NMHCTPYKIIMA
1O MEAUIIUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTI'O ITPEITAPATA

SIUBUP® / EPIVIR®
Perucrpaunonnblii Homep: 11 N014918/02.
Toprosoe naumenosanue: drusup® / Epivir®,
MexyHapo1HOe HellaTeHTOBAHHOEe HAMMEHOBAHMe: JTAMUBY/IVH.

JlexkapcTBenHas ¢popMa: TabIETKH, MOKPHITHIEC IUIEHOYHON 000IOUKOM.

COCTAB

1 TabyieTKa COIEePIKHUT:

HanMeHoBaHNE KOMIIOHEHTOB | KoJsmmuectBo, Mmr
Sapo TabdseTku:
Helicmsyowee sewecmso
JlamuByiMH | 150,0
Bcnomozamenvuvie sewgecmesa
[emtro103a MUKPOKPUCTAIIIMYECKAST 138,75
KapOokcumeTunkpaxman HaTpus 9,00
(HaTpus KpaxmMajia TJIMKOJIST)
Marnus creapat 2,25
Ilnenounas 000/104Ka:
Opadry® YS-1-7706-G Geubiii 6,75-8,25
CocraB MI1eHOYHOM 000T0YKH:
Opadry YS-1-7706-G HanmeHoBaHMe KOMIIOHEHTOB Koaunuectso, %
['umpomeriosa 59,75
Beuit Turana nuokcun 31,25
Makporou 400 8,00
[Tosucop6at 80 1,0
OIINCAHHUE

TaOnerku, MOKpPHITbIE IUIEHOYHOM 0005104K0ii, pomOOBHIHOW (opMbl Oenoro 1Bera ¢
BhIrpaBUpoBaHHON Hagnuchlo “GX CJ7” Ha KaxJIoW CTOpoHE TaONETKH M PUCKON Ha Kakaoh
CTOpPOHE TaONEeTKHU.

OAPMAKOTEPAIIEBTUYECKASA I'PYIIIIA
ITporuBoBupycHoe [BUY] cpeactso.
Kox ATX: JOSAFO0S.
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B®APMAKOJIOT'HTYECKHUE CBOMCTBA
dapMakoIMHAMHKA
Mexanusm oeticmeus

JlamMmuBYIMH — aHajOr HYKJIEO3HJOB, OONaJaloIIUi aKTUBHOCTHIO B OTHOILIEHUU BHpyca
ummyHoaeduimra denoseka (BUY) u Bupyca remaruta B (HBV). JlamuByaun moaBepracrcs
BHYTPUKIIETOYHOMY MeTa0o0JIu3My C 0Opa30BaHHEM aKTUBHOTO MPOU3BOJHOTO — JIAMUBYAMHA
5’-tpudocdara. OCHOBHOM MEXaHU3M €T0 ACHUCTBUS — OJOKMPOBAHKME CHHTE3a IIEH B IIPOIECCce
obparnoit Tpanckpunimu BUWUY. Tpudochar obOmamaer CceneKTUBHOW HHTHOUPYIOIICH
AKTUBHOCTBHIO B OTHOMIEHHH perummkanud BUY-1 u BUY-2 in vitro, a tak)e aKTHBHOCTBIO B
OTHOIIEHUH PE3UCTEHTHBIX K 3UIOBYIAMHY KinHHUYeckux wuzonsatoB BUY. He nabmiomanuchk
aHTaroHucTH4Yeckue 3 exTsl iN VItro mpu 01HOBPEMEHHOM TPUMEHEHHH JIAMUBYIUHA U JAPYTHUX
AHTUPETPOBUPYCHBIX MpENaparoB (Ucciael0BaHHbIE BelllecTBa: abakaBUp, TUJaHO3UH, HEBUPAIIUH
Y 3UJIOBYIMH).

Pezucmenmuocmo

PesucrentHocts BUY-1 k namuBynuHy oOycCioBiIeHa 3aMEHOW aMUHOKUCIOTHI M 184V BOmu3u
AKTUBHOTO IIEHTpa BHpPYCHON oOpartHoii Tpanckpuntasbl (OT). [laHHbI BapuaHT MyTalnuu
BCTpeYaeTcsi Kak B YCIOBHSIX in Vitro, Tak v y uHGumpoBanHbix BUUU-1 nmanuenToB, mogy4yaBIInx
AHTUPETPOBUPYCHYIO TEPAIHIO, BKIIOUAOILYIO JJaMuBYAUH. [Ipu MmyTanuu M 184V 3nauntenbHO
CHU)KAeTCAd YYBCTBUTENBHOCTh K JIAMUBYIMHY M YMEHBIIAeTCS CIOCOOHOCTh BHpYyCa K
peruIMKaluu in vitro. B uccnenoBaHusX in vitro OBIJIO yCTaHOBJEHO, YTO PE3UCTEHTHBIE K
3UJIOBYAMHY M30JISIThl BUPYCa MOTYT CTAHOBUTHCA UYBCTBUTEIBHBIMHU K €r0 JEHCTBUIO, €CIU Y
9TUX U30JIATOB OJHOBPEMEHHO pPA3BHUBAETCA PE3UCTEHTHOCTh K JIaMuBYyAuHY. OIHaKoO
KJIMHUYECKOE 3HAYEHUE ITUX JAHHBIX 1O HACTOSIIETO BPEMEHHU HE OIPEAEIICHO.

JlaHHbie in Vitro, kak mpaBiIo, YKa3bIBAIOT HA TO, YTO MPOJODKEHNE TPUMEHEHHUS TAMUBY/IMHA B
COCTaBE€ AaHTUPETPOBUPYCHOH TepanuH, HECMOTps Ha pa3Butue Myrauuu M184V, moxer
IPUBECTH K MOSIBIEHUIO OCTaTOYHON aHTHPETPOBUPYCHOM aKTMBHOCTH (BEPOSTHO, B pe3yJibTaTe
YXYyJILIEHUs pEINTIMKaTUBHOM criocoOHOCTH BUpYyca). KiimHnueckas 3HaYMMOCTb 3TUX PE3yJIbTaTOB
HE yCTaHOBJICHA. B IEHCTBUTENBHOCTH, JOCTYIIHbIE KIMHUYECKHUE JaHHbBIE OUEHb OTPAaHUYEHBI U
HE MO3BOJISIOT C/eNaTh OJHO3HAYHBIM BBIBOA B 3TOM oOnactu. B moboMm ciydae, Havaso
npumeHennss HUOT, k xoTopblM BHpYC Bce €llle YyBCTBHUTENEH, BCEr/la JOJKHO OBITH Ooliee
HPEANOYTUTEIBHBIM, UM MPOJIOKEHUE TEPAuK JJaMUBYAUHOM. TakuM 00pa3om, MpOAO0KEHHE
Tepanuy JIAMUBYJIMHOM, HECMOTpsI Ha mosiBieHue myrtauuu M184V, creayer paccmarpuBarhb
TOJILKO B CIIy4ae OTCYTCTBHs Ipyrux aktuBHbIXx HUOT.

Mytamns OT MI184V mnpuBOAMT K pPa3sBUTUIO MEPEKPECTHOM PE3UCTEHTHOCTH TOJBKO K
AHTUPETPOBUPYCHBIM IIpenapaTaM KJlacca HyKJI€O3UAHbIX HHTHOUTOPOB. 3UJOBYAUH U CTaBYIUH
COXPAHSIOT aHTHUPETPOBUPYCHYIO aKTUBHOCTH B OTHOIIEHUH mTaMMoB BUY-1, pe3aucTeHTHBIX K
JaMUBYAUHY. AOGakaBUp COXpaHSET aHTHPETPOBHPYCHYIO aKTUBHOCTh B OTHOIIEHUH IITAMMOB
BUMUY-1, pe3ucTeHTHBIX K JaMUBYIUMHY M oOnajarounux Toiabko myTtanueir M184V. tammsl ¢
mytanueir OT M184V nemoHCTpupyloT MeHee ueM 4-KpaTHOEe CHU)KEHHE YyBCTBUTEIBHOCTHU K
JTMJIAaHO3HMHY; KIMHUYECKOE 3HAYCHHE 3TUX JAHHBIX HEU3BECTHO. TecThl Ha 4yBCTBHTEIBHOCTD
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in vitro He OBUTH CTAaHAApPTU30BaHBI, U MX PE3yJbTAThl MOTYT BapbUPOBATh B 3aBUCHMOCTH OT
METOIOJIOTUYECKUX (PaKTOPOB.

Invitro mamuByaMH oOKa3biBaeT claboe [UTOTOKCHYECKOE JeHCTBHE Ha  JTMM(OIUTHI
nepudepruyeckoil KpoBU, Ha yCTONYMBBIC JTUM(OLUTAPHBIE U MOHOLIMTAPHO-MakpodaraibHbie
KJIETOYHBIE JIMHUU U PSIJT KJIETOK-TPEAIIECTBEHHUKOB KOCTHOT'O MO3Ta.

DapMaKOKHMHETHKA
Bcacvisanue

JlaMUBY/IMH XOpOIIO BCAacChIBACTCS W3 JKEIYJAOYHO-KHIIEYHOTO TpPakKTa, OHOMAOCTYITHOCTb
JaMUBYJIMHA y B3pOCIBIX MOCJe mpuemMa BHYTph 00buHO cocTtaBiser 80—-85 %. [locie mpuema
BHYTPh CpefHee BpeMs (tmax) JOCTHIKCHHS MAaKCHMAIBbHON KOHIICHTpAIMK JIAMUBYJIMHA B
cbiBOpoTKe KpoBH (Cmax) coctaBisier okojio 1 4. Ha oCHOBaHMHM JaHHBIX, IOJyYEHHBIX B
UCCIICIOBAaHHUH C YYaCTHEM 3/I0POBBIX JIOOPOBOJIBIIEB, IPU IIPHEME TepaNeBTHUECKOM 10361 150 Mr
nBa pasa B cyTku cpeansis (KB — koaddunmenT Bapuanun) paBHOBecHas: KOHIEHTpAUs Cmax U
Cmin JlaMuByAHMHA B IUia3Me KpoBu coctaBimser 1,2 Mxr/ma (24 %) u 0,09 mxr/ma (27 %)
coorBerctBeHHo. Cpemnss (KB) AUC (mwromans mox (GpapMakKOKHHETHUECKOH KPHUBOM
«KOHIIEHTpAIIUA-BPEMsI») B HHTEpBajie MexKAy nmprueMamu 12 41 cocrasiser 4,7 Mxrxu/mi (18 %).
ITpu tepaneBTudeckoit mo3e 300 Mr oauH pa3 B cytku cpeanss (KB) paBHOBecHast KOHIIEHTpALIUS
Cmax, Cmin 1 AUC B wuHTepBasie Mexnay npuemamu 24 4 cocrapisior 2,0 Mxr/mi (26 %),
0,04 mkr/mi (34 %) u 8,9 mxrxu/mi (21 %) COOTBETCTBEHHO.

