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Perucrpaumnonnsiii Homep: COTJACOR
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Cocrasn

Onna Tabnerka, NOKpbITas MIEHOYHOH 060/104KOI, COACPIKUT:

geﬁcme yrouiee gewecmeo.:

Jlamusynuu 150 mr/ 300 mr

Bcnoyozamensmoie sewecmea:

Anpo:  kapOoxkcumeTunkpaxman — Hatpus  (npumorens) 6,6 mr/13.2  wmr. Kpaxma
npexenaruHusnpoBaktbli 6.0 Mr/12,0 Mr, KpeMHMA AMOKCHA KOJTOMAHbI (adpocui Mapka A-
300) 0,75 mr/1,5 mr, maruus creapar 1,65 mr/3,3 mr, uennonosa MUKpOKpHUcTasnueckas 165,0
mr/330,0 mr.

OGonouka: «['oTosas BogopacTBOpuMas nieHouHas obonouka» — 7,5 mr/ 15,0 mr

(CoctaB 060104KH: MHAPOKCHITPOITMIIMETHILENTI0N03A (rUTpoMeio3a) — 25,0 %, KONOBUAOH —
22,5 %, nommatunenraukons 6000 (makporon 6000) — 9.5 %, TPUIJIMLEPUA KarlpuIoBOMA/
KanpuHoBo# kucnoTel — 3,0 %, noanaekcrposa — 15,0 %, turana amokeus — 25,0 %).
Onucaunne:

Hns nosuposku 150 mr: TaGnerkyu Kpyribie, 1BOAKOBbINMYKIIble Gesoro usera.

Hns nosuposku 300 mr: tabnetku oBanbHble, ABOAKOBBLINYKIbIE, C PUCKOI ¢ OAHOM CTOPOHBI
Genoro usera.

Ha nonepeunom paspese Tabetka 6e0ro uin 6e10ro ¢ JeaToBaThiM OTTEHKOM 11BETA.
DapmakoTepanesTHYECKas TPYNIa: [POTHBOBUPYCHBIC CPEACTBA CHCTEMHOIO JeiCTBUS;
MPOTHBOBHPYCHBIE CPENCTBA MPAMOrO ACHCTBHSA; HYKIEO3H/IHbIE W HYKJICOTHAHBIE MHTMOUTOPLI
00paTHOM TpaHCKPUIITA3bI.

Koa ATX: JO5AF05

Mapmakojoruyeckue cBoiicTea

DapmMakoOuHamuKa

Mexanusm oeiicmeus

JlaMuByMH — aHAIOr HYK/I€O3M/0B, 001ajalOIMA AKTHBHOCTBIO B OTHOMWEHMH BHpYyca

ummyHozeduumta yenoseka (BUY) u Bupyca renaruta B (HBV). Jlamusyaun noasepraercs
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BHYTPHUKIETOUHOMY MeTabonu3My ¢ o6pa3oBaHHeM aKTHBHOIO MPOU3BOAHOIO — NaMHUBYAHHA
S™-tpucpocata. OCHOBHONH MeXaHu3M ero aeiicTBus — 0/10KMpoOBaHHE CHHTE3a Lemu B
npouecce obpatHoit TpaHckpunumu BUY, Tpudocdar obnanaer cenekrusHoii MHIHOMpyIoLLeH
aKTHBHOCTBIO B OTHOWIEHUH penankaunn BUY-1 u BUY-2 in vitro, a Taioke akTHBHOCTIO B
OTHOUICHMM PE3UCTEHTHBIX K 3MJ0BY/HHY KIMHMYECKMX M30isToB BUY. He Habntoanuck
aHTAroHUCTHYeCKue SPGEKTbI in vilro 1pu 0AHOBpEMElHOM NMPUMEHEHUM NaMUBYIMHA W
APYTHX AHTUPETPOBUPYCHBIX Npenaparoe (MCC/IE0BAHHbIE BellecTBa: abakaBup, 1MAaHO3MH,
HEBUPANMUH W 3UAOBYIHH).

Pesucmenmnocmo

Pesncrentnoers BUY-1 k namusyuny o0ycnoBeHa 3aMeHoi aMMHOKHCAOTHE M 184V B6nn3u
AKTHBHOTO LIEHTPa BUPYCHOH obpartHoii Tpakckpuntasul (OT). Jlanmblii BapuaHT MyTaluu
BCTPEHACTCA KaK B YCIOBMSX in vifro, Tak vy unduuuposanneix BHUY-1 naunentos,
MOJYHaBUIMX  AHTUPETPOBUPYCHYIO Teparmio, BKIIOUAIOWLYI0 namuByauH. [lpu MyTaLuu
MI84V  3HauMTE/NILHO CHMIKAETCH UYBCTBUTENBLHOCTb K JIAMHUBYJIMHY W yMEHblUaercs
CrocoGHOCTh BUPYCa K PEIINKALMU in vitro. B uccaenoBanusix in vitro 6110 YCTaHOBCHO, YTO
PEUCTCHTHBIC K 3MAOBYAMHY W30/ATbl BUPYCa MOIYT CTAHOBMTLCH UYBCTBMTEIbHBIMU K €ro
ACHCTBHIO, €CIIH Y 3THX U30NATOB OAHOBPEMEHHO Pa3BHBACTCS PE3UCTEHTHOCTD K JIAMUBYAMHY.
OnHako KIMHUYECKOE 3HAYEHHE ITUX AHHbBIX 0 HACTOAILErO BPEMEHH HE OTpejiesieHo.
Hlannble in vitro, Kak npaBuio, yKa3biBaloT HA TO, YTO HPOAOJIKEHME TIPUMEHEHUS JIaMUBYAMHA
B COCTaBC aHTHPETPOBUPYCHOW Tepanuu, HECMOTPs Ha pazsuTHe MyTauuu M184V, moswer
MPHBECTH K NOABJICHUIO OCTATO4HOH aHTHPETPOBMPYCHON AKTUBHOCTH (BEPOSTHO, B pe3y bTare
YXYALICHUA  PEIIMKATUBHOH cnocoOHOCTH  Bupyca). KiuHMuecKas 3HAYUMOCTH 3THX
pe3y/nbTaToB HE yCTaHOBJEHA. B AeHCTBUTENLHOCTH, 0CTYHbIE KIMHUYECKHE aHHbIE OYEHb
OrPaHUCHDLI H HE MO3BOJSIOT CAEATh OJAHO3HAYHbIH BbIBOA B 9TOI 06nactu. B nobom ciyyae,
Hauano npumenenns HUOT, k kotopbiM BUpyc Bee eule uyBCTBUTENEH, BCErIa A0DKHO BbiTh
Dosiee NpeAnoUTUTENbHBIM, YeM TPOLOIKEHHE repanuu namusyauHoMm. Takum o6pasom,
NPOAO/IKCHAE TEpaNin 1AMHBYAHHOM, HECMOTPS Ha nosisieHue mytauuu M184V, crenyer
paccMaTpuBaTh TOJIbKO B Cllyyae OTCYTCTBHS ApYruX akTHBHbIX HUOT.

Mytauus OT MI184V npusoaut k pa3suTHio MEPEKPECTHOM PE3UCTEHTHOCTH TONBKO K
aHTHPETPOBUPYCHBIM  MpenapaTtaMm  Knacca HyKJICO3M/HbIX MHIMOUTOPOB. 3MIOBYAMH M
CTaBy[MH COXPAHAIOT aHTMPETPOBUPYCHYK) AKTMBHOCTb B OTHOWIEHMM wTamMmoB BUY-1,
PEIUCTCHTHBIX K JIAaMMBYAMHY. AOGaKaBUp COXpaHSieT aHTHPETPOBMPYCHYKO aKTMBHOCTH B
OTHOLICHHH wramMmMoB BUY-1, pesnctenTHbIX K taMuByIMHY M 061a2101HMX TOBKO MyTaLuen
MI184V. lltammsl ¢ mytauueii OT M184V ACMOHCTPUPYIOT MEHEee YeM 4-KpaTHOoe CHMKEeHUe

HYBCTBHUTEIIBHOCTH K AUIAHO3HHY, KIIMHUYECKOE 3Ha4YE€HHe ITUX JIaHHbIX HEU3BECTHO. Tectbl Ha




YYBCTBUTEJILHOCTD in Vitro He ObliM CTAHAAPTU30BAHbI, U UX PE3YJILTATHI MOT'YT BapbHpOBaTh B
3dBUCHMOCTH OT METOA0J0rHYECKHX HaKkTopoB.

In vitro nammByauH okasbiBaer cnaboe LMTOTOKCHuecKoe JleHcTBMe Ha JumdounTs!
nepudepuyecKoit KPOBH, Ha YCTONHUUBBIE JMMQOUMTAPHBIE U MOHOLMTAPHO-MAKPO(DAraibHble
KAE€TOYHBIC JIMHUU W PSI/L KIIETOK-1PE/ILIECTBEHHMKOB KOCTHOTO MO3ra.

