JUJAHO3WHOM B PEXKHME OJUH pa3 B CYTKH.

OnnopryHHCcTHYeCKHE HHEKIHH

V NalMeHToB, MOMYYAIOMMX Mpenapar JNUBHP® WM JpyrHe aHTHPETPOBUPYCHBIE MpENaparhl,
MOTYT Pa3BHTBCS ONIOPTYHHCTHYECKUE MHGDEKUUU WK aApyrue ocnoxHeHus BUY-undexuun,
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[IO3TOMY MALMEHTHI JODKHBI HAXOAMTHCS MOJ THIATEeIbHBIM HAOIIOJCHHEM BpayeH, HMEIOIIUX
OTIBIT JIedeHHs nanueHToB ¢ BUY-acconumuporanubiMu 3a00/1€BAHUSIMH.

ITankpeatur

OnucaHbl peJIKHe cTyJau pa3BHTHs NaHKpeaTHTa IpH NPUMeHeHHH npenapata dnusup®. O1HaKO
HE YCTAHOBJICHO, BBI3BAHO JIH 3TO OCJIOKHEHHE JEHCTBHEM JIEKAPCTBEHHOrO IIperapaTa Wi
SBISIETCS CIIEJICTBHEM OCHOBHOrO 3abosieBanus — BUY-undexnuu. Jleyenue mnpenapaTtom
DruBup”® HEOGXOIMMO HEMEUTIEHHO MPEKPATUTH TPH TOSBICHHH KIMHHYECKMX CHMIITOMOB HITH
Ta0OpaTOPHBIX JaHHBIX, CBHUIETENBCTBYIOIIMX O pa3BHTHH IaHKpeaTHTa (00N B JKUBOTE,
TOIIHOTA, PBOTA HJIK MOBBIIICHHE 3HAYCHUH OMOXUMHYECKUX MapkepoB). CiexyeT mpeKpaTuTh
IPUEM Ipenapara 0 UCKIIIOYEHUs UarHo3a NaHKpeaTHT.

JlakToanmnaos u BBIPAa’KE€HHAsI renaToMera/ius o CreaTo3omM

NMeroTest cOOOIIEeHHs O Pa3BUTHH JIAKTOAIIH03a U BLIpa)I(CHHOﬁ rernaToMerajiii Co CT€aTo3oM,
B TOM 4YHCJIE C JICTAJIBHBIM HCXOJOM, BCIICACTBHC aHTI/IpCTPOBPIpyCHOﬁ TEpalliyi aHaJloraMu
HYKJICO3HUJ0B B BHUAE€ OTACIBHBIX IIPEIAPATOB HIIK B KOM6I/IHaI.II/II/I, BKJIFO4asl JIaMHUBYJIHWH.
HOL[OGHI:Ie SABJICHHS OTMEYAIUCEH I''TaBHBIM 06pa30M Y KECHIIIUH.

Kiuangeckue CHMIITOMBI, KOTOPBIE MOTYT YKa3bIBaTh HA PA3BUTHE JIAKTOAIW1034a, BKIFOYAKOT
06[1[}’}0 CJI36OCTB, AHOPEKCHIO, CTPEMUTEIIBHYIO HCO6’LHCHI/IMyIO IMOTEPIO MACCHI T€JIa, CAMIITOMBI
IMOPAXEHUA KEITYAOYHO-KUIIEYHOI'O TpaKTa (TOI_UHOTa, pBOTa H 0o0sb B )KI/IBOTC) U OpraHoB
JBIXaHHUA (OI[LH.IIK& Hu TaXHHHO3), HEBPOJIOTHYICCKUE CUMIITOMBI (BKJ'II-O‘-Iaﬂ MOTOPHYIO CJ'Ia6OCTb).

JleyeHue aHANOraMM HYKJICO3WJOB HEOOXOJUMO TNPEKpaTHTh B  Cllydyae pa3BUTHA
CHMIITOMATHYECKOW  TUIEpJIaKTaTeMHH W  MeTa0OJIMYEeCKOro  aIy103a/JIaKToalu103a,
[IPOrpPeCCUPYIONIEH renaTOMEraiiy WM OBICTPOTO MOBHIIEHHS aKTUBHOCTH aMHHOTpaHchepas.