TabneTka npenapara InuBup® ¢ 103MPOBKOI JamMuByauHa 150 MI 6MOSKBUBAJICHTHA TaOJETKE C
no3upoBkoit 300 mr B oTHOIeHNH AUCy,, Cmax U tmax, 3HAUEHHUS YKa3aHHBIX MapaMeTpoB s
tabnerku ¢ gozupoBkord 150 mr u 300 Mr oTIMHarOTCS MPONOPLUUMOHAIBHO Jo3e. [Ipumenenue
npenapara Dnusup® B GpopMe Tab1eTok OMOIKBUBAIEHTHO IIPUMEHEHHUIO Mpenapara JnuBup® B
¢dopme pactBopa 11t ipuema BHYTpb B oTHOIEHUH AUCy, 11 Cmax Y B3pOCIIBIX TAIMEHTOB. Mex Ty
B3pPOCIIBIMU NAIIMEHTaMU U J€TbMHU HAOIOAAINCh pa3IMyus B CTETeHU BcachiBaHUs (cM. «OcoOble
IPYMIIbI AIUEHTOBY).

[Ipuem aMHUBYAMHA BMECTE C MHIICH BBI3BIBACT YBEIHUUCHHE tmax M CHIDKCHUE Cmax (Ha 47 %),
OJTHAKO HE BIIUSCT Ha OOIIYI0 CTENeHb abCopOIMU TaMHUBYIMHA (PACCUYMTAHHYIO HA OCHOBAHUH
senuunabl AUC).

He oxwunaercs, 4To mpreM M3MENbYSHHBIX TaOJIETOK ¢ HEOOMBIIUM KOJIMYECTBOM MOTYTBEPAOH
MUIIA UK JKUJKOCTH TOBJIHSET Ha (papMaKoIOruyecKre CBOMCTBA Mpenapara u, clieZioBaTelbHO,
HAa  KIWHUYeCkHuil  a3d¢exkr. DTOT BBHIBOA OCHOBaH Ha  (U3UKO-XUMHUYECKHX U
(dbapMaKOKMHETHUECKUX JAHHBIX MPHU YCIOBUH, YTO MAIIMEHT U3MENbUaeT U CMEIIUBACT C MUIIEH
i xuakocTbio 100 % TabneTku U MpuHUMAeT He3aMeITUTENBHO.

CoBMecTHOE NMPUMEHEHHE 3UAOBYAMHA IPUBOAMT K YBEIMYEHHUIO DKCIO3ULUHU 3UIOBYAMHA Ha
13 % u yBenMUYEeHUI0 MaKCUMaJIbHOM KOHIIEHTpAlMK B IU1a3Me KpoBHU Ha 28 %. DTO sABICHHE HE
CUMTAETCs 3HAYUMBIM JUUIs1 0€30MaCHOCTH MALMEHTOB M, CIIEJ0BAaTENIbHO, HE TpeOyeT KOPPEKINU
J03.
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Pacnpeoenenue

[Io maHHBIM KIMHUYECKUX HCCIEAOBAHUNA MpU BHYTPUBEHHOM BBEACHHM CpPEIHUN 00beM
pacnpezeneHus JaMuByauHa coctapisieT 1,3 i/kr. CpenqHuil CUCTEMHBINH KIMPEHC JIAMUBYAMHA
coctapisier npubau3uTesibHo 0,32 n1/4/Kr, OOJBIIYI0 YacTh KOTOPOTO COCTABISACT MOYCUYHBIH
KJIMPEHC Yepe3 CUCTEMY TPAaHCIIOpTa OpraHuueckux katnoHoB (0osee 70 %).

JlaMUBYZIUH TPOSIBISIET JHHEHHYIO (DapMaKOKUHETHKY IMPH MPUMEHEHHUH B TEparneBTUYECKOM
Jara3oHe J103 U HU3KYIO CTETIEHb CBSI3bIBAHUS C OCHOBHBIM O€JIKOM I1a3Mbl KPOBHU — alIbOYMUHOM
(<16 %—36 % 10 cpaBHEHHUIO C CBIBOPOTOYHBIM AJIbLOYMUHOM B UCCIIEOBAHUSIX i Vitro).

OrpaHu4eHHbIE TaHHbIE YKa3bIBAIOT Ha TO, YTO JJAMUBYAUH IIPOHUKAET B EHTPAJIbHYIO HEPBHYIO
CHUCTEMY M CIMHHOMO3rOBYyIO XHAKOCTh (CMIK). YUepe3 2—4 4 mocie mepopaabHOTO MpreMa
COOTHOILIIEHUE KOHIIeHTpauu JamuBynuHa B CMIXK u cbIBOpOTKEe KpPOBH B CPEIHEM COCTABIISIIO
npubnusutenbHo 0,12, VcTuHHAs cTeneHb NMPOHUKHOBEHHS, a TaKXKE CBsA3b C KIMHUYECKON
3 (PEKTUBHOCTHIO HEU3BECTHBI.

buompancpopmayus

[Tepuon mosyBbIBEICHUS JJAMUBYIMHA U3 TUIA3MbI KPOBH TOCJIE TIpUEMa BHYTpPb cocTaBisier 18—
19 4, a Ay ero akTUBHOM (POPMBI — BHYTPHUKIIETOYHOTO JJaMUBYJUHA TpHdochaTa — KOHEUHBIH
Nepuo ] MOJTYBBIBEJACHHS M3 KIETOK cocTaBisier 16-19 u. CorjmacHo JaHHBIM, MOIYyYEHHBIM Y
60 B3pOCIBIX 370POBBIX JTOOPOBOJIBIEB, (PAPMAKOKMHETHUECKUE IapamMeTpbl JIAMUBYAWHA B
PaBHOBECHOM COCTOSIHUM IpH npremMe B 103¢ 300 MT OfiMH pa3 B CyTKH 3KBHBAJICHTHBI TAKOBBIM
npu nipueme B 1o3e 150 mr nBa pasza B cytku B oTHOIIEHUH AUC24 1 Cax 17151 BHYTPUKIIETOUHOTO
namuByMHA Tpudocdara.

JlaMUBYIMH TIPEUMYIIECTBEHHO BBIBOJAUTCS B HEM3MEHEHHOM BHE Mmoukamu. MeTtabonnyeckue
B3aMMO/ICHCTBUSA JIAMUBY/IMHA C APYTUMU JIEKAPCTBEHHBIMH IperapaTraMyu MaJlOBEPOSTHBI BBUAY
HE3HaYUTeIbHOro MeTabonmu3ma B nedeHH (5—10 %) 1 HU3KOM CTEeNeHU CBA3BIBaHUS C OelKaMu
J1a3Mbl KPOBH.

Buiseoenue

B ucciaemopaHusax c Y4aCTUCM TTAIIUCHTOB C MMOYE€YHON HEAOCTATOYHOCTBIO OBLIO IMOKa3aHoO, 4YTO
HApyuHICHHUC (I)YHKI_II/II/I IMMOYCK BJIMACT Ha BBIBECACHHUC JIaMHUBY/UHA. PeKOMeHI[yeMI:Jﬁ PEKUM
AO3UPOBaHUA I MAOUCHTOB C KIMPCHCOM KpCaTHUHUHA MCHEC 50 mir/mMuH IIPUBCJACH B pa3aciic
«Cnoco0 MPUMCHCHUSA U JO3bD».

BzauMmopeiictBue ¢ TPUMETOIIPUMOM — KOMIIOHCHTOM KO-TPHUMOKCAa30Jla — IIPUBOAUT K
IMMOBBIIICHUIO 5KCITO3UINH JIAMHUBYJINHA HA 40 % IIpU NPUMCHCHUHU B TCPAINICBTUUCCKUX 103aX. Tem
HC MCHCC, 3a MCKIKYCHHUEM IIAllUCHTOB C MMOYEUHOM HEAOCTATOYHOCTBIO, KOPPCKIUA O3Bl HE
Tpe6yeTCH. CJ]CI[yCT THIATCJIBHO OLCHUBATL BO3MOXHOCTH OJHOBPEMCHHOI'O HNPHUMCHCHUS
KO-TPUMOKCA30Jia € JTaMUBYIUHOM Y IAIIUCHTOB C IMOYEYHON HEAOCTAaTOYHOCTHIO.