DapmakoKunemura

Bceacwvisanue

JlaMMByAMH XOpOLIO BCACHIBAETCS M3 KENYHOYHO-KHILEYHOrO Tpakra, OHO10CTYNHOCTH
JlaMMBYJIMHA Y B3POC/IBIX MOC/E NpHema BHYTPb 06b1uHO coctasiser 80-85 %. [locne npuema
BHYTPb Cpe/iHee BPeMs (tmax) JAOCTHIKCHUA MAKCHMAIbHONH KOHUEHTPAUMM JaMUBYAMHA B
CbiBOpoTKE KpoBH (Crmax) cocTaBisier okosio | 4. Ha OCHOBaHMM AQHHBIX, MOJYYEHHBbIX B
MCCICN0BAHUM C y4acTHEM 310POBLIX J0OPOBOJIBLEB, NPHU MPUEME TEPANEBTHYECKOMH 103bI 150
Mr ABa pasa B cyTku cpeinss (KB - koadduument Bapualinu) pasHosecHas KoHLEHTPALMs Cr
U Cmin 1aMUBY/IMHA B Nia3Me KpoBu cocrasisier 1,2 MKr/mi (24 %) u 0,09 mxr/ma (27 %)
coorsercTsenHo. Cpeansis (KB) AUC (nnowams 1104 apMakoKMHETHUECKOH KPUBOIA
«KOHLEHTPALHA-BPEMA») B MHTEpBane MEXly npuemamu 12 4 cocrasaser 4,7 mkrxu/mn (18
%). Tlpn tepanesruueckoit n03e 300 Mr oaun pas B cyTku cpensis (KB) paBHOBecHas
KOHUEHTPALMA Crmax, Cmin 1 AUC B unTepBane mexay npuemamu 24 4 coctasnsior 2,0 MKr/mi
(26 %), 0.04 mxr/mn (34 %) u 8,9 Mkrxu/mi (21 %) COOTBETCTBEHHO.

Mex2y B3pOCIbIMU MaUHEHTAMH U IETbMU HAGIIIOAANUCH PA3/MUMS B CTENMEHN BCACHIBAHMA (CM.
«Ocobble rpyrnbl nauueHToB»).

[lpuem namuBy/iMHa BMECTE € MULLEH BbI3bIBACT YBEIHUYCHNE tmax M CHUKEHME Comax (Ha 47 %),
O/IHAKO He BAMseT Ha o0ulylo cTenenb abcopOunm namuByAnHA (PACCUMTAHHYIO HA OCHOBAHHMH
BeanunHsl AUC).

He oxupnaercs, 4To npuem u3MenbueHHbIX TAONETOK ¢ HEBOMBLINM KOJTMYECTBOM oIy TBEPAOH
MAILM WM OKMAKOCTH  MOBJIMSIET Ha (apmakoloruueckue CBOHCTBA npenapara  u,
CJIE/10BATE/IbHO, HA KIMHMYECKMIT 3(phekT. DTOT BbLIBOA OCHOBAH HAa (UIMKO-XUMHUUYECKHUX W
(apMaKoOKMHETHUHECKHX JaHHBIX [P YCIOBUH, UTO NALMEHT H3ME/IbYAET M CMEILUBALT ¢ MHILeH
MM KUAKOCTBIO 100 % TabneTku, 1 NPUHUMAET HE3aMeUTUTENLHO.

CoBmecTHoe npUMEHEHHE 3M0BYIMHA NIPUBOAMT K YBEJIMYEHHIO DKCTIO3MLUMM 3MIOBYAHHA HA
13 % 1 yBesMueHnI0O MAKCHMaILHOI KOHLEHTPAUMK B nasMe KpoBu Ha 28 %. D10 sBieHue He
CHMTAETCS 3HAYMMbIM /15l GE30M1aCHOCTH NALMEHTOB M, C/ICA0BATENBHO, HE TPEOYET KOppeKLIMi
J103.

Pacnpedenenue




[To naHHbIM KIMHMYECKMX MCCIIE10BAHMIT NPU BHYTPUBEHHOM BBEAEHHM cpesiHuii obbem
pacnpeneacHus JaMuByiuHa coctapnser 1,3 n/kr, a nHabonaemblii nepuos nosyBbIBEAEHHS —
5-7 4. Cpeauuit CHCTEMHBI KIMPEHC NAMMBYAMHA COCTABASET npubsnusutensio 0,32 a/u/kr,
00/blIyI0 YacThb KOTOPOrO COCTABASET MOYEYHbI K/IMPEHC 4epe3 CUCTEMY TpaHcrnopTa
OpraHuyecKux katuonos (6oaee 70 %).

JlamuBy K npOsiBASET NMHElHYIO (DAPMAKOKHHETHKY NPH [PUMEHEHUH B TepaneBTHYECKOM
AMANA3OHE /103 M HM3KYIO CTENEeHb CBA3LIBAHMSA C OCHOBHLIM GENKOM Mia3Mbl KPOBM —
anbbymutom (< 16 % — 36 % 110 cpaBHEHHIO € CHIBOPOTOUHBIM anbOyMUHOM B Mccnel0BaHMAX
in vitro).

Orpannuentble AaHHblEe YKa3blBAIOT HAa TO, YTO JaMMBYAMH TPOHUKAET B LEHTPAIbHYIO
HCPBHYIO CHCTEMY M CIUHHOMO3roByio xuikocTh (CMIK). Yepes 2-4 4 nocne nepopasibHoro
fpHeMa COOTHOLICHHE KOHLEHTpaluuu namuByauHa B CMIK u cbiBOpoTKe KpoBu B cpeanem
coctassiio npubimsutenso 0,12. McTuHHas cTenenb NMPOHMKHOBEHMS, @ TAKKe CBA3L C
KJIIMHUUYECKON 3P ()EKTUBHOCTBIO HEU3BECTH I,

buompancgopmayus

AKTHBHAs (OpMa JIAMMBYAMHA — BHYTPUKICTOYHbIN JaMuByauHa TpupocdaT — obiagaer
Bosiee 1MTENbHBIM KOHEYHBIM NIEPHOAOM NOMYBbIBEAEHUS U3 KaeTok (16-19 u) o CpaBHEHUIO
C MEPMOAOM M0J1yBBIBEACHHS €0 U3 n1a3Mbl KpOBU (5-7 4). COrnacHo AaHHbIM, MOJYYEHHBIM Y
60 B3poCibIX 310pOBLIX A06POBOILLUEB, (PAPMAKOKMHETHUECKHME MAapaMeTphbl JAMHBYANHA B
PaBHOBCCHOM COCTOSAHMM 1pH npueme B j103e 300 Mr 0MH Pa3 B CyTKM SKBUBANEHTHbI TAKOBbIM
npu npueme B jo3e 150 mr asa pasa B cyrku B orHoweHHH AUC2 # Cmax 18
BHYTPHK/IETOYHOIO JaMUBYAuHa Tpudocdara.

JlamuByIMH NpeUMYILIECTBEHHO BbIBOAUTCS B HEM3MEHEHHOM BH/E MoyYkamu. MeTtabonnueckue
B3aMMO/ICHCTBHS JIAMHBYAHHA C JPYTMMM JIEKAPCTBEHHBIMU [IPENapataMu ManoBepOsTHBDI
BBHJlY HE3HAYMTE/IbHOrO MeTabosnu3ma B neveHn (5-10 %) M HU3KOM CTENeHW CBS3bIBAHMS C
Genxamu nnasMbi KpoBH.

Buigeoenue

B uccneioBatusx ¢ yyacTHeM NMauMeHTOB C MOYEYHOM HEOCTATOYHOCTBIO BbIIO MOKA3aHO, YTO
HapylieHHe (YHKLUMM MOYEK BIMSCT HA BbIBEJEHME JIAMMBYAMHA. PeKOMEHIyeMblil pesHMm
A03UPOBAHMSA /IS MALMEHTOB C KIMPEHCOM KpeaTMHuHa meHee SO MJI/MUH npuBeaeH B passene
«Cnoco® npuMeHeHUs: ¥ J103b1».

B3aumozeiicTBie ¢ TPUMETONPUMOM — KOMMOHEHTOM KO-TPUMOKCA30a — MNPUBOAMT K
MOBBILUICHHIO IKCITO3ULMK NammuByAnHA HA 40 % npu npuUMEHEHUH B TEpaneBTHYECKUX 103aX.

Tem ne MEHEEC, 3a UCKJIIOYEHHEM [MALMEHTOB C NOYEYHOM HEJIOCTATOYHOCTBIO, KOPPEKIMUS A03bI




He Tpebyercsa. CiesyeT TIWATENLHO OLEHHBATH BO3MOKHOCTD O/IHOBPEMEHHOT0 NpUMeHeHUs
KO-TPMMOKCA30J1a € JaMHBY/IMHOM Y NALMEHTOB € NOYEHHON HEN0CTATOUYHOCTBIO.