JlakToanu103 0OBIYHO pa3BHBACTCS MOCJE HECKOJIBKUX MecsleB Jedenus. Crnenyer cobmoaarh
OCTOpPOXKHOCTH IPH IPUMEHEHHHM AaHAJOrOB HYKJIECO3HJOB IS JICYEHHS JIIOOOro NalueHTa
(0COOEHHO — JKEHIIMH C O)KHPEHHEM) C relaTroMerajineii, renaTuTOM HIIH JPYTUMH H3BECTHBIMH
baxTopamu puCKa TOpPaXKEHHS T[I€YEHH M CTEaro30M Ie4eHH (BKIIOYas IpPUMEHEHHE
OIpeIeICHHBIX JIEKAPCTBEHHBIX IIPENapaToB H yIOTpeOIeHHE aJTKOT OIS ).

MuroxonapuaabHas JuchYHKIUS B pe3y/ibTaTe BHYTPHYTPOOHOro BO3 e CTBHS

AHAJIOTH HYKJICO3HIOB H HYKJICOTHIOB CIIOCOOHBI BBI3BIBATH PA3IMYHYIO CTEIIEHb OBPEKIECHUS
MHTOXOHJPHH, YTO HauOOJee SPKO MPOSBISIETCS NPH NPUMEHEHUH CTaByAWHA, JUJAHO3UHA W
3UJOBYIMHA. 3aperdCTPUPOBAHBI CIy4Yad Pa3BUTUS MHUTOXOHIpUAIbHOM muchynkuuu y BUY-
OTPHIIATENIBHBIX JAETEeH, MOIBEPraBIINXCs BO3CHCTBUIO aHAIOTOB HYKJICO3HI0B BHYTPUYTPOOHO
H/WIH TIOCTIE POKACHHS; TJIaBHBIM 00pa3oM 3TH ClIy4aW OBLTIH CBSI3aHBI CO CXEMaMH JICYEHHS,
COAepKAIUMH  3UJOBYAWH. OCHOBHBIMH  HEXKEJIATCIbHBIMH  pEAKIUSAMH  SBIISUIHCH
reMaToJIOrHYecKre HapylleHus (aHeMus, HEHTPONEeHMs) U HapylleHUs OOMEHa BEeIEeCTB
(runepnakTaTeMus, THIEPIUMNAa3eMHs). OTH HEXelaTelbHblE peakldd 4YacTto ObUIM
TPaH3UTOPHBIMH. BBUIH 3aperucTpUpOBaHbl pelIKHE CIIyd4ad HEBPOJIOTMYECKMX PAaCCTPOHCTB C
[O3/IHUM Ha4ajoM (TOBBIIIEHHE TOHYCA MBI, CYJIOPOTH, HAPYIIECHHs MOBEIEHH). SBIstoTCs
JM JJaHHbIE HAPYIIEHUs TPAH3HUTOPHBIMU WM MOCTOSHHBIMM, B HACTOsIIEE BpeMs HEU3BECTHO.
BeposSTHOCTh pa3BUTHS MHTOXOHIPHATBHOW MUCHYHKIUHU CIETyeT pacCMaTpUBaTh y JTHOOOro
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peOeHKa, IOJBEPraBIIErocs BHYTPUYTPOOHOMY BO3JCHCTBHIO aHAJIOraMHM HYKJICO3HIOB U
HYKJIEOTHJIOB, C BBIPQXXEHHBIMH KJIHHHYECKUMH CHUMIITOMAMU HESCHOW OSTHOJOTHMH, B
0COOEHHOCTH HEBPOJIOIMYECKUMH paccTporcTBamMu. [IpencTaBieHHbIE JaHHBIE HE BIUSIOT HA
TEKYIIHE PEKOMEHIAIMH 10 IPUMEHEHHIO aHTUPETPOBUPYCHOM Tepanuy y 6epeMEeHHbBIX JKEHIITUH
JUIs IpOUITIAKTHKY BepTHKATBHO#H nepeaayn BUY-undexnmu.