Oco0ble rpynnbl NalueHToB

Jlemu

AbcomoTHas OMOJOCTYITHOCTh JaMHUBYAMHA (mpumepHo S58—66 %) Obuta Huke u Oonee
BapuabenbHa y jaereil mmamme 12 ner. Ilpmem namuByauHa y Jnetreil B ¢opme TabIeTOK
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OJIHOBPEMEHHO C JPYTMMU aHTUPETPOBUPYCHBIMU NpenapaTtaMu B popme TabsieTok o0ecreunBa
6omee Bricokue 3HaAUCHUS AUCx 1 Cmax TaMUBYAMHA B TJIa3Me KPOBH 110 CPABHEHHUIO C PACTBOPOM
JUIsE TIpUeMa BHYTpPb, NPUHUMAEMbIM OJHOBPEMEHHO C JPYTUMH aHTUPETPOBUPYCHBIMU
npenapatamMu B (hopme pacTBOpa [ IpreMa BHYTPh. Y JeTei, MoTy4yaBIIuX JaMUBYIUH B popme
pacTtBopa JUisl IpUeMa BHYTPh B COOTBETCTBUU C PEKOMEHJIOBAHHBIM PEKUMOM JI03WPOBAHMUS,
ObL1a JOCTUTHYTA SKCIO3UIIMS JaMUBYIMHA B IJIa3Me KPOBH, 3HAUYEHUSI KOTOPOU HaXOAMIIUCH B
JUana3oHe, MOoJTy4YeHHOM y B3pOCIbIX MallMEeHTOB. Y eTel, IPUHUMAaBIINX JIAMUBYAUH B (hopme
TabJIETOK B COOTBETCTBUM C PEKOMEHJOBAaHHBIM PEXHUMOM JIO3UPOBAHUS, SKCIIO3ULIUS
JaMHUBYJIMHA B IUIa3Me KPOBH ObLia BBINIE, YeM Yy JAETel, MPUHUMABIIUX JaMHUBYJIUH B (opme
pacTBopa AJisl IpieMa BHYTPb, OCKOJIbKY MU MpueMe npernapara B (opMe TabJIeTOK MalueHThI
noJrydaroT OoJiee BBICOKHME 03Bl B IepecueTe Ha MI/KI Macchl Tella, U JIaMUBYIUH B (hopme
TabJIeTOK ~XapakTepuszyercsi Oosiee BBICOKOM OMOAOCTYNMHOCTHbIO. DapMaKOKMHETHUECKUE
HCCJIEIOBaHMsI IPUMEHEHUs JJaMUBYIMHA y JeTei B (opme pacTBopa ISl MpHeMa BHYTPh U B
dbopme TabnmeTOK MOKa3alM, YTO MPHUEM Mpenapara OAWH pa3 B CYTKH SKBUBAJICHTEH IIO
nokazarento AUCo.24 mpueMy mpenapara JBa pa3a B CyTKH IPU OJUHAKOBOM OOIIeH CyTOYHOU
noze. Jlanuple mo QapMakOKMHETHKE Mpemnapara y JeTel B Bo3pacTe Miajiie 3 MecsleB
OTpaHHYEHBI. Y HOBOPOXKJICHHBIX Ha MEPBOM HEAeNe KU3HHU KIMPEHC JaMUBYJUHA MPHU MpUEME
BHYTPb OBbLII CHUKEH 110 CPABHEHUIO C I€TbMHU 00Jiee CTapIIero Bo3pacra, BEPOSATHO, BCICICTBUE
HE3PEJIOCTH BBIACIUTEIBHON (DYHKIIMU OYEK U HEMOCTOSHCTBA MOoKa3aTenei abcopOuuu. Takum
o0pa3oMm, i JOCTHXKEHHS OJKCHO3MIIMHM, CXOJHOM C TakoBOW Yy B3pOCIHBIX U JIETEH,
PEKOMEHI0BaHHAas J03a /7l HOBOPOKIEHHBIX COCTaBISET 2 MI/KT JBa pa3a B CyTKU. J[aHHbIE MO
MPUMEHEHHUIO MpernapaTa y HOBOPOKICHHBIX B BO3pacTe crapiue | Heenu OTCYyTCTBYIOT.

Tlayuenmur noscuno2o 6ospacma
JlanHble o (hapMaKOKMHETHKE JaMUBY/AMHA Y IALIMEHTOB cTapiie 65 JeT OTCyTCTBYIOT.
Tayuenmoi ¢ napywenuem GynKyuu noyex

VY nmanueHToB ¢ HapylleHneM (PyHKIMU TOYeK KOHLIEHTpaIUs JJaMUuByinHa B 11a3me kpoBu (AUC)
NOBBIIIIEHA BCJIEJCTBUE CHIKEHHOro KiMpeHca. Takum o0Opa3oM, NalMeHTaM C KIHPEHCOM
KpeaTuHHHA MeHee 50 MJI/MUH He0OXOAMMO YMEHBIIEHUE 1035l TAMUBY/INHA.

Tayuenmoi ¢ napywenuem GynKyuu nevenu

I[aHHBIe O MPUMCHCHHU JIaMUBYJHHA Y MTAIITUCHTOB CO cpeJ:[Heﬁ U TSDKEJIOH CTEIEHBIO HapyHICHUA
q)YHKI_II/II/I Me4YCHU CBUACTCIBLCTBYIOT O TOM, YTO HAPYIICHUC (I)YHKLII/II/I MEYCHU CYHICCTBECHHO HE
BJIMACT Ha Q)apMaKOKI/IHeTI/IKy JIaMUBYIHHA.

bepemennocmo

(DapMaKOKI/IHCTI/IKa JJaMUBYIHHA IIpH 6epeMCHHOCTI/I HC OTIIMYACTCA OT €ro (I)apMaKOKI/IHCTI/IKI/I B
CJIydac OTCYTCTBHA GCpeMeHHOCTI/I. KOHI_ICHTpaI_[I/ISI JJaMUBYIHMHA B CBIBOPOTKC KpPOBU JeTen Ipu
POXKIACHUN OblIa aHAJOTHMYHA TAaKOBOH B CBIBOPOTKEC KPOBU MATCpu U HyHOBHHHOfI KpOBH Ha
MOMCHT pOoAOpa3spClliCHudA, YTO CONIACyCeTCd C JaHHBIMA O I[MACCUBHOM JIIPOHUKHOBCHUU
JIJaMUBYAWHA 4Y€PEC3 IIJIALCHTY.
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INOKA3AHUSA K IPUMEHEHUIO
Jleuenne BUY-uHbpeknuu B cocTaBe KOMOWHUPOBAHHOW aHTHUPETPOBUPYCHOW Teparuud Yy

B3pPOCJIbIX U ,I[eTefI.

ITPOTUBOIIOKA3AHUA

o [ToBbilIeHHAsT YyBCTBUTENBHOCTh K JIAMHUBYIAUHY WM JIIOOOMY JPYroMy KOMIIOHEHTY
npernapara.

B crenyromux ciydasx nmpuMeHeHue mpernapara B JIeKapcTBEHHOM (popMe TabaeTKu HEBO3MOKHO
B CBSI3U C HEOOXOAMMOCTBIO KOPPEKIIMH J103bI; B JAHHBIX CITy4dasx CJIeAyeT UCIOIb30BaTh Mpenapar
B JICKapCTBEHHOH (opMme pacTBOp ISl MpueMa BHYTpPb (cM. paznen «Crnocod mpuMeHeHUs u

JIO3BI»):
. JIETU C Maccoi Tena MmeHee 14 Kkr (111 1aHHOM JIeKapCTBEHHOW (OpMBI);
. JIeTH ¢ Maccoii Tena ot 14 kr 10 MeHee 25 KT 1 HapymeHneM (YHKIUU TOoYeK (U1l JaHHOM

JIEKapCTBEHHOH (hOPMBI);

o B3pOCIbIE M JIETH C MAaccoil Tena He MeHee 25 KI' M HapylleHUeM (PyHKIMM MOYEK INpH
KJIMpeHce kpeatnHuHa MeHee 30 MiI/MUH (U1 JAHHOM JIEKapCTBEHHOU (DOPMBI).

INPUMEHEHHUE IIPU BEPEMEHHOCTH W B [IIEPHOJA TIPYJAHOI'O
BCKAPMJUINBAHMUS, BIUAHUE HA ®EPTUJIBHOCTD

bepemenHocTh

Kak npaBuio, npu NpUHATHH PELICHUs 00 HCIIOIB30BAHUN aHTUPETPOBUPYCHBIX IpEnapaToB s
neuennst BUY-undexnumn y OepeMeHHBIX JKCHIIMH M, KaK CJICICTBHE, ISl CHIDKEHHS PHCKa
BepTUKanbHOM nepenaun BUY-uHpekunn HOBOPOXKIEHHOMY CJEIyeT YYHUTHIBaTh JaHHbIE
MCCJIEJOBAaHUM Ha )KUBOTHBIX, @ TAK)KE KIIMHUYECKUHN ONBIT IPUMEHEHUS Y OEpEMEHHBIX KEHILUH.

HccnenoBanus 1O TPUMEHEHHIO JIAMUBYIWHA Y JKMBOTHBIX IIOKa3alHd yBEJIHMUYEHHE paHHEH
AMOPUOHAIILHOM CMEPTHOCTH y KPOJIMKOB, OHAKO Y KpbIC JaHHBIN 3P dexT He HaOmonaics. boio
YCTaHOBJIEHO, YTO y YeJIOBEKa BO3MOXKHA ITepe/iada JJAMUBYIMHA Yepe3 TUIAIICHTY.

VY OepeMeHHBIX JKEHIIMH, Ody4YaBUINX JaMuByauH, 6onee 1000 ncxonoB 6GepeMEHHOCTH HOCIe
NpUMEHEHHsS BO BpeMms mnepBoro Tpumectpa u 0Oonee 1000 mcxomoB OepeMEHHOCTH MOcCie
IPUMEHEHHUS BO BpeMsl BTOPOIO U TPEThEro TPUMECTpa JIEMOHCTPUPYIOT OTCYTCTBHE
Maib(OpPMAaTUBHOTO M (eTalbHOIO/HEOHATAIbHOIO BO3AeHcTBUs. JlekapcTBEHHBIN mpemnapar
Snuup® MOXHO IIPUHUMATH BO BpeMs OEpEMEHHOCTH B Cilyyae KIMHHYECKOH HEOOXOIMMOCTH.
Ha ocHOBaHMHM JOCTYNHBIX NaHHBIX MOXKHO CJE€NaTh BBIBOA O TOM, YTO HpPHU NPUMEHEHUH
npenapara JnuBup® y 4ea0BeKa PUCK BPOKIEHHBIX MATOIOIH MaJOBEPOSTEH.