Ocobble rpynibl nauuenTos

Jlemu

ABcomoTHas OMONOCTYNHOCTh JaMUBY[MHA (NpUMEPHO 58-66 %) Obina Hike u Gosee
BapualeibHa y jered mnaawe 12 ner. [puem NaMuByimHa y jeted B ¢opme Tabaetox
OHOBPEMEHHO € APYFMMHM  aHTUPETPOBUPYCHBLIMM IpenapataMd B (opme TabreTok
obecnieunsan Gonee Bhicokue 3HaueHns AUCs, M Cra JAMUBYAMHA B 133Me KpOBHM 10O
CPaBHCHMIO C PACTBOPOM AJS NpUEMA BHYTPb, MPUHMMAEMbIM OLHOBPEMEHHO C APYrHUMHU
AHTHPETPOBHUPYCHLIMK MpenapatamMi B (opme pacTBopa JUis [puema BHYTpb. Y nereil,
MOJNy4aBlIMX JaMUBYIMH B Qopme pacTBopa /isi [pUEMA BHYTPb B COOTBETCTBUM C
PCKOMEH/IOBAHHBIM PEXKUMOM J103UPOBaHMs, Oblna JOCTUrHYTAa SKCHO3MUMS J1aMMBYIAHHA B
MjasMe KpoBH, 3HAYEHWA KOTOPOI HAXOAM/IMChL B JAMana3oHe, MOJYYEHHOM Yy B3pPOCI]bIX
MauMeHToB. Y JeTeil, npuHMMaBUIMX JaMUBYAMH B (opMe TaGNEeTOK B COOTBETCTBMM C
PEKOMEHI0BAHHBIM PEKUMOM [103WPOBAHHMSA, SKCIIO3ULMA JITAMUBYAUHA B ja3Me KpoBu Obiia
BbILIE, 4EM y JCTeH, NPUHUMABLUMX NamMuByuH B (OpMEe pacTBOpa IS NPHEMa BHYTPb,
TOCKOJIbKY MpH 1pueme npenapata B Gopme TabneTOK MauMeHTsl MoayyaioT 6o1ee BbICOKUE
AO3bl B NEPECHETE HA MI/KI Macchl Tena, ¥ JamuByIMH B (popme TabJeTOK XapakTepusyercs
Oonee BbICOKOH GHOROCTYNHOCTBIO. (DAPMAKOKMHETHHECKUE MCCEN0BAHMS NPUMEHEHUS
naMuByAMHa y AeTeit B popme pacTsopa /s npuema BHYTPb M B opme TabaeToK nokasaiu,
YTO MNpUEM npenapaTta OAMH pa3 B CyTKM SKBMBateHTeH no nokasaremo AUCoos npuemy
npenapara Asa pasa B CYTKH Mpv OJAMHAKOBOM oOwei cyrtodnoit nose. JlaHHble Mo
apmakoKMHETHKE npenapata y Jereii B Bo3pacTe Miaiule 3 MecsUeB OrpaHHueHbl. Y
HOBOPOZK/ICHHBIX HA NEPBOM HEAE/e XKM3HM KIMPEHC JIAMUBYMHA TPH NIPUEME BHYTPb Obin
CHIDKEH N0 CPaBHEHUIO ¢ 1eTbMM G0o1ee cTapluero BO3pacTa, BepOsTHO, BCJAEACTBHE HE3PETOCTH
BbIAC/IUTE/IbHOM (YHKUMM MOYEK M HENOCTOAHCTBA NoKasateneii abcopbunu. Takum obpasom,
Als IOCTMXKEHMSI DKCMO3ULIMHK, CXOJHOW ¢ TakOBOW y B3pOC/bLIX M AeTell, peKOMEeHJ0BaHHAS
A03a NSl HOBOPOXJIGHHBIX COCTABISET 2 MI/Kr ABa pasa B cyTKW. [laHHble MO0 NPUMEHEHHIO
npenapara y HOBOPOXK/AEHHBIX B BO3pacTe craplie | Heaesiu OTCYTCTBYIOT.

Ilayuenmor nosicunoeo 6o3pacma

Hannble 10 QapmakoKMHeTHKe JaMUBYAMHA y NaLMEHTOB cTapiue 65 Jer OTCYTCTBYIOT.
Ilayuenmor ¢ napywenuem ynxyuu novex

Y NauMeHToB ¢ HapylueHHeM (YHKUMM MOYEK KOHUCHTPALMS JaMUBYAMHA B MJa3Me KPOBH
(AUC) nosbluleHa BCNEACTBME CHWKEHHOrO Kiupenca. Takum o6pasom, nauueHram ¢

KJIMPEHCOM KpeaTHHHHA MeHee 50 MJI/MUH HeOOX0AMMO yMEeHbLIEHHE /103bl TAMHUBY JIMHA.




Hayuenmeor ¢ napywenuem ynxyuu nevenu

JlaHtbie O npUMEHEHHM NAMMBYAMHA Yy MNALUMEHTOB CO Cpe/lHEH M TSOKEIOH CTeneHbio
HApYWEHNA (YHKUMH NEYEHH CBMAETENLCTBYIOT O TOM, YTO Hapylwen1e QyHKUMM TeyeHu
CYLIECTBEHHO HE BIUSCT HA (PAPMAKOKMHETHKY TaMUBY/IMHa.

bepemennocme

DapMakoKMHETHKA IaMUBYAMHA NPU GEPEMEHHOCTH HE OT/IMYACTCS OT ero bapmakoknHeTHKH B
cilydae oTcyTeTBHS GepeMeHHOCTH. KOHLCHTpaLMS aMUBYAMHA B ChIBOPOTKE KpOBM JI€Tel 11pu
POXJ/IeHUH Oblia aHAOrM4YHa TaKOBOIf B CHIBOPOTKE KPOBH MaTepu W NYMOBMHHOM KPOBM Ha
MOMEHT POJIOPA3PELICHUA, YTO COINACYETCH € JaHHBIMH O MAacCMBHOM MPOHUKHOBEHHMM
NaMUBYAMHA YEPE3 MIaLeHTY.

ITokazauusi K npumMenenuIo

Jlewenne BUY-undekumn B cocrape KoMGMHMPOBAHHOI AHTUPETPOBUPYCHOH Tepanuu y
B3pOCJIbIX U A€TEH ¢ Maccoii Tesa Hosee 25 Kr.

ITporusonoxazanus

— [loBbiieHHast 4yBCTBUTENLHOCTL K JAMUBYAMHY MM Ji0GOMY JIPYroMy KOMIOHEHTY
npenapara.

- Metu ¢ maccoii Tena MeHee 25 Kr (1S 1aHHOM eKapCTBEHHOM hopmbl M LO3UPOBKM).

— Hapywenue QyHkunn nouek npu kampeHce kpeatinuna menee 30 Ma/MUH (418 AaHHOI
neKkapcTBeHHOH hopMmbl).

ITpumenenne npu GepeMeHHOCTH H B IEPHO FPYHOIO BCKAPMIHBAHMSE

BepemenHocTs

Kak rpasuso, npu npuHATHM pewieHus 06 HCIONb30BAHMM AHTUPETPOBUPYCHBIX TpPENapaTron
ans nevetns BUY-unpexunn y 6epeMeHHbIX KEHIUMH W, KaK CIIEACTBHE, A1 CHHKEHHUS pucka
BepTHKaNbHOH nepenaun BUY-undexunn HOBOPOXKIEHHOMY CHENyeT YUMTbIBATH JAHHbBIE
MCCIIC/0BANMI HA JKMBOTHBIX, @ TAKKE KIMHMYECKMI OILIT NPUMEHEHUS y GepemMeHHbIX
HEHILMH.

WcenenoBanns no npuMeHeHMIO NaMMBY/MHA Y KMBOTHBIX [10Ka3a/u yBEJIMYEHHME paHHeH
SMOPHOHAILHOR CMEPTHOCTH y KPOJIMKOB, OJIHAKO Y KPbIC AAHHbII sddekr ve Habmiopancs.
bbinio yeratoBiieHo, 4To y uesloBeKa BO3MOKHA Mepe/1aya JJaMUBYyIMHa Yepes IJ1aLEHTY.

Y GepemMeHHbIX HKEHIMH, MOMyYaBLIMX TaMUBYAMH, Gonee 1000 uexoaon GepemeHHOCTH Mocie
MPUMEHEHHUA BO Bpems nepsoro Tpumectpa u Gozee 1000 ucxomos GepemenHoctd nocie
NPHMCHEHWS BO BPEMA BTOPOrO M TPETHErO TPUMECTPA AEMOHCTPUPYIOT OTCYTCTBHE
MajibOPMaTHBHOrO M (eTasbHOrO/HEOHATATLHOrO BO3ACHCTBHUS. JlexapcTBeHHbIH npenapar

AMHMBUPCH  MOJKHO —NPHHMMAaTh BO BpeMsi GepeMeHHOCTH B  ciyuyae  KJAMHHYECKOH




HeoOXxoanmocTH. Ha OCHOBAHUM JOCTYNHBIX JAHHBIX MOMKHO CLe/aTh BbIBOA O TOM, YTO NpH
MPUMEHEHW U NpenapaTa AMUBUPEH Yy YeIOBEKA PUCK BPOAKIIEHHBIX MATONOI M Ma0BEPOSITEH.
HAas BUY-uHPUUMPOBAHHBIX JKEHIUMH ¢ KO-HHDeKUHe BUPYCOM reraTtuTa, [0Jy4aroumx
TEpaluIo  JIAMHBYAHHOM, B  Cilydae HACTyIUIeHUs OepeMeHHOCTH CACAyeT YYMThIBaTh
BO3MOMHOCTb PELIM/IMBA FENATHTA 110CIIE NPEKPALLCHUS PUMEHEHUS JTAMUBY IMHA.
Mumoxonopuarenas duchynryua

B uccienosanusx in vitro u in vivo 6ui10 MPOAEMOHCTPUPOBAHO, YTO AHANOTK HYKIEO3UI0B M
HYKJEOTHJIOB CNOCOOHBI BbI3bIBATL TOBPENICHMS MUTOXOHAPHI pasiMuHON crenenu. Bbim
3aperucTpUpOBakbl COOBILCHMS O MUTOXOHAPHANILHON AUCYHKILMK Y JeTell, NoABepraBLIHXCs
BO3/CHCTBHIO aHATIOrOB HYKJICO3M/I0B BHYTPUYTPOGHO M/MIIH B NIOCTEPOIOBOM MEPHOIE.