Macca Tes1a u 00MeH BelecTB

Macca Tena, a Takke KOHIEHTpAIHS JTHITHIOB U TIFOKO3bI KDOBH MOTYT IOBBIIATECS BO BPEMs
AQHTUPETPOBUPYCHON Tepamuu. DTH W3MEHEHHS MOTYT OBITh YaCTUYHO CBSI3aHBI C KOHTPOJIEM
3a00/ieBaHHs U 00pa3oM JKH3HH. BBUTH TIONy4YeHBI JaHHbBIE, MOATBEPIKAAIONIME B HEKOTOPHIX
ClTydasiX BIMSHHUE Tepaliy Ha KOHIEHTPALMIO JIWITHIOB, B OTHOIIEHUH YBEIMYCHUS MAcChl Tela
TaKWe JaHHbIe OTCYTCTBYIOT. CleyeT MPOBOAUTE KOHTPOJIb KOHIIEHTPALIMH JIUIIU/IOB H [IFOKO3BI
KPOBH B COOTBETCTBHHM C YCTAHOBJIEHHBIMH peKOMeHAalusMu 1o Tepanud BUY-undexmum.
Hapymenus TUmmIHoro oOMeHa HeoOX0JUMO KOPPEKTHPOBATH B COOTBETCTBHHU C KIIMHHYECKUMHU
IPOSIBIICHUSIMH.

CHH}IpOM BOCCTAHOBJICHUSI HMMYHHTETA

YV BUY-uHOHUIIUPOBAHHBIX MALMEHTOB C TSKEIBIM HMMYHOACGHIIMTOM HAa MOMEHT Hayaia
AHTHPETPOBUPYCHOW TEpalid BO3MOXKHO pa3BHTHE BOCHATUTEIBHOW peaknuu Ha QoHe
OECCUMIITOMHBIX OMMOPTYHUCTHYECKUX MH(MEKIHA UM WX OCTATOYHBIX SIBICHUH, UTO MOXKET
CTaTh MPUYUHON CEPHE3HOTO YXYALUICHUS COCTOSHUS WITH yCYTyOIeHU CUMITTOMATHKH. OOBIYHO
9TH pEeaKlUUd BO3HUKAIOT B T€YEHHUE IEPBBIX HECKOJIBKHX HEJENIb WIM MECAIEB I0CIe Hayalga
AHTUPETPOBUPYCHOW Tepanuy. T[UINUYHBIMH [pUMEpPAMHU SBISIOTCS LUTOMETATOBUPYCHBIH
PETHHHT, TE€HEpATW30BaHHAS W/HIM OYaroBas HHQEKIUS, BBI3BAHHAS MHUKOOAKTEPHUSIMH, U
ITHEBMOHHUS, BBI3BaHHAs Prneumocystis jirovecii (Takke HW3BECTHA KAaK I[THEBMOIUCTHAs
naeBMonus, [II1). TlosBreHue mOOBIX CHMOTOMOB BOCHAIEHHS TpeOyeT HEMeLIEHHOro
o0ceI0BaHHUS |, TP HEOOXOAUMOCTH, JICUECHHS.

AyTOMMMYHHBIE 3a00JeBaHus (Takue Kak Oosie3Hb [ peiiBca, MOIUMHO3UT U CUHAPOM [ HileHa-
Bappe) Taioke HaOMOAQTHCHh HAa (JOHE BOCCTAHOBICHUS UMMYHHUTETA, OJHAKO BPeMs IIEPBUYHBIX
IPOSIBJICHH BApbUPOBAJIO, U 3a00JI€BaHHE MOTJIO BO3HUKATH YE€PE3 MHOTO MECSILIEB [10C/IE HaYaIa
Tepaliy U HHOTJa UMEJIO AaTHITHYHOE TeUCHHE.