Jns BUY-unUUIMPOBaHHBIX >KEHIIMH C KO-MH(EKIHeW BHUPYCOM TIeraruTa, MOJydYaroluX
Teparnuio JAMUBYIHUHOM, B CIy4yae HACTYIUIEHHUS OEPEMEHHOCTH CIIeyeT YUUThIBATh BO3MOKHOCTh
peuuaMBa refnaruTa rnocjie NpeKpalleHrs IPUMEHEHN S JIAMUBYIMHA.
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Mumoxonopuanvuas ouc@yHkyus

B uccnenoBanusx in vitro u in vivo ObUIO MPOIEMOHCTPUPOBAHO, YTO AHAIOTH HYKJICO3UIOB U
HYKJIEOTH/IOB CHOCOOHBI BBI3BIBATh MOBPEXKIECHUS MUTOXOHAPHUI pa3MYHON cTeneHu. bpiau
3apEruCcTPUPOBAHbl COOOIICHHSI O MUTOXOHJPUATIHLHONW NTUCHYHKIUHN y AeTei, MOJBEepraBIINXCs
BO3/ICMCTBHIO aHAJIOTOB HYKJICO3HI0B BHYTPUYTPOOHO H/UIIK B TIOCIEPOAOBOM MEPHOJE.

Ilepuoa rpyniHoro BCkapMJauBaHUs

Ilocne mnpuemMa BHYTpPh JIAMUBYAMH BBIIEISETCA B TIPYJHOE MOJOKO B KOHIEHTpAlMsX,
AQHAJIOTMYHBIX KOHLIEHTPALUIM, OOHAPY>KEHHBIM B CBIBOPOTKE KpoBHU. Ha ocHOBaHMM pe3ynbTaToB
ucciaenoBanust Oonee 200 map «MaTh/pebeHOK», mModaydaBmux Tepanuio BUY-unbeknnw,
KOHLIEHTpALMsl JIAaMUBYJMHA B CBIBOPOTKE KpPOBHM JETE€H, HAXONAIIMUXCS Ha TIPYIHOM
BCKapMJIMBaHUU y Marepeil, nmonydaBmux Tepanuto BUY-undexunu, oyenr Hu3ka (<4 % or
KOHIIGHTPAIIMK B CHIBOPOTKE KPOBU MAaTe€pH) U MOCTEIIEHHO YMEHBIIAETCS 0 HEONPEAeIsieMOro
YPOBHS NP TOCTHKEHUU FPYIHBIMU 1Ie€ThbMU 24-HeenbpHOro Bo3pacTa. JlaHHbIe Mo 6e30macHOCTH
MPUMEHEHHUS JTJAMUBYJMHA y JETei MIIaJIIIe TpeX MecsIeB OTCYyTCTBYIOT. BUU-un(uirpoBaHHbIM
JKCHIIIMHAM HHU TPU KaKUX OOCTOSTENbCTBAX HE PEKOMEHAYETCS MPOBOIUTH TPYIHOE
BCKapMIIMBaHue BO u3bexanue nepenaun BUY pebenky.

DepTHIBHOCTD

Pe3ynbTaThl UCClIeIOBaHMI HA )KUBOTHBIX MMOKA3aJld, YTO JIAMUBYJIMH HE OKAa3bIBACT BIIMSHHUC HA
(bepTUIBHOCTD.

CIIOCOBb TPUMEHEHMUA 1 103bI
I[Ipenapar DnuBup® N0KEH HA3HAYATHCS BPAuOM, MMEIOIMM OIBIT JedeHus BUU-undpexuumy.
[penapar DnuBup® NPUHUMAIOT BHYTpPb BHE 3aBUCHMOCTH OT IIPHEMA MUIIH.

I[J'IH o0OecrieuyeHrs] TOUHOCTH AO3UPOBAHUS TIpCriapara Ta0JIeTKH PEKOMCHAYCTCS NPOITIAThIBATH
INOJIHOCTHBIO, 0e3 U3MECIBYCHUS. I[J'ISI MNaluCHTOB, KOTOPBLIC HCIBITBIBAIOT TPYAHOCTH C
MMponIaTbIBAHUECM Ta6J'IeTOK, npeaHa3sHauYCHa JICKAPpCTBCHHAA (l)OpMa pacTBOpa AJid IIprueMa BHYTPb.
B kauectBe AJIBTCPHATHUBBI ~ JIOITYCKACTCA  HU3MCJIBYCHHC TabJICTOK C nocjaeayronum
NepeMCIINBaHUEM C HEOOJIBIIUM KOJIHUYECTBOM HOHYTBepHOﬁ MU UKW KUAKOCTH, IIPHU 3TOM
MOJIYYCHHYIO CMECh HeO6XOI[I/IMO MMPUHATH BHYTPb IOJIHOCTBIO U HE3AMCAJIUTCIILHO.

[Tpumenenue npenapara B popme TabieTok y 1ereit ¢ maccoii Tena MeHnee 14 Kr npoTHBOIOKA3aHO
B CBSI3M C HEBO3MOXHOCTBIO KOPPEKLMH J103bI B 3aBUCUMOCTU OT Macchl Tena. [lersam ¢ Maccoit
Tesia MeHee 14 Kr ciiefyeT Ha3HayaTh npenapat B (opMe pacTBopa JAjsl IpUeMa BHYTPb.

ITpu nepexone oT pexuma Ipruema JiBa paza B CyTKH K PEKUMY ITpUEMa OJUH pa3 B CYyTKH CIELYET
IIPUHATH [IEPBYI0 PEKOMEHIyEMYIO OJHOKPATHYIO 03y MPUMEPHO uepe3 12 4 mocie nocinenHen
OPUHATOM 7036l MO PEXHUMY JBYKPAaTHOrO IIpueMa, a 3aTeM MpoAoJDKaTh IPUHUMATh
PEKOMEHAYEMYIO OJHOKPATHYIO 703y NMpUMEPHO Kaxable 24 4. [Ipu Bo3Bpare Kk pexuMy npuema
JIBa pa3a B CyTKU CJIEIyeT IPHUHSITH NEPBYIO PEKOMEHAYEMYIO /103y 10 PEKUMY IBYKPAaTHOTO
IpreMa MpUMEpPHO uepe3 24 4 nociie nocaeaHel MPUHATON OJHOKPAaTHON J03bI.
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[Tpu nepexoze ot mpuema npemnapara B opMe pacTBopa K rpuemy npemnapara B hopme TableTox,
WIM HAo0O0pOT, HEOOXOAMMO CJIENOBAaTh PEKOMEHJAlWsM [0 JJI03MPOBAHMIO Tperapara,
YCTaHOBJICHHBIM JJIs1 KaX/10H KOHKPETHOU JIeKapCTBEHHOU (hOPMBI.

B3pocavie u 0emu ¢ maccoit mena ne menee 25 ke

Pexomennyemas no3a jamuByarHa coctasiisieT 300 mr B cyTku: mo 150 Mr Ba pasza B CyTKH WU
1o 300 Mr olMH pa3 B CYTKH.

Oco0ble rpynnbl NaNUEHTOB
Jlemu ¢ maccoit mena om > 20 ke 0o < 25 ke
Pexomenmyemas o01iasi cyrouHas 103a JIJAMUBYIMHA COCTABIISACT 225 MT:
2 Tabnerku 150 mr (75 mr) yrpom u 1 nenas tabnetka 150 Mr Beuepom, uiu
— 1 u ' tabnerku 150 mr (225 mr) oguH pa3 B CyTKH.
Ilemu ¢ maccoi mena om 14 ke 0o < 20 ke
Pexomenayemas o0riasi cyTouHasi o3a JaMUBYIHHA cocTaBisieT 150 mr:
— Y2 rtabnetku 150 mr (75 Mr) 1Ba pasza B CyTKH WA
— 1 uenas Tabnerka 150 Mr ouH pa3 B CyTKH.
Tlayuenmwi nodicunoco eo3pacma

I[aHHBIe o NpUMCHCHUIO JIaMHBYJIUHA Y JTOM KaTeropruu IAalUCHTOB OTCYTCTBYIOT, OJHAKO
ciaeayer CO6J'II-O,I[aTI> OCO6y'IO OCTOPOXKXHOCTD IIpU NIPUMCHCHHU IIpClIapara y TaKux IallUCHTOB B
CBA3HU C BO3pACTHBIMU M3MCHCHUSAMMU, TAKUMHU KaK YXYAIICHUC (I)YHKI_II/II/I IIOYEK U U3MCHCHHUC
rokasarenen KpOBH.

Tayuenmoi ¢ napywenuem GyHKyuu nouex

VY manueHToB ¢ HapylleHHeM (YHKIHMH MOYEK CpeAHEH M TSDKENOH CTeNeHU KOHIEHTpauus
nJamuByAnHA B 1u1azMe KpoBu (AUC) moBblleHa BClEACTBUE CHWKEHMS KiupeHca. [loatomy y
NAalMEeHTOB C KIMpPEHCOM KpeaTuHMHa MeHee 30 MUI/MHUH JJIi CHMKEHHMS [J03bl HEOOXOJIUMO
NPUMEHSATH mpenapar dnuBup® B JEKapcTBEHHOH (opMe pacTBOp i HpUEMA BHYTPh (CM.
TaOJIUILy HUXKE).

PexoMenmanmu 1mo noadopy A036I Y B3pOCHBIX U JeTEe ¢ MAacCOil Tejia He MeHee 25 KT

Kimpenc kpearnHuHa IlepBas no3a Hoanep:xkuBaromas 103a
(MJ1/MMH)
ot 30 no 50 150 mr 150 mr oguH pa3 B CyTKH
menee 30 [IpoTrBoOMOKa3aHO (IS JAHHOM JIEKapCTBEHHOH (POPMBET).
Heo6xoauMo npuMeHeHue npenapara dnuBup® B 1eKapCTBEHHOM
(dhopme pacTBOp AJis TpueMa BHYTPb.