[lepuoa rpyAHOro BeKapmanuBaHus

[locne npuema BHYTpb JaMUBYAMH BbIAENSETCS B PYJAHOE MOJNOKO B KOHUEHTpaLUAX,
@HAIOTMYHBIX  KOHUEHTpauusM, OOHAapyKEHHbIM B CbIBOPOTKE KpoBM. Ha ocHoBaHMM
pesyabratos wucenejosanus Gonee 200 nap «matb/peGenok», nomyuaswmx Ttepanuio BUY-
MH(EKUMHM, KOHLEHTPAUMS JAMUBYAMHA B CLIBOPOTKE KPOBM J€TCH, HAXOASLIMXCS HA rpyaHOM
BCKApM/IMBaHUK y matepeii, nojy4asuwnx tepanuio BUY-unbekunu, ouens uuszka (< 4 % or
KOHLEHTPALMK B CbIBOPOTKE KPOBM MATepi) M MOCTENEHHO YMEHbLIAETCS 40 HEOMNpPE/eNseMoro
YPOBHS MNpWH  NOCTHIKEHWHM TPYAHBIMM JIETbMHM 24-HejenbHOro Bo3pacta. JlaHHble 10
Oe3onacHoCTH NpUMEHEHHMs NaMMBY/IMHA Y AeTeil Miladlue Tpex MecsleB oTcyTeTByioT. BUU-
HHQHUUMPOBAHHBIM KEHLIMHAM HU MPU KAKUX OBCTOSITENLCTBAX HE PEKOMEHIYEeTCS MPOBOANTH
rpyaHoe BckapminBaHue Bo usbexanue nepepauu BUY pebenky.

DepTHabHOCTD

Pe3ynbTaThl MCCE0BaHUI HA UBOTHBIX MOKA3a/1M, YTO JIAMHUBY/IMH HE OKA3bIBAET BIMSAHHE HA
(epruabtocTb.Cnocod npuMeHeHus 1 103bl

[Ipenapar AMUBMPEH OKEH HA3HAYATBLCS BPAUOM, MMEIOLLMM OIIBIT JICYEHHs BUY-unpexunu.
[Ipenapar AMUBHPEH NPUHUMAIOT BHYTPb BHE 3aBUCUMOCTH OT NpHUEMa MHUILM.

Jlna obecrievenns TOUHOCTH JI03MPOBAHUA NpenapaTa TabieTKM PeKOMEHIYETCS NpPOriaThiBaTh
MOJIHOCTBIO, 03  u3MenbueHus. Jlis NauMeHTOB, KOTOpblE WCMBITHIBAIOT TPYAHOCTH C
nporiathiBaHuem TableToK, npeaHasHaueHa JiekapcTBeHHas (opma pacTopa Ans npuema
BHYTPb. B KauecrBe ajibTepHaTHBbI AOMYCKAETCS M3MelnbueHue TableTOK € MOC/eayIOUM
nepemMeiMBaHnemM ¢ HeDONbLUMM KOJUYECTBOM MOIYTBEPAOH MULLMA UM KUAKOCTH, MPU ITOM
MOJNy4YCHHYIO CMECh HEOOXOANMO NPUHATL BHYTPb MOJHOCTLIO M HE3AMETUTENLHO.

[lpu nepexoge or npuema samusyauna B popme pacTBopa K npuemy JaMuyanHa B (opme
TabneToK, iM HAoGOPOT, HEOOXOIMMO CENOBATH PEKOMEHAAUMSM 1O  JI03MPOBAHMUIO

npenapara, yCTaHOBJIECHHbIM /18 Kax<10M1 KOHKpB’THOﬁ JIEKapCTBEHHOM (bOprl.




Ilpu nepexose or pexuma npuema ssa pasa B CyTKM K PeuMy NpUEMA OIMH pa3 B CYTKM
CICAYET NPUHATL NMEPBYIO PEKOMEH/YeMYIO OLHOKPATHYIO 103y npuMepHo uepes 12 4 nocae
MOCAE/IHEH MPUHSATOM 03B 110 PEXKHMY JIBYKPATHOTO npuema, a 3aTeM 1poJoKaTh IPUHAMATD
PEKOMEHIYEMYIO OAHOKPATHYIO 103y NPUMEPHO Kakabie 24 u, [Tpu BO3BPATE K PEXUMY Npuema
ABa paza B CyTKH C/CAYET MPUHATL MEPBYIO PEKOMEHYEMYIO /103y [0 PEXRUMY IBYKPATHOrO
MpHEMa NPUMEPHO Yepes 24 4 nocie noc/ie/Hed NPUHATON OAHOKPATHOI 103l

Bspocnwie u oemu ¢ maccoit meaa ne venee 25 ke

Pekomenyemas j103a iamuByuHa cocrassser 300 mr B cyTku: no 150 mr aBa pasa B cyTKM Mim
1o 300 Mr oMH pa3 B cyTKM.

Ocobble epynnvt nayuenmos

Hayuenmeor noscunozo 6ospacma

JlaHHble M0 NPUMEHEHMIO NAMMBYIMHA Y HTO Kareropuu nauMeHTOB OTCYTCTBYIOT, OAHAKO
ciesyer cobumoaarh 0codyr0 OCTOPOKHOCTL NPH NPUMEHEHHUH npenapara y Takux rnauMeHToB B
CBA3M C BO3PACTHLIMM M3MEHEHWAMM, TAKHUMMU KaK yXy/lLUEHWE (DYHKIIMK MOYEK W M3IMEHEeHUE
rokasaresieii KpoBH.

layuenmer ¢ napywenuem gynxyuu nover

Y NauMeHtoB ¢ HapymieHMeM (yHKUMM 1OYEK CpeaHeil W TsKenol cTeneHu KOHUEHTpaLUs
flamuBynuHa B nnasme Kposu (AUC) nosbiuieHa BC/IGACTBHE CHIKEHUSA KIMPEHCa.

[lostomy y nauuentoB ¢ kiumpeHcom KpeaTuHuHa MeHee SO M/MUH J03y npenapara
HEOOXOAMMO CHU3HUTH, KaK MOKa3aHo B NPEACTABACHHOM HHKe TabuLe.

Pexomenaaunu no noadopy 103bl Y B3POCIBIX U eTell ¢ Maccoil TeJla He MeHee 25 Kr

Kaupene kpearununa [lepeas noza [MoaaepxuBaiotas 103a
(MA/MuR)
o1 30 10 50 150 mr 150 mMr oauH pas B cyTKu
menee 30 [TporuBonokasano (114 AaHHOM JlekapeTBeHHOM hopMmbi).

layuenmeor ¢ napywenuem gynxyuu nevenu

Jlannbie, nosyueHHble y NaUMEHTOB ¢ HapylieHuem (YHKLUMH NeyeHy cpeaneit M TsKeIO0M
CTENeHH, MOKA3bIBAIOT, 4YTO AMCHYHKUMSI MEYEHU HE OKA3bIBAET CYUIECTBEHHOE BIMSHME HA
(apmMaKoKWHETHKY NaMMBYAMHA. MCXOMS M3 STHUX AAHHBIX, U MALUEHTOB ¢ HapylleHUueM
(DYHKLMK NEUEHH CpeaHeli 1 TsKeN0i CTENEeHN KOPPEeKLMA 1035l He Tpebyercs, 3a UCKIIIOUEH HeM
Cly4aes, KOraa HapyuleHHe (DYHKUNM NeYeHH CONPOBOXKIIAETCS HapylleHHeM PyHKLMM noyex.
IToGounoe aeiicTeue

Onucannbie HIKE HeXenarejlbHble peakiMu OTMeuaTnch npu jedesun BUY-undexunn

JIAMHUBYAHUHOM.




Hexenatenbuble peakiiuu, KiaccuuiMpoBaHHble Kak CBA3AHHbIE WM BO3MOMKHO CBA3aHHbIE C
TEPANUEH JIAMUBYIMHOM, IEPEUHCIICHBI HIKE B COOTBETCTBUM C OPDKEH HEM OpraHOB U CUCTEM
OpraHoB W 4acToTOH BCTpevaemMocT. YacToTa BeTpevaeMocTH onpesesseTcs CIIE/1YIOILUHM
obpasom: ovens uacmo (>1/10), vacmo (>1/100 u <1/10), newacmo (=1/1 000 u <1/100), peoxo
(21710 000 u <1/1 000), ouens peoxo (<1/10 000). B lpejenax Kaxao#h KaTeropuu 4acToTbl
HCXKEIATe/IbHBIE PEaKLMK MPEe/ICTaBCHbI B NMOPsAKE yObIBAHUS CEPLE3HOCTH.