3a0o0/1eBaHHuA NEYECHH

[Taupmenter ¢ xpoHudeckuM rematutom B wim  C, nomydaromue KOMOMHHPOBAHHYIO
AQHTHPETPOBUPYCHYIO TEPAITHIO, XapaKTEPU3YIOTCs MOBBIIIEHHBIM PUCKOM PA3BHTHS TSKEIBIX H
NOTEHIIHAIBHO JIETATBHBIX HEXKEeJIAaTeJIbHbIX peakUud CcO CTOpPOHBI Ie4eHH. B caydae
COITYTCTBYIOIIEH MPOTHBOBHPYCHOM Tepanuu renatuta B wiu C creayer Takke 03HAaKOMHTBCS C
COOTBETCTBYIOIIMMH HHCTPYKIHSIMH IO MPUMEHEHHUIO JAHHBIX JIEKapCTBEHHBIX IPErapaToB.

Pe3ynbTaThl KIMHHYECKHX HCCIENOBAHHH W [aHHBIE [OCTPErHCTPAIIMOHHOIO HaOIIOJEHHUS
yKa3bIBAIOT Ha TO, YTO Y HEKOTOPHIX MALUEHTOB C COMYTCTBYIOUIMM XPOHHUYECKUM BHUPYCHBIM
renatutom B (HBV) npu orvmene mpemapata DnuBup® MOTYT BO3HMKATh KIWHHYECKHE WIHA
7mabopaToOpHbIe IPH3HAKH pEIHIMBA TelNaTUTa, KOTOphle MOTYT HMETh Oojee TsKElble
MOCJIE/ICTBUS Y MAIIMEHTOB ¢ JEKOMIIEHCHUPOBAHHBIM 3a00JIeBaHUEM IeUeHH. B ciyyae oTMEHBI
npenapara JnuBup® y NAIMEHTOB C COMYTCTBYIONIMM BHPYCHBIM TematuToM B criemyer
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paccMOTPETh BO3MOXKHOCTH MPOBEACHUS MNEPUOJUYECKOr0 KOHTPOIS (YHKIMH IE€YEHH U
MapKepoB peIUTMKAlUK BHpyca renatura B.

V nanmMeHTOB ¢ yXKe CYIIECTBYIOIIUM HapylIeHHeM G YHKIIMH ITeYeHH, BKITIOYas akTHBHYIO popMy
XPOHHUYECKOT0 TenaTuTa, OTMEYaeTCs yBEelWYEeHHE YacTOThl HApyIIeHWH (YHKIUHU TEeYeHH BO
BpeMsI [IPOBEICHHSI KOMOMHHUPOBAHHON aHTHPETPOBHPYCHOM Tepanuu. Takue MalueHThl J0DKHBI
HAXOJUThCS MOJ HAOJIOJEHHEM B COOTBETCTBHHM CO CTAHJAPTHOW KIMHUYECKOH INPaKTHKOM.
HeoOxoaumMo paccMOTpeTh BO3MOXKHOCTH IMPHOCTAHOBJIEHUS WM IPEKpAIICHHS JICUEHHS B
Clly4ae MpOSBICHUH yXy/IIIeHus 3a00IeBaHUS T€Y€HH Y TaKUX IalHeHTOB.

OcTteonexpo3

HecMoTpst Ha TO, YTO ATHOJIOTHS JAHHOTO 3a00JIE€BAHHUS SBISETCS MHOTO(GAKTOPHOH (BKIIOYAs
IIPUEM TJIIOKOKOPTHKOCTEPOHUIOB, YHOTPEOJIEHHE QJIKOTOJNA, TSKEIYI0O HMMYHOCYIPECCHIO,
BBICOKHMI HHJEKC MAcChl TeJa), ClIydyal OCTEOHEKPO3a Yallle BCEr0 BCTPEYAIUCH Y NMAIlMEHTOB Ha
npoaBUHYTONH cTagui BUY-uHbeKIMu HW/UIM JUTATETHHO MPUHUMABIIHX KOMOHHMPOBAHHYIO
AHTHPETPOBUPYCHYIO Tepanuto. [TanrenTam crieayeT oOpaTHThCs K Bpady, €CJIA OHU UCTIBITBIBAIOT
60JTH ¥ CKOBAaHHOCTH B CyCTaBaX WJIM TPYAHOCTH IPH JIBHIKEHUU.