VY nereli ¢ maccolt Tena ot 14 kr 10 MeHee 25 Kr U HapyleHueM (QYHKIHMH MMOoYeK HeoOXOAMMO
NpUMeHeHHe Tpenapara JnuBUp® B IeKapCTBEHHOH (opMe pacTBOp Ul MPHEMa BHYTPb.
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Tayuenmul ¢ napywenuem ynkyuu nevenu

JlanHble, TOJTy4YEHHbIE y MALMEHTOB C HapylleHHeM (QYHKIMU TE€YeHH CpelHed U TshKeIou
CTENEHH, IMOKA3bIBAIOT, UYTO MUC(HYHKIUS IMEYEHU HE OKa3bIBAET CYIIECTBEHHOE BIMSHHUE Ha
(bapMakOKMHETHKY JaMHUBYyAHHA. VcXoas W3 3TUX JaHHBIX, IS HAIMEHTOB C HApyIICHUEM
(GYHKIMY NTE€YeHH CPEIHEN U TSHKEIION CTereHU KOPPEKIHs A03bl He TpeOyeTcs, 3a UCKITIOUeHUEM
Clly4aeB, KOrja HapylleHue (GyHKIMH IeYeHHU COMPOBOXKAAETCS HapyIIeHHeM (QYHKIH MOYeK.

MMOBOYHOE JIEICTBUE

OmnmncaHHple HIDKE HEKelaTeIbHEIC p€akuuu OTMEYAINCh IIPU JICUCHUHU BI/II‘I-I/IH(l)CKI_II/II/I
JJAMUBYOIUHOM.

HexenarenpHble peakiuu, Kiaccu(UIMPOBAHHBIC KaK CBS3aHHBIC MM BO3MOXKHO CBSI3aHHBIC C
Tepanuel JJaMUBYJIHHOM, TIEPEYNCIICHBI HUKE B COOTBETCTBHH C MMOPAKEHUEM OPTraHOB U CUCTEM
OpPraHOB WM 4YacTOTOW BCTpeYaeMOCTH. YacToTa BCTPEYAaEMOCTH OIPEICISETCS CIEAYIOIINM
obpazom: ouenwv uacmo (> 1/10), yacmo (> 1/100 u < 1/10), neuacmo (> 1/1 000 u < 1/100), peoko
(>1/10 000 u < 1/1 000), ouenv peoxo (< 1/10 000). B mpenenax ka)xaoil KaTeropuud 4acTOTHI
HEXKEJaTeNIbHbIC PEaKIIUU MPEJICTABICHBI B TIOPSIIKE YOBIBAHHS CEPhE3HOCTH.

YacToTa BCTPEYaEeMOCTH HeKeJIaTeJIbHBIX PeaKiuii
Hapywenus co cmoponst kposu u aumgpamuueckou cucmemul
Heuacro: HEHUTPOIECHUS U aHeMHUs (MHOTa B TSHKEIOH (opMe), TPOMOOIIUTOIICHHS.
OdeHb pelko:  MCTHUHHAS DPUTPOIMTAPHAS arlTa3us.
Hapywenus co cmoponwt obmena seugecme u numanus
Yacro: TUIIEPIaKTaTeMHUS.
OdeHb penko:  JaKTOAIUA03.
Hapywenus co cmoponwt HepsHotl cucmembl
Yacro: rojioBHas 00Jib, 0€CCOHHHIIA.
Ouenb penko:  nepudepuyeckas HeHponaTus, B TOM YHCIIE MapeCcTe3 .
Hapywenus co cmoponst ObixamenvHot cucmemvl, Opeanos 2pYOHOU KIemKU U CPedOoCHenus
Yacro: Kallleab, Ha3aJabHbIE CHMIITOMBI.
Hapywenusi co cmoponwi dceny0ouHo-Kuueuno2o mpaxkma
Yacro: TOIIIHOTA, PBOTA, OOJIb WM CIIa3MbI B )KUBOTE, TUApeEs.
Penxo: MaHKPEATHT, OBBIIICHNE aKTUBHOCTH CHIBOPOTOYHON aMUIIa3bl.
Hapywenus co cmoponst neyenu u scenyesbl8o0auux nymetl

Heuacro: TPaH3UTOPHOE  TIOBBIICHHE  AKTUBHOCTH  IEUYEHOYHBIX  (PEPMEHTOB
ananuHamuHoTpancdepassl (AJIT), acnapraramunorpanchepasst (ACT).

Penxo: TelaTuT.
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Hapywenus co cmopomst kodicu u nOOKONHCHbIX MKaAHel

Yacro: CBHITIb, aJIOTICIIHS.

Penxo: AHTMOHEBPOTUYECKUM OTEK.

Hapywenus co cmoponsl cxenemuo-mwviuieuHol u cOeOUHUMeNbHOU MKAHU
Yacro: apTpajTHs, MBIIICYHBIC HAPYIIICHUS.

Penxo: pabIOMHOITHU3.

Obwue paccmpoiicmea u HapyueHus 8 Mecme 86e0eHUs

Yacro: YYBCTBO YCTaJIOCTH, HEJIOMOTAHHE, JTUXOPAJIKA.

3aperucTpupoBaHbl Cllydad pa3BUTHS OCTEOHEKPO3a, B YAaCTHOCTH, Yy TAalMEHTOB C
oOuienpru3HaHHbBIMU (haKTOpaMu pHUCKa, Ha NpoABUHYTON crtanuu BUY-undexuunu wumm npu
JUIUTETIbHOW KOMOWHHUPOBAHHOIN aHTHUPETPOBHPYCHOM Tepamuu. YacToTa BCTpeuaeMOCTH 3TOTO
SIBIICHUSI HEU3BECTHA.

Bo BpCM: IIPOBCACHUA aHTHpeTPOBHPYCHOﬁ TEpaIluy MOKET OTMEYATbCA YBCIIMUCHUC MACChI TCJIA,
ad TAKIKC ITOBBIMNICHNC KOHICHTPAIKWHN I'NTFOKO3bI U JIMIIMAOB B KPOBH.

Y BUY-uHOUUMPOBAHHBIX MALUEHTOB C TSXKEIbIM HMMYHOAEDUIMTOM Ha MOMEHT Havaia
KOMOMHUPOBaHHOM aHTUPETPOBUPYCHOM TEPAIMM BO3MOKHO Pa3BUTHE BOCHAIUTENILHON peakIuu
Ha (oHEe OECCHMNTOMHBIX OINIOPTYHUCTHMUYECKMX HH(MEKUMH WIM HUX OCTaTOYHBIX SIBJICHUH.
AytonMMyHHbIe 3a00sieBaHUs (Takue Kak Oosie3Hb ['peiiBca M ayTOMMMYHHBIM I'elaTuT) Takxe
HaOroanuch Ha (JOHE BOCCTAHOBJICHHMS MMMYHUTETA, OHAKO BpeMs MEPBUYHBIX MPOSBICHUN
BapbUPOBAJIO U 3a00JIeBaHKE MOTJIO BOZHUKATh Y€Pe3 MHOT'O MECSIIEB [I0CTIe Hayaja Teparuy.

Jlemu

669 nereil B Bo3pacte oT 3 mecsues 10 17 net, uHuuupoBanHbix BIU-1, koTopsle momydanu
abakaBUp M JIAaMUBYJIMH OAMH WJM JIBa pa3a B CYTKM, IPUHUMAJIM y4acTHE B MCCJIEIOBAaHUU
ARROW (COL105677). ¥ nauueHTOB AETCKOIO BO3pacTa, MPUHUMABIINX Ipernapar OAWH WX
JIBa pasa B CyTKH, HE ObLJIM BBISBIICHbI JONOIHUTENbHBIE TPOOJIEMBI, CBSI3aHHbIE C 0€30I1aCHOCTHIO,
110 CPAaBHEHUIO CO B3POCIIBIMU NAL[UEHTAMH.

INEPEJTO3UPOBKA

CuMnToMbl 1 NMPpU3HAKH

Kaxkune-nmu6o CHGI_II/I(I)I/I‘-ICCKI/IG MpU3HAKW UK CUMIITOMBI 0CTpOI71 NEepCA03UPOBKHU JIAMUBYIUHOM HE
BBISAIBJICHBI, 3da UCKIIFOUCHUEM TCX, KOTOPBIC ICPCUUCIICHBI B KAYCCTBC HECIKCIIATCIIbHBIX peaKHI/Iﬁ.

Jleuenune

B CJIydac nepeao3npoOBKU CICAYCT KOHTPOJIHUPOBATE COCTOAHUC MMAIUCHTA U 10 HeO6XOIlI/IMOCTI/I
MNpOBOAUTH CTAHAAPTHYIO NMOAACPIKUBAIOIIYIO TCPAIIUIO. HOCKOHLKy JIAaMUBYIHUH BBIBOAUTCA U3
opranu3Ma C IMOMOLIbIO Juainida, I JICUCHUA TMCPCAO3UPOBKH BO3MOXKHO TMPUMCHCHHC
HCIIPECPBIBHOT'O IEMOJnainia, OAHAKO CIICHUAJIbHBIC UCCIICAOBAHN A HE TPOBOAUIINCE.
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B3AVMMO/IEMCTBUE C IPYTUMU JEKAPCTBEHHBIMHU CPEJICTBAMUA

HccnenoBanus 1eKapCTBEHHBIX B3aUMOICHCTBUIN OBLIIN MTPOBEEHBI TOJIBKO C YHaCTHEM B3POCIBIX
MAIUEHTOB.

MeTtabonuyeckoe BSaHMOﬂCﬁCTBHe JJaMUBYJIWHA C APpYTUMHU IIpEriapataM MaJIOBEPOSITHO B CBA3U
C €I'0 HE3HAYUTCIIbHBIM MeTa6OJ'II/13MOM, OI'paHUYCHHBIM CBA3LIBAHUCM C OeJIKaMH IIJIa3Mbl KpOBHU
N IIPAKTUYCCKH ITOJHBIM BBIBCACHUEM YE€PE3 ITIOUYKKU B HEU3MCHCHHOM BHUC.