YacToTa BeTpeuaeMoOCTH HeKeNaTeNbHBIX peaKuuii

Hapywenus co cmoponst kposu u numpamuveckoii cucmems

Hevacro: Heitrponenus u anemis (MHoraa B Taxesoi popme), TpomMOOUMUTONEHUS.

Ouenb pesiko: HCTUHHAS IPUTPOLMTAPHAS AIIA3HS.

Hapywenus co cmopons: obmena eewyecms u numanust

Yacro: runeprnakraremus.

Ouenb peako: nakroalnaos.

Hapywenus co ecmoponst nepenoi cucmems

Yacro: ronosnas 60.b, 6ecconHuLa.

Ouenb peako: nepudepuyeckas HEHPONATUs, B TOM YHUCIIC TaPECTe3uH.

Hapywenus co cmoponst Obixamensnoil cucmemvt, 0peanos 2pyonoii kiemxu u cpeoocmenus
YacTo: Kalenb, Ha3albHbie CHMITOMBI.

Hapyuenus co cmoponst scenydouno-kuieynozo mpaxkma

YHacro: TowHoTa, pBoTa, 60L MK CNA3MbI B KUBOTE, AHApEs.

Peaxo: nankpeatur, noBbllIeHHE AKTHBHOCTH ChIBOPOTOHHO#M aMuIIasbl.

Hapywenus co cmoponst nevenu u scenvesvi800auux nymei

Hewacro: TPaH3UTOpPHOE MOBbILLIEHUE aKTUBHOCTH MEYEHOUHbIX bepmenTon
anaHuHamuHotpatcdepasst (AJIT), acnapratamutorpancdepasni (ACT).

Peznko: renatur.

Hapywenus co cmopons kodcu u nookojicHsix mranei

YacTo: chib, anorneyus.

Penko: aHrnoHeBpoTHYECKHUIT OTEK.

Hapywenus co cmoponst cxkenenmno-moiue unoit u coedunumensoi mxanu

Yacro: apTpanrusi, MbllLIEYHbIE HAPYLLIEHUS,

Penxo: pa6iomuosnus.

Obujue paccmpoiicmea u napyuienus 6 mecme 66e0eHus

Hacto: 4yBCTBO yCTAN0CTH, HEAOMOrAHUE, JIMXOPAKa.

3aperucTpupoBalibl  Cllyuad pa3BUTMS  OCTEOHEKPO3a, B  YACTHOCTH. y NauMeHToB ¢

obwenpusHaHHbIMU (HaKkTOpaMi pHCKa, HA NPOABMHYTOH CTammu BUY-undexunn unu npu




ANUTE/ILHON KOMOWHMPOBAHHOH AHTUPETPOBMPYCHOM Tepanuu. YacToTa BCTPEHaeMOCTH 3TOro
ABIEHUSA HEU3BECTHA.

Bo Bpems nposeseHMsi aHTHPETPOBUPYCHOI TEPANUK MOKET OTMEYATHCS YBEJIUYECHHE MacCChl
T€a, & TAKKE MOBbILICHHE KOHICHTPALMM IIOKO3bI U JIUITHIOB B KPOBM.

Y BUY-nHHUMPOBAHHBIX MALKEHTOB © THXEIbIM MMMYHOAChMLMTOM HA MOMEHT Hauaia
KOMOMHUPOBAHHOH AHTUPETPOBUPYCHOH TEpanMM BO3MOKHO pPasBUTHE BOCHANMTENLHOI
peakunu Ha ¢one 6eCCMMNTOMHBIX ONMOPTYHUCTHYECKMX MHBEKUMH MM MX OCTATOUHBIX
aBnenuil. AyrtoummyHHbie 3aboneBanmus (Takue kak Gonesub ['peiieca o ayTOMMMYHHbBIH
renarut) Takike HaGmoAaNMCh Ha (OHE BOCCTAHOBICHUS WMMYHMTETa, O/HAKO BpPEMs
NEPBUYHBIX NPOSBICHUHA BAPbUPOBAJIO M 3ab071€BaHMe MOTJIO BO3HUKATB YEPE3 MHOMO MECsLIER
10c/1e Hayana Teparnuu.

Jlemu

669 nereil B Bospacte or 3 mecsiues 10 17 ser, unpuunposannbix BUU-1, kotopble noJayyanm
abakaBup ¥ namMUBYIMH ONMH MIM [BA pa3a B CyTKM, NMPUHUMAIH yuacTHE B MCC/CAOBAHMM
ARROW (COL105677). ¥ nauuenToB IeTCKOro Bo3pacra, IPMHUMABIIMX NPENapaT OauH Miu
ABa pa3a B CYTKW, HE ObUIM BbIABICHbl [ONONHWUTENbHbIE MPOGJEMBl, CBA3aHHbIE C
6e30nacHOCTbIO, 110 CPABHEHHMIO CO B3POC/IBIMM MALUEHTAMM.

ITepepo3nposka

Cumnmonmuvt u npusnaru

JlocTynHbl OrpaHHYEHHbIE @HHLIE O MOCTEACTBUSIX OCTPOH MEPENO3UPOBKM JNaMUBYAMHA Y
yenoBeka. Ciyyau JeTaNbHOrO MCXOJA HE YCTAHOBJIEHbLI, COCTOSHME BCeX MAaLUEHTOB
Hopmanu3zosanoch. Kakue-nu6o crneunduueckne npusHaku Win CUMITOMbI NEPES03UPOBKH
JIAMMBY/IMHA HE BbISIBJCHBI.

Jlevenue

B ciyuae nepeao3upoBKy ciaesyeT KOHTPOJIMPOBATH COCTOSHUE NaLMEHTa U 110 HEOOX0ANMOCTH
MPOBO/IMTh CTAHAAPTHYIO MOJIEPIKUBAIOLLYIO Tepanuio. [TocKo/bKy NaMUBYAMH BbIBOAMTCSA M3
OpraHu3Ma C MNOMOLIbIO AWaNu3a, Ui JIEYCHUS MEPelo3UPOBKH BO3MOXKHO [PUMEHEHHE
HEMPEPLIBHOIO IeMO/IMAIN3a, OHAKO CrELHalbHbIE HCCIIEI0BAHUS HE NPOBOINIIUCS.
BsaumosteiicTBue ¢ 1pyruMu J1eKapcTBEHHBIMU CPeCTBAMH

HcenepoBanns  1eKapcTBEHHBIX B3aUMOACHCTBUI ObUIM  NPOBEACHBI TONLKO € y4yacTHeM
B3pOC/IbIX MALKEHTOB.

Metabosnnueckoe B3aMMOAEHCTBUE JIaMMBYAMHA C APYTMMM MpenapataMi MajoBEpPOSTHO B
CBA3M C €r0 HE3HAYMTENbHBIM META00JIM3MOM, OrpaHUUEHHbIM CBA3bIBAHUEM C OEIKAMU M1a3Mbl

KPOBH M MPAKTHYECKH MOJHBIM BbIBE/ICHHUEM YEPE3 NMOYKH B HEU3MEHEHHOM BH/IE.
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OnHoBpemeHHOe npUMeHeHHe KOMOMHALMM TPUMETONPUM + cyabhameTokcasos B 1o3e 160 mr
+ 800 mr (KO-TpMMOKCa30/1) NPUBOAKT K MOBBILUEHMIO IKCIO3MLIMK JsamuByauHa Ha 40 %, yto
00yC/IOB/IEHO HA/IMYKEM TPUMETONPHMA; HaTMuue Cy/b(aMeTOKCa30/a He OKa3biBACT BIUSHMS
Ha (apMakoKMHeTHKy samuByaMHa. OAHAKO, 3a MCKIIOYEHMEM MAUMEHTOB C OYEYHO!
HELOCTATOYHOCTBIO, KOPPEKLMA 103bl JaMKuBYy/MHa He Tpebyercs. JlaMMBYAMH He OKa3blBAET
BIMAHMA HA (DapMAKOKMHETMKY TpUMETOnpuMa uiu cyibdamerokcasona. B ciyuae, korma
O/ZIHOBPEMEHHOE MPUMEHEHHE KO-TPUMOKCA30M1a ABSETCS ONpPaBAaHHbIM, NAlMEHTb! A0MKHbI
HaXOAMTbCA MO KiMHKueckum Habmoaenuem. Cieayer usberarh COBMECTHOIO HpHMEHEHMUS
JlaMUBY/IMHA C KO-TPHMOKCA30/I0M B BBLICOKMX /03aX /Ulsi JIEUEHHUS TTHEBMOHMH, BhI3BAHHOI
Pneumocystis jirovecii. u TOKCOMazmosa.