Caxapubrii 1naber

[TanueHTOB ¢ caxapHbIM IHA0ETOM CIIEAYET YBEIOMHUTE O TOM, YTO J103a ITpenapara /Ui B3pOCIIbIX
(150 mr = 15 mu1) corepxut 3 T caxapo3bl.

ITpuem npenapara dnusup® B GhopMe pacTBOpa JUTs TPHEMA BHYTPh MPOTHBONIOKA3aH MAIHEHTaM
C TaKMMH HACIICICTBEHHBIMH HApYyIICHUSIMH, KaK HENEePeHOCUMOCTh (PYKTO3BI, TIIIOKO30-
rajJlakTo3Has MarbabcopOLus, WK TIPH JeGUIUTE caxapa3bl/M30MaIbTa3kl.

Ipemapar Jmueup® B  (dopMe pacTBOpa Ul HpHEMA BHYTPh TAKXKE  COIEPIKHT
METH/ITAparupoOKCHOEH30aT H  MPONUIINAPAruAPOKCHOEH30aT, KOTOpble MOIYT BBI3BIBATh
aJJIepru4ecKue peakluu (BO3MOKHO, 3aMEIJICHHOTO TUIIA).

B3aumopeiicTBue ¢ APYIrHMH JIEKAPDCTBCHHBIMH CPEACTBAMH

IIpenapar DmuBup® He clefyeT NPUMEHATh OJHOBPEMEHHO C MpENapaTamH, COJAEpiKAlliMH
JIAMUBYIHH HJIH SMTPULUTAOUH.

HpmvereHne JJaMUBYJHHA B KOMOHMHAIIUH C K_Ha,[IpPI6HHOM HE PEKOMEHOYCTCA.

Oco0ble rpynnbl NaHEHTOB

Jlemu

B KIMHHYECKHX MCCIEJOBAHUAX Y JeTei, MOIydYaBIIUX JIAaMUBYIUH B (opme pacTBOpa JUIL
IpHeMa BHYTPb OJHOBPEMEHHO C JAPYTMMH aHTHPETPOBHPYCHBIMH IIpenaparamMu B ¢opme
pacTBOpa IS IpHEeMa BHYTPb, 4aCTOTa CYIPECCHU BUPYCa M SKCIIO3HMIUS JIAMHUBY/IMHA B IJ1a3Me
KPOBH OBLTH HIJKE, a PE3HCTEHTHOCTh BHpyca pa3BHBATIACH Yalle, YeM Y JETEH, MOTydaBIIuX
npernaparsl B popme TabIeTOK.

[To BO3MOXHOCTH HEOOXOAWMO HCIIOJIB30BaTh PEXKHUM AHTHPETPOBUPYCHOH  TepalluH,
BKJTFOUAIOIIKI Bce mpenaparsl B ¢popme Tadierok. JlamuByauH B ¢popMe pacTBopa Juis IpHeMa
BHYTPb, TPHMEHSEMBIH OJHOBPEMEHHO C COpPOUTON-COAEPKAIIUMH  JIEKAPCTBEHHBIMU
npernaparaMy, ClIeAyeT NMPHUMEHSITh TOJBKO B TeX CIydasiX, KOIJa HEBO3MOXHO NPHUMEHEHHE
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pexuMa Teparuy, BKIIOYAOLIEro Bee npenaparsl B popMe TableTok, U Korja Mojib3a MpoBeaeHHUS
JIeYeHHs [IPEBBIIIAET BO3MOKHBIE PHCKH, BKJIIOYas HU3KHH ypOBeHb cynpeccuu Bupyca. Cuexyer
paccMOTpeTh HEOOXOAMMOCTH OoJee YacToro KOHTpPOJIS BHpYcHOW Harpy3ku BUY-1 npum
OZIHOBPEMEHHOM IPUMEHEHMH JIAMUBYJMHA C JUIMTENIBHO IPUMEHSEMBIMH COpPOMTOIN-
COZIEpIKaIllUMHU TIperapaTaMu.