OMHOBpEeMEHHOE TNPUMEHEHHE KOMOHMHAIMK TPUMETONPUM + Cylb(aMeToKca3oll B JI03€
160 mr + 800 Mr (Ko-TpUMOKCa30J1) MPUBOJUT K MOBBIIICHHUIO YKCITO3UIIMH JaMUuByauHa Ha 40 %,
410 OOYCIIOBJICHO HAIMYMEM TPHMETONPHMA; HAJH4Yue CyJIb(paMeToKca3oja HE OKa3bIBacT
BJIMSIHAE HAa (hapMaKOKUHETUKY JIaMUBYIMHA. OJHAKO, 32 UCKIFOYEHUEM MAIUCHTOB C TIOYSYHON
HEJIOCTaTOYHOCThIO, KOPPEKIUs J03bl JIAMUBYJIMHA HE TpeOyercs. JlaMMBYyJAMH HE OKa3bIBacT
BIMSIHAE Ha (PapMaKOKMHETHKY TpUMETONpuMa Win cylibdameTokcazona. B cimydae, korma
OJTHOBPEMEHHOE TPUMECHEHUE KO-TPHUMOKCA30JIa SIBISICTCS ONPAaBIAHHBIM, MMAIUEHTHI JIOJDKHBI
HAXOJUThCS TOJ KJIMHUYECKUM HabOmrogeHueMm. Cienyer m30eraTb COBMECTHOTO NMPUMEHCHHS
JIAMUBYJIMHA C KO-TPUMOKCA30JIOM B BBICOKHMX J103aX ISl JICYCHUS ITHCBMOHHH, BBI3BAaHHOM
Pneumocystis jirovecii, 1 Tokcoriasmosa.

CrnenyeT y4uThIBaTh BO3MOXKHOCTh B3aUMOJICHCTBUS JAMHUBYJWHA C JIPYTUMH OJIHOBPEMEHHO
MPUMEHSIEMBIMU JIEKapCTBEHHBIMU IpernapaTamMu, B OCOOCHHOCTH C TEMH, Y KOTOPBIX OCHOBHBIM
MEXaHHU3MOM BBIBEJICHHS SIBJISICTCS] aKTUBHAS KaHAIbIIEBasl CEKPELUs Yepe3 CUCTeMY TpaHCIopTa
OpraHMYECKUX KaTUOHOB (Hampumep, TpuMmeTonpum). [lpyrue [nedcTByOIIME BeEIECTBA
(Hampumep, paHUTHAWH, MUMETHAMH) JUIIb YaCTUYHO BBIBOAATCA C TOMOIIBIO YKa3aHHOTO
MEXaHH3Ma M HE B3aMMOJACHCTBYIOT C JIaMUBYAMHOM. AHAJIOTH HYKIEO3UIOB (HaIpHUMep,
TUIaHO3WH, 3UI0BYIMH) HE BBIBOJSTCS ITOCPEICTBOM JAHHOTO MEXaHU3Ma, U UX B3aUMOJICHCTBHE
C JIJAMUBYJAMHOM MaJIOBEPOSITHO.

[Ipy oAHOBpEeMEHHOM MPUMEHEHUH JaMHUBYJIWHA M 3UAOBYAMHA HAOIIOJAeTCsl yMEpeHHoe (Ha
28 %) yBenmueHne Cmax 3WJOBYIHMHA B IUIa3Me KPOBH, MPH 3ToM obiras skcrnosunus (AUC)
CYIIIECTBEHHO HE M3MEHSETCS. 3UAOBYANH HE BIUSIET Ha (PapMaKOKWHETUKY JTaMUBYIUHA.

HpenapaT 3HI/IBI/Ip® HC CIICAYCT NIPUHUMATL OAHOBPEMCHHO C APYI'MMHU aHAJIOTaMH HUTUJIWHA,
TaKMMHU KakK 3MTpI/II_II/ITa6I/IH, B CBs3H C €0 CXOACTBOM C JAaHHBIMH IIpCIiapaTaMu. KpOMe TOTO,
npemnapar 3HI/IBI/Ip® HEC CJICAYCT IPUHUMATD C JFOOBIMH APYIr'UMH JICKAPpCTBCHHBIMU IIPCIIapaTaMu,
COACpKAIIUMH JIAMUBY JIUH.

Invitro namMuBYAMH WHrHOMpYeT BHYTPHKIETOUHOE (ochopHIrpoBaHUE KIAIpUOUHA, 4YTO
o0ycnaBIMBaeT MOTEHUUAIbHBIH pHUCK 1OTepH 3()(HEKTUBHOCTH KIAApuOMHA B Cilydae
KOMOMHUPOBAaHUSA B YCIOBUSX KJIMHUYECKOM NMpakTUKH. HekoTopble KIMHUYECKHE TaHHbIE TaKKe
MOJATBEPXKIAIOT BO3MOXKHOCTh B3aUMOJICHCTBUS MEX/1y JJAMUBYAMHOM U Ki1aapuounom. [Tostromy
OJTHOBPEMEHHOE MTPUMEHEHHE JIaMUBYIMHA U KJIaIpuOHHA HE PEKOMEHIOBAHO.

[utoxpom CYP3A He BoBieueH B MeTa0OJIM3M JIaMUBYJMHA, MO3TOMY B3aUMOJEHCTBHE C
JIEKapCTBEHHbIMM MperapaTamMM, KOTOpble METaOONU3UPYIOTCS 3TOH CcHUCTeMOll (Hampumep, ¢
MHTUOUTOpPAMHU MTPOTEa3bl), MAIOBEPOSITHO.
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OnHOBpeMeHHOE NMpUMEHEeHHe pacTBopa copourtona (3,21, 10,2 1, 13,4 r) ¢ OMHOKpaTHOH 10301
namuBynuHa 300 Mr B popme pacTBOpa sl pueMa BHYTPb Y B3POCIIBIX 3A0POBBIX JOOPOBOJIBLIEB
MPUBOAMWIIO K J10303aBUCUMOMY CHIDKEHUIO skcno3uimu JamuBynnHa (AUC«) Ha 14 %, 32 % u
36 % u Cmax namuByguHa Ha 28 %, 52 % wu 55 %. Ilo BO3MOXHOCTH CclieAyeT u30erarh
OTHOBPEMEHHOTO IPUMEHEHHSI JIAMUBYIMHA ¥ COPOUTONI-COAEPIKAIIMX MTPENapaToB, TH00 clieayeT
paccMOTpeTh BO3MOXKHOCTH 0o0Jiee 4acToro KOHTpPOJisi BUPYCHOH Harpy3ku BHUY-1 B ciyuasx,
KOTJIa HEBO3MO)KHO M30€KaTh [UIUTEIIEHOTO OAHOBPEMEHHOTO IPUMEHEHUS 3TUX MIPETapaToB.

OCOBBIE YKA3AHUA
I[IpuMeHenue penapata InuBUP® B KAYECTBE MOHOTEPAIIHU HE PEKOMEH/IYeTCs.
Hapyumenne pyHKIuu noyex

Y manueHToB ¢ HapylmieHHeM (QYHKIUH TMOYEK CpeIHEH M TSHKEIOW CTENCHW KOHICHTpAIUs
namuByuHA B Tutazme kposu (AUC) moBsIllieHa BCICICTBUE CHIKEHUS KIIMPEHCA JIAMUBYIMHA,
MOATOMY TaKHUM IMAIMEHTaM TPEOYeTCsI KOPPEKIIHS T03bI.

TpoiiHas HYKJI€03UAHAS Tepanus

boitn mosydeHsl COOOIIEHHST O BBICOKOM 4YacTOTE CIIy4yaeB BHUPYCOJOTMYECKOW HEyJauu u
BO3HUKHOBEHUH PE3UCTEHTHOCTH HA PaHHEM 3Tare NMpH MpHUeMe JIAMUBYIMHA B KOMOMHAIIUU C
TeHO(OBUpa AM30IMpPOKCHIa (hymapaTtoM U abakaBUpOM, a TakKe ¢ TeHO(OBUpPA JU3OMPOKCUIIA
dbymapaToM U TUIaHO3WHOM B PEXKHME OJIMH Pa3 B CYTKHU.

OnnopryHucTuyeckue HHPeKIun

V nanueHToB, MOJIyYalomuX IIpenapar JnuBup® WM Apyrdue aHTUPETPOBUPYCHBIE MIPEHapaThl,
MOTYT Pa3BUTHCS ONIMOPTYHUCTHYECKHE MH(EKIMU uim Apyrue ocnoxkueHuss BUY-undexmum,
MIOSTOMY TAlMEHTHI JOJDKHBI HAaXOAMUTHCS IMOJ TIHIATEIbHBIM HAOIIOJICHHEM Bpaueil, MMEIOLIIX

OmBIT JeueHus nanueHToB ¢ BUU-acconmupoBanHbIME 3a00JI€BAaHUSIMU.
ITankpearur

OnucaHbl peKue clydan Pa3BUTUs HaHKPEaTHTA U IPMMEHeHuH npenapara dnusup®. OnHaKo
HE YCTaHOBJIEHO, BBI3BAHO JM 3TO OCJOXKHEHHE ICHCTBHEM JIEKapCTBEHHOIO IIpenapara Win
ABJIIETCSl CIIEACTBHEM OCHOBHOro 3aboneBanus — BUY-undexuuun. Jleuenune npenapatom
Snuup® HEOOXOAUMO HEMEIJIEHHO NPEKPATUTh IPHU MOSBICHUM KIMHUYECKMX CUMIITOMOB HIIH
71a00paTOPHBIX JIAaHHBIX, CBUACTEIbCTBYIOIIMX O Ppa3BUTHM NaHKpeatuTa (Oosib B KHUBOTE,
TOILIHOTA, PBOTA WJIM TOBBIIIEHWE 3HAYEHUN OMOXMMHUUYECKUX MapkepoB). ClieyeT mpeKpaTuTh

MMpueM npenapara 10 UCKIIIOYCHUA JUarHo3a maHKpeaTur.
JlakToanmuao3 u BbIPpa’KCHHad remaroMerajaus €Co Crearo3om

HmeroTes cooOIIeHns 0 pa3BUTUH JIAKTOAIM103a U BBIPAXKEHHOM IelaToOMErajiy co CTeaTo30M, B
TOM 4YHUCJE C JETAIbHBIM MCXOJOM, BCJIEICTBHE AHTUPETPOBHPYCHOM TEpANMM aHaJIOraMu
HYKJIEO3UJIOB B BHJIE OTJENbHBIX MpEnaparoB WM B KOMOHMHAIMM, BKJIIOYas JIAMUBYIWH.