Crneptyer yuuThiBaTh BO3MOXHOCTb B3aMMOACHCTBHS JIAMMBYIMHA C ADPYTHMH 0/1HOBPEMEHHO
MPUMEHAEMbIMH JIEKAPCTBEHHBIMU TNIPEnapaTtamu, B 0COOEHHOCTH € TEMH, Y KOTOPHIX OCHOBHbIM
MEXaHU3MOM BbIBEACHUS SABNACTCH aKTHBHAS KaHAIbLIEBAS CEKPELIUA Yepe3 CHCTEMY TPaHCNopTa
OPraHUYeCKUX KATMOHOB (Hanpumep, Tpumeronpum). Jlpyrue aeitctyiomme BeluecTsa
(HanpuMep, paHWTHAMH, UMMETHIMH) JIMLUb HAaCTUYHO BBLIBOASTCA C TMOMOLIBIO YKA3aHHOIO
MeXaHu3Ma M HE B3aUMONCHCTBYIOT C JIAMMBYIAMHOM. AHAJIOMM HYKICO3MIOB (Hanpumep,
AWAHO3MH, 3W/IOBYAHH) HE BBIBOAATCS I[IOCPEACTBOM JIAHHOFO MeXaHu3Ma, M MX
B3aUMO/ICHCTBHE C IAMMBYIMHOM MaJI0BEPOSATHO.

[Tpu 04HOBPEMEHHOM IIPUMEHEHMM TAMMBYIMHA | 3U0BYANHA HaBmioaeTcs ymepentoe (Ha 28
%) ysenuyenue Crmax 3MAOBYIAMHA B MUIa3Me KPOBM, Npu 3ToM obuwas skcnosuums (AUC)
CYLIECTBEHHO HE U3MEHSETCS. 3U10BY/IMH HE BAUACT Ha DapMaKOKMHETHKY JIaMUBYIMHA.
[Ipenapar AMuBMpEH He Clle/lyeT NPUHUMATH OJHOBPEMEHHO C APYrMMH AHATOIAMH LIMTUANHA,
TaKUMH KaK SMTPULHTAONH, B CBA3M C €r0 CXOJACTBOM C JaHHbIMM npenapatamu. Kpome Toro,
npenapatr AMHBHPEH He CIEIyeT MNpUHUMaTh ¢ JIOObIMH [APYIMMHM JIEKAPCTBEHHbIMH
npenaparamu, Co/epKallMMU JJaMUBY/1UH.

In vitro namuByauH MHrMOMpyeT BHyTpHKIETO4HOE (ocopuanpoBaHME KnaipuGHHA, HTO
o0ycnaBjMBaeT MOTEHUMANbHBIH PUCK noTepu 3(dekTHBHOCTH KnaapubuHa B  Ccayuae
KOMOMHHPOBAHUA B YC/IOBMAX KJIMHMYECKOM MNPaKTUKM. HeKoTopble KIMHHYECKHE AAHHbBIC
TAKKE TMOATBEPIKAAIOT BO3MOXNHOCTb B3aMMOACHCTBUS MEXY NAMUBYJAMHOM W K1aApMOHHOM,
[TosToMy oaHOBpeMEHHOE NpUMEHEeHNe TaMUBY/IMHA 1 KJ1aApUOHHA HEe PEKOMEH/I0BAHO.
Lutoxpom CYP3A He BoBieyeH B MeTabosM3M JaMMBYAMHA, MO3TOMY B3aUMOJIEHCTBHE C
JICKAapCTBEHHbIMK NpenapaTamu, KOTOpbie MeTaboaM3MPYIOTCS STOW CHUCTEMON (Harnpumep, ¢
MHIMOMTOPaMK NpoTeasbl), MaJOBEPOSTHO.

OnHospemenHoe npumeHenue pactsopa copbutona (3,2 r, 10,2, 13,4 r) ¢ OJHOKpaTHOH 030

namusyausa 300 mr B Gopme pacTBopa Ans npuemMa BHYTPL Y B3POCABIX 3/0POBbIX
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N06POBOIBLLEB NPUBOAKIO K 103034BUCHMOMY CHIKEHMIO SKenosuumuu namusyanua (AUCs) Ha
14 %, 32 % u 36 % u Cmax NamMusyanna Ha 28 %, 52 % u 55 %. 1o BO3MOXKHOCTH cnenyer
uberarb OJHOBPEMEHHOrO MPUMEHEHMS JIAMUBYAMHA M COPOMTO-COAEPKALIMX npenaparos,
1100 criejlyeT paccMOTPeTh BO3MOKHOCTH GOJIee HacToro KOHTPOis BUPYCHOM Harpy3ku BUU-1
B CAy4asX, KOrja HEBO3MOXKHO M30€kKaTh UIMTELHOIO OIHOBPEMEHHOrO MPHUMEHEHMS JTHX
npenaparos.

Ocobbie ykazanusi

[pumerenne npenapata AMMBUPEH B Ka4eCTBE MOHOTEPANIMHM HE PEKOMEHYETCS .

Ilepeoava BUY-unghexyuu

Xots Ob110 10Ka3aHO, 4TO IPHEKTHBHOE MOAABIEHHE BUPYCA C OMOLLBIO AHTUPETPOBUPYCHOI]
TEpanuu CyUIECTBEHHO CHIKaeT puck nepeaaun BUY npyrum oasm npu nonosbix KOHTaKTax,
HCKIOYaTh 3TOT PHCK MOJHOCTBIO Heb3s. [lodTOMY mnauMeHTbl AOJKHBLI  NPOAOIKATH
c00.1101aTh COOTBETCTBYIOLLME MEPbI MPEAOCTOPOIKHOCTH.

Hapywenue ¢ynxyuu nouex

Y NauMeHTOB ¢ HapyLIEHMEM (DYHKUMM NMOYEK CpeAHedl M TsKeNOf CTeneHH KOHLEHTpaLus
namuByauHa B niazme Kposu (AUC) nosblieHa BCleACTBUE CHUIKEHUS KIMPEHca NaMUBYAMHA,
T03TOMY TAKMM NalMeHTam Tpebyercs KOppeKius 103bl,

Tpotman nykreosudnast mepanus

bbin nosydenst coobuieHHs O BLICOKOH 4acTOTE CilyuaeB BMPYCONOrMYECKOH Heyxaud M
BO3HMKHOBEHUHM PE3UCTEHTHOCTH HA PAHHEM JTAre NpH rpueMe JaMUBYyANHA B KOMOMHALIMK ¢
TeHO(poBUpa AN30NpPOKeHIa hymapaTom U abakaBupoMm, a Takike ¢ TEHO(OBHpPA AU3OMNPOKCHIIA
(ymapaTom 1 INIAHO3UHOM B PEXKMME OJMH Pa3 B CYTKHU.

Onnopmynucmuveckue ungpexyuu

Y nauueHToB, noJy4aunx npenapar AMUBUPEH WK APYrue aHTHPETPOBUPYCHbIE MpenapaThi,
MOTYT pa3BUTBCA OMMOPTYHUCTHUECKHE MHEKLMM UH Jipyrue ocnokHeHus BUYU-unbekimy,
MO3TOMY NALUMEHTbI AOKHBI HAXOANTHCS 10/ TUIATENbHBIM HabMoaeHeM Bpaueil, HMeloLUX
OnbIT Nevenus nauueHtos ¢ BUY-accoumnpoBannbimu 3a601eBaH UAMM.

[Tanxkpeamum

Onucasbl peikue cilyuau pasBUTHs NMaHKpPEATHTa [P NPUMEHEHHM MpEnapata JAaMUBY/MH.
OzHaKo He yCTaHOBEHO, BLI3BAHO JIM 3TO OC/IOXKHEHHE JEHCTBMEM J€KAapCTBEHHOrO Nnpernapara
WK SBIACTCH CE/ICTBUEM OCHOBHOrO 3abonesanns — BUY-undexunn. Jleuenne npenaparom
AMHBUpPEH HEOOXOAMMO HEME/IEHHO NPEKPaTUTh NP MOSBACHUM KIMHUYECKMX CUMITOMOB
WM 1a00paTOPHBIX AaHHLIX, CBU/CTENLCTBYIOUIMX O Pa3sBUTHM naHKpeaTuTta (60/1b B JKMBOTE,
TOLIHOTA, PBOTA W/IM MOBbIWIEHHE 3HA4YEHUH GnOXMMUUECKUX Mapkepos). CliesyeT npekpaTHThb

MpUEM [pernapara 0 UCKIIOUEHHUS AMAarHO3a NaHKpeaTT.




Jlakmoayuoos u evipascennas 2enamome2anus co cneamo3om

Hmetores coobiuetmns 0 pa3BUTHUH NAKTOALMA03A U BbIPAKCHHOIN rernaToMerasmu co CTeaTo3oM,
B TOM HHMCIE C JICTA/bHBIM MCXO/OM. BCIIEACTBUE aHTUPETPOBUPYCHOM Tepaluu aHajioramu
HYKJICO3M/I0B B BWAE OTACNbHBIX MPENapaToB Wiu B KOMOMHALMM, BKJIIOYAs NaMHUBYMH.
[TonoGHble ABACHUS OTMEUATNCH MIABHBIM 0OPA30M Y HKEHLLMH.

Kimhnyeckne cMMNTOMbI, KOTOPbIE MOFYT yKa3blBaTh HA PasBUTHe JAKTOALMAO3A, BKIIOYAIOT
o0utyto  cn1abocTh, aHOPEKCHIO, CTPEMMTEbHYI) HEOOBACHMMYIO MOTEPI Macchl Tena,
CHMIITOMbI MOPAXEHHUS IKENYOUHO-KULLIEHHOrO TpakTa (TOWHOTA, PBOTA U 60b B KUBOTE) M
OpraHoB AbiXanus (O/bIIIKA M TAXWIHO3), HEBPOJIOrMUECKHE CUMIITOMBI (BKIIOYAS MOTOPHYIO
ciabocTn).