BJIMAHUE HA CTIIOCOBHOCTS YITPABJISITh TPAHCIIOPTHBIMU CPEICTBAMMU,
MEXAHU3MAMU

CrnennanpHBIX HCCIECNOBAHMH 0 M3YYEHUIO BIIMSHHS CPEACTBA HA CHOCOOHOCTH YIIPABIATH
ABTOMOOWIIEM M JBIDKYIIUMHUCS MEXaHH3MaMK He POBOAMIOCH. Y YHTHIBAs (hapMaKoIOrHIeCKHe
CBOMCTBA JIaMHBY/IMHA, TaKOE BIUSHUE MATOBEPOSTHO. TeM He MeHee, IIPU OLEHKE CIIOCOOHOCTH
NalMeHTa YIPaBIsATh aBTOMOOUIEM/MEXaHU3MaMH1 ClIelyeT IPUHUMATh BO BHUMAHHUE €ro obImee
COCTOSIHHE, a TAaKXKe XapaKTep HeXKeIaTelbHBIX PeaKIHi JJaMUBYIHHA.

®OPMA BBIITYCKA
PactBOp /U1 mpremMa BHYTpb, 10 Mr/mir.

[To 240 mu npenapara Bo (1akoHE U3 MOJMATHIEHA BBICOKOH MJIOTHOCTH ¢ HABHHYHBAIOIIHUMCS
KOJITAYKOM, OCHAINEHHBIM 3alIMTONH OT BCKPHITHUS JeTbMH. [lo omHOMYy (uiakoHy BMecTe C
alanTepoM, JO3UPYIOUIHM IIITPHIIEM W HHCTPYKITHEH 110 TPUMEHEHHIO B KAPTOHHOM IMayKe.

CPOK I'OJTHOCTH
2 roxa.

ITocne BekpoiTus draakona: 30 gueit mpu Temneparype He Bbime 25°C.

He IIPUMEHATE MOCJIE UCTECYEHUA CPOKA T'OAHOCTH, YKa3aHHOTO Ha YIIAKOBKE.

YCJI0OBUS XPAHEHUS
XpaHuTh npH TeMiieparype He Bbiue 25°C.

XpaHUTh B HEJOCTYITHOM UL eTel MecTe.

YCJIOBUA OTITYCKA

OTmyckaroT 1o perenry.

INMPOU3BO/JUTEJb
«I'maxkcoCmutKuimaita Muk.» / GlaxoSmithKline Inc.

7333 Muccucora Poag Hopt, r. Muccucora, Oarapuo LSN 614, Kanana / 7333 Mississauga Road
North, Mississauga, Ontario L5SN 6L.4, Canada

HAUMEHOBAHHUE u AJIPEC JAEPKATEJISA NJIN BJIAJIEJIBIIA
PEITMCTPAIIMOHHOI'O YIOCTOBEPEHUS JIEKAPCTBEHHOI'O IIPEITAPATA

«BuuB Xenckep BenmukoOopurtanus Jlumuten» / ViiV Healthcare UK Limited

C.16u3 17



980 I'peiit Bect Poyn, bpertrdopn, Mummiceke TW8 9GS, Bemukobpuranus / 980 Great West
Road, Brentford, Middlesex TW8 9GS, United Kingdom

Opranuszanus, NPUHEMAKMAs NPETEeH3HH M0 Ka4YeCcTBY JIEKAPCTBEHHOr0 Npenapara u
COO0IEeHHS 0 HeKeJIATEIbHBIX PeaKIHsiX:

3A0 «I'makcoCmutKunsiin Tpelauary

121614, r. Mocksa, yn. Kpeuiarckas, 1. 17, kopi. 3, 3T. 5

busnec-Ilapk «Kpbuiarckue Xxommsi»

Ten.: (495) 777 89 00; daxc: (495) 777 89 04
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MeHemKep OoTacia

Opnoa O.A.
PEryJIsSTOPHBIX OTHOIIEHUH T
3A0 «I'makcoCmutKnsitn Tpelaunry \ 5t
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