[TonoGHbIE SIBIEHNS OTMEUYAINCh IJIABHBIM 00Pa30M y JKEHIIHH.

Kmmandgeckne CUMIITOMEI, KOTOPBIC MOT'YT YKa3bIBaThb Ha PA3BUTHEC JIAKTOAIIMJ034, BKIIOYAIOT

00111y10 c1a00CTh, aHOPEKCHIO, CTPEMUTEIEHYIO HEOOBSICHIUMYIO MOTEPI0 MACCHI T€Ja, CHMITTOMBI
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MOPaKEHUS KEIyJOYHO-KUIIIEYHOTO TpaKTa (TOIIHOTA, pBOTAa W 0OJb B KHBOTE) M OPraHOB
JbIXaHUsI (OJBIIIKA U TAXUITHO?), HEBPOJIOTHIYECKHUE CUMITTOMBI (BKJIIOYas MOTOPHYIO CI1ab0CTBh).

JleueHnue aHaJloraMu HYKJICO3U 0B HCO6XOI[I/IMO IPCKPATHUTDH B cilydya€  pas3sBUTUA
CHUMIITOMATHYSCKOH THIICPJIAKTaTEMHUHA n METa0O0IHYECKOIO aqu[03a/naKToauHI[03a,
nporpeccnpylomel‘/'l renmaToMerajiny uin 6BICTpOFO ITOBBIIICHUSA aKTUBHOCTHU aMI/IHOTpaHC(l)epaS.

JlakToann103 0OBIYHO pa3BUBAETCA IMOCIIE HECKOJBKUX MecsleB jeueHus. Cneayer coOmoaath
OCTOPOXKHOCTh MpPH NPUMEHEHUH aHAJIOTOB HYKJIEO3WJIOB I JICYEHHUs JIOO0Oro MalueHTa
(0cO0EHHO — KEHIIUH C O)KUPEHHUEM) C reraroMeraiuei, renaTUToOM WK APYTUMU U3BECTHBIMU
dakTopaMu puUCKa TMOpPaKEHUS TE€YEHM U CTeaTo30M TMeueHu (BKIIoyYash MpUMEHEHHE
OIPE/ICTICHHBIX JIEKAPCTBEHHBIX MPENApaTOB M YIIOTPEOICHHE aTKOTOJIs).

MuroxoHapuaJdbHas TUCPYHKIUA B pe3yJibTaTe BHYTPUYTPOOHOI0 BO31eiiCcTBUS

AHaJoru HyKJIEO3UJI0B M HYKJIEOTHJIOB CIIOCOOHBI BBI3BIBATh PA3IMYHYIO CTEIIEHb MOBPEXKICHUS
MUTOXOHJIPHI, 4TO HauboJiee SAPKO MPOSIBISICTCA MPU MPUMEHEHUH CTaByAHWHA, NUIAHO3MHA U
3UJIOBYJIMHA. 3aperUCTPUPOBAHBI CIy4Yau Pa3BUTHUS MUTOXOHJpHAIbHON muchynkinuu y BUY-
OTPHUIATENIbHBIX JIETEH, OBEPraBIINXCsS BO3ACHCTBUIO aHAIIOTOB HYKJICO3UI0B BHYTPHYTPOOHO
W/WIM TIOCTIE POXKACHMSI, TJIABHBIM 00pa3oM 3TH Ciiy4au ObUIM CBSI3aHBI CO CXEMaMHM JICYEHUS,
colepkauMu  3uA0BYAMH. OCHOBHBIMHU  HEXKENATEIbHBIMU  PEAKIHSIMH  SBIISIUCH
reMaToJIorMueckue HapylleHus (aHeMus, HEWTPOINEeHHs) M HapylIeHHs oOMeHa BEIECTB
(runeprnakTaTeMusi, THUIEPIUINA3eMus). OTH HEXelaTeJIbHble pPEaKIUU YacTo SBIUIUCH
TPaH3UTOPHBIMU. BBUIM 3aperucTpUpOBaHbl PENIKHE CIydyah HEBPOJIOTUYECKUX PACCTPOMCTB C
MO3HUM HayalioM (MOBBIIIEHUE TOHYCA MBIIIL, CYJOPOTH, HAPYIIEHUS TIOBEIeHUs). SBISIOTCS
JM JaHHbIE HApPYIICHUS TPAH3UTOPHBIMH HJIM MOCTOSHHBIMH, B HACTOSIIEEC BpEeMs HEU3BECTHO.
BeposiTHOCTh pa3BUTUS MUTOXOHJIPHAILHON AUCPYHKIMU CIEAyeT paccMaTpuBaTh y JII0OOTO
peOeHKa, NOJBEpraBIIErocsi BHYTPHUYTPOOHOMY BO3JCHCTBHIO aHaJOraMu HYKJIECO3UAOB U
HYKJICOTUJIOB, C BBIP@XEHHBIMM KJIMHUYECKMMH CHMITOMaMH HESICHOM ATHOJNOTUH, B
0COOEHHOCTH HEBPOJIOTHYECKUMU paccTpoiicTBamu. [IpencTaBieHHbIE JaHHBIE HE BIMAIOT Ha
TEKYyIMEe PEKOMEH 1AM IO IPUMEHEHHUIO AaHTUPETPOBUPYCHOM Tepanuu y OepeMeHHbIX )KEHIIIUH
JUTSE PO MIIAKTUKY BepTUKaIbHOU nepenaun BUY-undeknunu.

Macca Tesia 1 00MEH BellecTB

Macca TCJIa, 4 TAKIKC KOHUOCHTPALUs JIMTINIO0B U I''TFOKO3bl KPOBHU MOT'YT HOBLIIATHECA BO BpEMHA
aHTHpeTpOBprCHOﬁ TCpaIrunu. OTH HW3MCHCHUS MOTYT OBITh YAaCTUYHO CBSI3aHBI C KOHTPOJIEM
3a00JIeBaHUS U 06pa30M JKU3HHU. bplmm IMMOJIYYCHBI JAHHBIC, IMOATBCPKAAOMINC B HEKOTOPBIX
CJIy4dasax BJIIMAHUC TCPAIIMU HAa KOHOCHTPAIUIO JIMITUAOB, B OTHOIICHHUU YBCIIMYCHUS MACChI TCJIa
TAaKHUC NAHHBIC OTCYTCTBYIOT. CJ'ICI[yeT IMPOBOAUTHL KOHTPOJIb KOHICHTPAIIUX JIMTINIO0B 1 TJIFOKO3bI
KpOBH B COOTBCTCTBUU C YCTAHOBJICHHBIMH PCKOMCHAAUWSAMHU I10 TCPAIIUU BI/II’I-I/IH(I)CKLII/II/I.
HapymeHmI JIUITUIHOTO oOmeHa HGO6XOI[I/IMO KOPPCKTHUPOBATH B COOTBETCTBUHU C KIIMHUYCCKUMU
IMPOSBJICHUSIMMU.

CI/IHIII)OM BOCCTAHOBJICHUA HMMYHHUTETA

Yy BHq-HH(pHHHpOBaHHBIX HNanMuECHTOB C TAXKCIIBIM I/IMMyHOI[e(I)I/II_II/ITOM Ha MOMCHT Hadaja
aHTHpCTpOBprCHOﬁ TCpaliiyi BO3MOXHO PpPa3BUTHUC BOCIAJIUTEIbHON pCaknuuu Ha (I)OHe
0eCCHUMIOTOMHBIX OMNIMOPTYHUCTHYCCKUX I/IH(l)CKI_[I/Iﬁ NI UX OCTAaTOYHBLIX ﬂBHCHHﬁ, 4TO MOXKET
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CTaTh MPUYMHON CEPhE3HOT0 YXY/IIICHUSI COCTOSIHUS WA YCYTyOIeHus: CHMITOMaTuKd. OGBIYHO
9TH PEakIMy BO3HUKAIOT B TECYCHHE MEPBBIX HECKOJNBKUX HEICTb MM MECSIEB IOCIe Havaia
AQHTHPETPOBUPYCHOM Tepanuy. THUIHYHBIMA [PUMEPAMH SIBJSIFOTCS IIHTOMETaJOBHPYCHBIN
PETHHUT, Te€HEepaaM30BaHHAS W/WIM OdYaroBasi WH(MEKIWs, BbI3BaHHAS MHUKOOAKTEPUSAMH, H
HCBMOHHS, BbI3BaHHass Pneumocystis jirovecii (Takke wW3BeCTHa KaK ITHEBMOLMCTHAS
naesMonusi, IIIT). TlosBieHHe JHOOBIX CHMIITOMOB BOCHAJE€HHs TpeOyeT HEeMEICHHOTO
00cyIe10BaHus U, IPH HEOOXOANMOCTH, JICUCHHUS.

AyTouMMyHHbIE 3a00JieBaHus (Takue Kak Ooyie3Hb ['peliBca U ayTOMMMYHHBIN TEMaTUT) TaKXKe
HaO0I0IaMCh Ha (pOHE BOCCTAHOBJICHUS UMMYHHUTETA, OJHAKO BPEMs IMEPBUYHBIX MPOSBICHUI
BapbUPOBANO, U 3a00J€BaHKE MOTJIO BOSHUKATh YepPEe3 MHOI'O MECAIIEB MOCIe Havyajla Tepanuu U
MHOTJ]a UMEJIO aTUITUYHOE TeUCHUE.

3a00/1eBaHuS NTEYECHU

ITamuenter ¢ XPOHHUYCCKHUM TI'CIIAaTUTOM B wam C, MMOoJIy4Jaromuume KOM6I/IHI/IpOBaHHy10
AHTUPCTPOBUPYCHYIO TCPAIINIO, XaPAKTCPU3YIOTCS MOBBIIICHHBIM PUCKOM PAa3BUTHUSA TAKCIIBIX U
HNOTCHIHUAJIBHO JICTAJIBHBIX HCKCIATCIIbHBIX peaKHI/Iﬁ CO CTOpPOHBI IICYCHH. B cjIydace
COHYTCTBYIOH_[eﬁ HpOTHBOBI/IPYCHOﬁ TCpalluu IeraTuTa B ymu C CJICAYCT TAKIKC O3HAKOMUTLCA C
COOTBCTCTBYOIINMHU NHCTPYKIUAMH 110 IIPUMCHCHHUIO NAHHBIX JICKAPCTBCHHBIX ITPCIIapPATOB.