Jleyenue anajoramu  HyKI€03MZIOB  HEOOXOAMMO — NpEKpaTHTh B  Cilyyae pa3BUTHA
CUMITOMATHYECKOH  rurepiakrateMuu M MeTaboJAMYeckoro  aumMa03a//1akToalyua03a,
fiporpeccupytouleii renatoMmerainy uiu ObICTPOro NMOBLILIEHMS aKTHBHOCTH aMHHOTpaHc(epas.
Jlaxroaun103 06bI4HO Pa3BUBACTCS MOCNE HECKOJLKMX Mecsles Jeuenns. Caeayer coboaath
OCTOPOXHOCTL MPU TNPHUMEHEHUM aHAJOIOB HYKICO3WIOB JUlS JleueHus no0oro nauvenTa
(0COBEHHO — KEHLMH C 0XKUPEHHUEM) C refaToMeraueil, renaTuToM UM ApYrHMU H3BECTHbIMHU
(akTopamMu puCKa MOP@KEHMs [EYeHM M CTEATO30M MeveHM (BKMOYas NpUMEHeHHe
Onpe/e/IeHHbIX JICKapCTBEHHBIX NPEnaparos U yrnorpebiieHue aikoros).

Mumoxonopuarbnan ducghynkyus 6 pesynsmame 6uympuympo6iozo o3deiicmsus

AHAJIOTY HYKJICO3W/0B M HYKJIEOTH/OB CrIOCOOHBI BBI3bIBATL PA3IMUHYIO CTEMNEHb OBPEKAEH U
MUTOXOH/IPUHA, 4TO Haubosiee SIPKO NPOSABIAETCS MPH NPUMEHEHUM CTABYAMHA, AMAAHO3MHA M
3UAOBY/IMHA. 3apernCTPUPOBAHDI Cydan PA3BUTHS MUTOXOHApPHanbHON aucdyHkumu y BUY-
OTPHLATEbHBIX IETEH, MOABEPraBIIMXCS BO3ACHCTBUIO AHATIONOB HYKIIE03U/I0B BHYTPHYTPOGHO
WM noCse POKIACHMA: MIaBHBIM 0Opa3oM 3TH cilyyan ObUIM CBA3AHLI CO CXEMaMH JIeyeH us,
conepykaliuMu  3MA0BYAMH.  OCHOBHBIMM  HEXeNaTeNbHbIMH  PEAKLUMAMM  SBIASIINCH
FEMaTOJIOrMYECKHE HapylUEHWs (aHEMMs, HEHTpOreHyus) W HapyuleHus obMmeHa BewecTs
(runepnakrateMus, runepiunasemMus). ITH HEXeNaTeNbHble PEaKLMM UACTO  SBASJIMUCEH
TPaH3UTOPHBIMU. BbUIM 3aperncTpupoBanbl pesIkue Cilyyam HEBPOJOTMYECKMX PACCTPOHCTB ©
MO3AHMM HayajoM (MOBbILUEHHE TOHYCA MBI, CyJA0POrH, HapylIeHH!s NoBeaeHus ). SBasioTes
1 IaHHbIC HAPYLICHWSA TPAH3UTOPHLIMM MJIM NOCTOSIHHBLIMM, B HACTOSILLEE BPEMS HEM3BECTHO.
BeposTHOCTb pasBUTHA MUTOXOHAPHANLHON AMChYHKUHHM crienyer paccmatpusath y sioboro
pebeHKa, MOABEPraBlUErocs BHYTPUYTPOGHOMY BO3LEHCTBMIO aHAOrAMH HYKJI€O3UAOB M
HYKJ€OTH/I0B, C BBbIPDKCHHbLIMH KIMHMYECKAMM CHMIITOMAMM HEACHOMW OTHOJOrHMHM., B

0CODEHHOCTH HEBPOJIOIMYECKMMHU PACCTPOIICTBAMM,
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[lpeacrasiehibie  jaHHbIE HE BAMSIOT HA TEKYWME DPEKOMEHJAMM M0 NPHMEHEHHIO
aHTHPETPOBUPYCHON Tepanuu y OepeMeHHbIX JKEHIUMH 18 NPOQUIAKTMKM BEpTHKANLHOI
nepeaaun BUY-undexumnm.

Macca mena u 06men sewecme

Macca Tena, a TakKe KOHUEHTPALMM JIMITWI0B U [JIHOKO3bI KPOBH MOTYT NOBBIUATLCH BO BPeMs!
aHTUPETPOBUPYCHON Tepanuu. ITv U3MEHEHMsl MOTYT ObITh YACTMYHO CBS3aHbI ¢ KOHTPONEM
3abosieBaHus U 00pa3om KM3HM. BblM nojtyueHbl faHHble, MOATBEPXKAAIOILNE B HEKOTOPBIX
ClyyqasX B/IMSAHME TCPANMK HA KOHLCHTPALMIO JIMIKAOB, B OTHOILGHHM YBEJIHUEHUSA MACChl Tena
TaKue JaHHble OTCYTCTBYIOT. ClleflyeT NpPOBOAUTH KOHTPO/Ib KOHLEHTPALMH [HIMIOB M
[JIFOKO3bl KPOBM B COOTBETCTBMW C YCTAHOBJICHHBIMM pEKOMEHJauusiMu no Tepanuu BUU-
uHQexund. Hapyuienus nunuaxoro ofMena HeOOXOAMMO KOPPEKTHPOBATh B COOTBETCTBHMH C
KJIMHUYECKMMU NPOsBJICHUAMM.

Cum)po.u GOCCMUHOBACHUSL UMMYHUMEemMd

Y BUY-uHDUUMPOBAHHBIX MALMEHTOB C THIKEIbIM MMMYHONEDULIMTOM HAa MOMEHT Hauana
aHTHPETPOBHPYCHON TepanmniM BO3MOXHO pa3BUTHE BOCHAIMTENBHOH peakumd Ha (oHe
GeccHMNTOMHBIX ONMOPTYHUCTHUYECKMX MH(EKUMIA MM MX OCTATOYHbBIX SIBJAEHHH, YTO MOXKET
CTaTh NPUUMHON CEPHE3HOTO yXYALICHHS COCTOSHUA MM yCyryOneHus cumnToMarnki. O6bIYHO
3TH pEaKilMK BO3HUKAIOT B TEYEHME MEPBbIX HECKOJbLKUX HE/E/b WM MECSLCB 10c/ie Hauasna
aHTUPCTPOBHUPYCHOM  Tepanun. THUNWYHBLIMM NPUMEPAMK  SBISIOTCS  LIMTOMEraloBUPYCHbIii
PETHHHMT, ICHEPAJIM30BaHHAs /WM OvaroBas WH(EKLMS, BbI3BAHHAS MHKODAKTEPUSIMH, W
MHEBMOHUA, BbI3BAHHAS Pneumocystis jirovecii (Tak)Ke W3BECTHA Kak [HEBMOLIMCTHAs
nuesmonus, [I[1). Tlosenenne moBGbIX CAMNTOMOB BocnaneHus TpeOyeT HeMeLIeHHOro
o0cneloBaHus 1, IPU HEOOXOMUMOCTH, JICUCHHUSI.

AyTtoummyHHble 3abonesanus (rakue kak Gonesus I'peiiBca M ayTOMMMYHHBINA renaTiT) TakKe
HabmoAannch Ha (YOHE BOCCTAHOBIICHMS HMMYHMTETA, OJHAKO BPEMS NEPBMUHBIX POSBIEH il
BapbUPOBAJIO, M 3200/1EBAHME MOIJIO BO3HUKATH YEPE3 MHOIO MECSLEB M0C/Ie Hauaa Tepaniu u
MHOI/Ia UMEJI0 aTHITHYHOE TeYEHHUE.

3abonesanus nevenu

[Mauuentl ¢ Xpouuueckum rematutom B wam C, nonyvaioume KOMOMHMPOBaHHY O
aHTUPETPOBUPYCHYIO TEPAITHIO, XapaKTEPU3YIOTCH MOBLIIUEHHBIM PUCKOM PA3BUTHS THKEbIX U
MOTEHUMAILHO JIETA/IbHBIX HEXENAaTeAbHbIX peakuuil CcO CTOPOHBI MEYeHH. B cayuae
COMyTCTBYIOLLEH NPOTHBOBUPYCHOM Tepanuu renatuta B uau C cienyer Takke 03HAKOMUTLCA ¢
COOTBETCTBYIOUMMH HHCTPYKLMAMMU 110 MPUMEHEHHMIO IaHHbIX JIEKAPCTBEHHBIX NPENapaToB.
PesynbraThl KAMHUYECKMX HCCNE/0BaHMit M JaHHBIE MOCTPErHCTPALMOHHOrO HAGIIOACHUS

YKa3bIBalOT HA TO, YTO Y HEKOTOPLIX IMaLUMEHTOB C CONMYTCTBYHOUIMM XPOHUYECKUM BUPYCHBLIM
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renarutom B (HBV) npu ormeHe namuByaMHa MOrYT BO3HMKaTh KJIMHMYECKHE WM
nabopaTopHble [PU3HAKM PELMAMBA [CNAaTHTA, KOTOPblE MOrYT HMEThb 007ee THKE/ble
MOCAE/ACTBUS y MALUMEHTOB C JEKOMNEHCUPOBaHHbIM 3ab0/ieBaHueM neueHu. B ciyuae oTMeHsbl
npenapata AMHMBMPEH Y MNalMEHTOB C COIYTCTBYIOUIMM BHPYCHBIM renatutom B cieayer
paccMOTPEeTh BO3MOXKHOCTb TMPOBEJIEHUS MEPUOAMHECKOTO KOHTPONS (YHKLMU [€YEHU WU
MapKepoB pernauKauuu Bupyca renatura B.