Pe3ynbpTaThl KIMHUYECKUX HCCIENOBAaHUN M JaHHBIE MOCTPETUCTPALMOHHOIO HAOIIOICHUS
YKa3bIBalOT Ha TO, YTO y HEKOTOPBIX MAIMEHTOB C COIYTCTBYIOIIUM XPOHUYECKUM BHUPYCHBIM
renatutom B (HBV) npu ormene npemapata DnuBup® MOryT BO3HHUKATh KIMHMYECKHE I
nabopaTopHble TPU3HAKK pPELUIUBA TelmaTuTa, KOTOpble MOTYT HUMETh Oojee TsKesbie
MOCIEACTBHS Y MAIUEHTOB C JCKOMIICHCUPOBAHHBIM 3a00JieBaHUEM TeueHU. B ciydyae oTMeHbI
npenapara DnuBup® y MNAlUEHTOB C COMYTCTBYIOLIMM BHPYCHBIM TI'elaTUTOM B cnemyer
paccMOTpeTbh BO3MOXKHOCTh IPOBEACHUS MNEPUOJUYECKOTO KOHTPOJIS (YHKIMU MEUYEHH MU
MapKepoB peIIuKalliy BUpyca remnatuta B.

VY NanueHToB ¢ yKe CyIEeCTBYIOLIUM HapyleHHeM (pyHKIIUHM IIeUeHH, BKIII0Uasi akTUBHYIO (hopMy
XPOHMYECKOI'0 TenaThTa, OTMEUYaeTcs yBEeIMYEeHUE YacTOThl HapyIIeHUH (YHKIMHM MEYEeHU BO
BpeMs IIPOBeIeHNs] KOMOMHUPOBAHHON aHTUPETPOBUPYCHOM Tepanuu. Takue NareHThl JOJKHBI
HAXOJIUThCS MO/ HaONIOJIEHMEM B COOTBETCTBUHU CO CTaHAAPTHOM KIMHMYECKOW MPAKTUKOM.
Heo6xonumMo paccMOTpeTh BO3MOXHOCTb IMPHOCTAHOBIIEHUS WMJIM TPEKpAIIeHUs JIeYeHUs B
cilydae MposBICHUN yXy/IIIeHUs 3a00JIeBaHUS NTE€YEHU Y TAKUX MallMEeHTOB.

Ocreonexkpo3

HecMoTpst Ha TO, YTO 3THOJOTUS JTAHHOTO 3a00J€BaHUsS SBIAETCS MHOTO(AaKTOPHOU (BKIHOYAs
IpUEM TIIOKOKOPTUKOCTEPOMIOB, YMOTPEOJIEHUE aJIKOTOMsl, TSKEIYyI0 HMMYHOCYNPECCHUIO,
BBICOKMI MHJIEKC Macchl Teja), CIydyau OCTEOHEKPO3a Yallle BCEr0 BCTPEYAINCh Y MALlUEHTOB Ha
npoaBuHyTOM craaun BUY-undekunn w/miam JUIMTENBHO NPUHUMABIIUX KOMOWHUPOBAHHYIO
AHTUPETPOBUPYCHYIO Tepamnuto. [larentam cieayeTr oOpaTUThCs K Bpady, €CIIM OHU UCIIBITHIBAIOT
00JIM ¥ CKOBAaHHOCTh B CyCTaBax WM TPYAHOCTH NPU JBHKCHUU.
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B3anmoneiicTBue ¢ IPYrUMU JIEKAPCTBEHHBIMH CpeICTBAMU

[penapar Dnusup® He clefyeT MPUMEHSTh OJHOBPEMEHHO C IIpeNapaTaMy, COAEpKAllUMH
JaMHUBYJIMH WIHA SMTPULUTAOUH.

[TpumeHeHue TaMUBYIMHA B KOMOWHAIIMY C KJIAAPUOUHOM HE PEKOMEHTy€eTCS.
OcoOble rpynnbl NaNUEHTOB
Jlemu

B KIMHMYECKHX HCCIICOBAaHUAX Y JETEH, MONyYaBIIMX JAMHBYIWH B (OpME pacTBOpa s
npreMa BHYTPb OJIHOBPEMEHHO C JAPYTUMH aHTHPETPOBHPYCHBIMH Mpernapatamu B (opme
pacTBopa JJisl IprueMa BHYTPb, YaCTOTA CYIPECCHH BHPYCA U KCIIO3UIIUS JIAMUBYIMHA B TUIa3Me
KpPOBH OBUTM HWXKE, a PE3UCTCHTHOCTh BHPYyCa pa3BUBANACh Yallle, YeM Yy JCTEH, MOTy4aBIINX
npenaparsl B opme TabIeTOoK.

[To BO3MOXHOCTM HEOOXOIMMO UCIOJB30BaTh PEXKUM aAHTHUPETPOBUPYCHON  Teparuw,
BKJIIOYAIOIIMI Bce mpemnaparsl B ¢popMe TabneTok. JlamuBynuH B ¢opme pacTBopa Uil premMa
BHYTpb, IIPUMEHSEMBI OJHOBPEMEHHO C COpPOUTON-COAEpKAIMMHU  JIEKAPCTBEHHBIMU
npenaparaMmu, cCieqyeT NPUMEHATh TOJbKO B TEX CiIydasX, KOrja HEBO3MOXXHO HMpPHUMEHEHHE
peXHUMa Tepanuy, BKIIOYAIOIIETo Bce Mpemnaparsl B (hopMe TablIeToK, U KOr/a Mojib3a IPOBEACHUS
JIeYeHUs TIPEBbIIIAET BOZMOXKHBIE PUCKH, BKJIIOUAsi HU3KHI YPOBEHB cynpeccuu Bupyca. Cienyer
paccMOTpeTh HeoOXOAMMOCTh 0ojiee 4YacToro KOHTpoJsi BupycHoW Harpy3ku BUUY-1 npu
OJTHOBPEMEHHOM MPUMEHEHUH JIAMHUBYIUHA C [UIMTEIBHO MPUMEHSIEMBIMH COPOUTOII-
COJIep KaIMMHU MIpernapaTamH.

BJIMAHUE HA CIIOCOBHOCTD YIIPABJIATH TPAHCIIOPTHBIMU CPEJJCTBAMMU,
MEXAHU3MAMU

CHCHI/IaHBHHC HUCCIICAOBAHUA I10 HU3YYCHUIO BJIMAHUA CpPCACTBA Ha CIIOCOOHOCTH YHOpaBJIATb
aBTOMOOMIIEM U ABMIKYITUMUCA MCXaHU3MAaMU HE ITPOBOAUIINUCH. YuautsiBasg (l)apMaKOJ'IOFI/I‘leCKI/Ie
CBOMCTBaA JIJAaMUBYIHUHA, TAKOC BIIMSAHUC MAJIOBECPOSATHO. Tem He MCHCEC, ITPHU OLICHKC CIIOCOOHOCTH
ManucHTa yupaBJisATb aBTOMOOMIIEM/MEXaHU3MaMM CJICAYCT IPpUHUMATh BO BHUMAHUE €TO O6IJ_I€€
COCTOSIHHE, a TAKIKC XaPaAKTCP HCIKCIIATCIbHBIX peaKHI/Iﬁ JIJaMUBYIHHA.

®OPMA BBIITYCKA

Ta0neTku, NOKPHITHIE MIICHOYHOM 0005104K0H, 150 M.

[To 60 Tabnerok BO (yIakOH M3 MONHUITHIIEHA BBICOKOM IUIOTHOCTH, YKYNOPEHHBIH KPBILIKOM C
YCTPOUCTBOM, 3alIUINAIONIMM OT BCKPBITHS (JIaKOHA I€ThbMH, U KOHTPOJIEM IEPBOTO BCKPBITHSL.
@®nakoH BMECTE C MHCTPYKLIMEW MO NMPUMEHEHMIO B MAYKy KapTOHHYIO C KOHTPOJIEM IEPBOTO
BCKPBITHSL.

CPOK T'OJHOCTH
5 mer.

He MPUMCHATH IMOCJIC UCTCUCHUA CPOKA TOAHOCTHU, YKA3aHHOI'O Ha YIIAaKOBKE.
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YCJIOBUSA XPAHEHUSA
XpauuTth nipu Temneparype He Boime 30 °C.

XpaHUTb B HEIOCTYITHOM JJISI IETEeH MeCTe.

YCJIOBHUA OTIIYCKA

OTnycKaroT Mo peuentTy.

MPOU3BOJAUTEJIb

IIpou3BoauTeab (BbIMYCKAIOIINI KOHTPOJIb KayecTBa)

«Jlendapm [Toznanp Crrynka AkmpiiiHay / Delpharm Poznan Spotka Akcyjna

yn. I'proaBanbacka, 189, 60-322 Ilo3nanb, Ilonbma / ul. Grunwaldzka, 189, 60-322 Poznan,
Poland

HAUMEHOBAHUE n AJIPEC JAEPKATEJIA nJin BJIAEJIBIIA
PETHCTPAIHMOHHOI'O YAOCTOBEPEHUSA JIEKAPCTBEHHOI'O ITPEITAPATA
«BuuB Xenckep Benmukoopuranus Jlumureny / ViiV Healthcare UK Limited

980 I'peiir Bect Poyn, bpenrdopa, Muamicekc TW8 9GS, Benukobpuranus / 980 Great West
Road, Brentford, Middlesex TW8 9GS, United Kingdom

Opranuzanus, NPUHUMAKOIIAS TNPeTeH3MH MO0 KadecTBY JIEKAPCTBEHHOI0 Mpenapara H
CO001IIeHHS 0 HeKeJIATeIbHbIX peaKuusX:

AO «I'makcoCmutKusiin Tpeitaunry, Poccus

125167, . Mocksa, Jlenunrpaackuii npocnekt, A. 37A, kopnyc 4, stax 3, nomemenue XV,
KoMHaTa 1

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