Y NauMeHTOB C YXKE CYIUECTBYIOIIMM HapylueHHeM (QYHKIMM TeYeHH, BKIIOUas aKTHBHYIO
(opMy XpOHMYECKOro remaTura, OTMEHAETCS YBEJMYEHME YACTOThl HapylleHWit (GyHKUMM
MeyeHu BO BpeMs MpOBeAeHMs KOMOMHMPOBAHHOH aHTUPETPOBUPYCHOM Tepanuu. Takue
NauMeHTbl AO0DKHBI HAXOAWTHLCS MOJA  HabIIOJIEHHEM B COOTBETCTBHM €O CTAHAAPTHOI
K/IMHWYEeCKON rnpakTukoil. Heobxoaumo paccMOoTperh BO3MOMKHOCTL MPUOCTAHOBJIEHHS WM
MpeKpalleHns JCYEHUS B cCliydae MNPOABICHMI yXyaueuus 3abojeBaHMs [MEUEHHM y TakuX
MalueHToB.

Ocmeonexpos

Heemotpsi Ha To, 4to 3tHOOrMA JaHHOro 3aboneBaHus sBasercss MHOroakTopHoit (BKIOUas
MPUEM  [JIFOKOKOPTHKOCTEPOM/IOB, yMOTpebneHne ajikorons, THKEAYD MMMYHOCYNPECCHIO,
BbICOKMIM MHJICKC MACChl Tea), Cyyan OCTEOHEKPO3a yallle BCEro BCTPEYa/IMCh Y MalMeHTOB Ha
npoaBuHyToi cranu BUYUY-uHpexumu w/uim AIMTENbHO NPUHAMABLIMX KOMOMHMPOBAHHYIO
aHTUPETPOBUPYCHYIO Tepanuio. [laumentam cneayer obparurbesi K Bpady, €ciid  OHM
MCTILITHIBAIOT B0/IM M CKOBAHHOCTh B CYCTABAX WM TPYAHOCTH MPU JABUKEHUH.
Bzaumooeiicmeue ¢ Opyeumu 1ekapemeentsiMu cpeocmeamu

[Ipenapar AMHBHMpEH HE cie/lyeT NPUMEHATL OLHOBPEMEHHO C Mpenaparamy, cojepialiumu
NaMUBYAUH MM SMTPULIMTAOUH.

[Ipumenenne naMuByIMHa B KOMOUHALMM ¢ KIAAPUOMHOM HE PEKOMEHyeTCs.

Ocobwre epynnvr nayuenmos

Jlemu

B KIMHMYECKMX MCCIENOBAHMAX y AETeH, MonyqaBMX TaMMBYAMH B Qopme pacTBopa s
npuemMa BHYTPb OJHOBPEMEHHO C ApYyrMMHU aHTUPETPOBUPYCHLIMM Mpernapatamu B (opme
pacTBopa /1S puemMa BHYTPb, 4aCTOTa CYNPECCHM BUPYCa M IKCIO3ULMSA TaMUBYIMHA B N1a3Me
KpoBH Oblit HMIXKE, @ PE3UCTEHTHOCThL BUPYCAa pa3BUBAJIach uallle, 4eMm y JAeTeil, 101yyaBimx
npenapatb! B (hopme TabieTok.

[To BO3MOXKHOCTM HEOOXOAMMO MCHONBL30BATL  PEKUM  AHTHPETPOBUPYCHOH  Teparuu,
BKJIIOUAtOWMit BCe npenapatel B Gopme Tabaerok. JlamuByauu B hopMe pacteopa s npuema
BHYTPb, IPUMEHSEMbIH  OJHOBPEMEHHO ¢  COpPOMTON-COAEPMHALUMMU  JIEKAPCTBEHHBIMM

npenaparamu, CIACAYET NMPUMEHATbH TOJLKO B TEX CiydasX, Korjga HEBO3MOMXHO NMPUMEHCHHE
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pexuma Teparnuu, BKIO4aloulero Bsce rnpenapatbl B (popme Tabnetok, M Koraa rmnossia
[IPOBE/ICHHMS JICYCHUS TPEBbILIACT BO3MOXKHBIE PUCKH, BKIIOYAs HU3KMH YPOBEHL CYMPEcCHM
Bupyca. Caeayer paccMoTpeTh HeoOX0AMMOCTL Gojiee 4acToro KOHTPOIS BUPYCHOM Harpysku
BUY-1 npu 0aHOBPEMEHHOM NPUMEHEHHM JaMUBYAMHA C JUIMTENBHO [PUMEHSEMbIMH
copbuTONI-COAEPIKALLIMMU TperapaTamu.

Bumstine na ¢cnocoGHOCTH yNpas/isiTh TPAHCHIOPTHLIMH CPEACTBAMM, MEXAHH3MAMH
CreumnanbHble MCCIEN0BAHUS M0 M3YYEHMIO BIMSHUS CPEICTBA HA CMOCOOHOCTb YNpPaBJATH
aBToMOOMIEM M ABMXKYUIMMMCH — MEXaHW3MaMM  HE  [POBOAMIMCH.  YuMTbIBas
(hapmakosiOrnyeck1e CBOHCTBA JIaMUBYIMHA, TAKOE BIMSHUE MA/OBEPOATHO. Tem He MeHee, npu
OLEHKE CMOCOOHOCTH NalMeHTa YrpassTh aBTOMOOMIEM/MEXaHN3MAMHU CIIEAYET NPUHHMATh BO
BHUMaHHe ero ob1ee CoCTOAHME, a TAKKE XapaKTep Hexeslare/bHbIX peaKiuii naMuByAnMHa.
Mopma BeInycKa

Tabnetku, nokpbIThie MIEHOUHON 06osoukoit 150 mr, 300 mr

Ilepeuynan ynaxoska nrekapemeennozo npenapama

I[lo 10 Tabnerok B KOHTYpHYIO su€HKOBYIO YNAKOBKY W3 TUIEHKM MNOJMBHHUIXJIOPHAHON M
(Gobr aNOMUHKUEBOI NEYaTHO JIaKMPOBAHHOM.

[To 60 niu 100 Tabnetok (ana craunoHapoB) B GaHKy HOJMMEPHYIO C KPBILIKOMH, HATSHBAEMOI
€ KOHTPOJIEM NepPBOro BCKpbITHs. Ha Ganku HaKkjIenBaiOT HTUKETKH U3 GyMark 3TMKETOUYHOH.
Bmopuunan ynakoeka nexapcmeennozo npenapama

Mo 1, 2, 3, 5, 6 nau 10 KOHTYpHbIX A4YEHKOBBIX YNAKOBOK BMECTE C MHCTPYKUMEH MO
MPUMEHEHMIO MOMELLAIOT B MAYKy M3 KapToHa A1 notpedurenbekoit Tapsl. [1auku noMeruaior B
rpyNoByto yMnakoBKY.

baHku BMecTe ¢ paBHbIM KOIMYECTBOM HHCTPYKIMIA MO NPUMEHEHHIO TOMELIAIOT B IPYIIOBYIO
yNakoBKy — KopoO 13 rop pupoBaHHOIr0 KapToHa.

YeaoBust XpaHeHust

B opurunanbHO#R ynakoBke MpoM3BOAMTESS MPU TeMrepaType He Bbite 25°C.

XpaHUTb B HEJOCTYIHOM /IS jleTeil MecTe.

Cpox roanoctu

4 rojia. He npuMeHsTb MO UCTEUEHNM CPOKA FOAHOCTH.

YcaoBust ornycka

Ornyckator no peuenty.

IIpousBoauTein

AO «®apmacunuTesn, Poccus

tOpununyeckuit aapec: 664007, HMpkyrckas o6a., r. Upkytek, yia. Kpachorsapaeiickas, a. 23,
otuc 3.




Ajipec npou3BOACTBEHHOM naowanku: r. Upkytek, yi. P. Jliokcembypr, n. 184
Ten.: +7 (3952) 55-03-55
Ten.: +7 (3952) 55-03-25

Ajpec 21eKTpoHHOM noyTsl: info@pharmasyntez.com

Oprauusaumsi, nPUHUMAKOLIAS IPETEH3HH OT NoTpebuTeneii:
AO «®apmacunTesy, Poccus

r. Upkytck, ya. P. JliokcemGypr, j1. 184

Ten.: 8-800-100-1550

Azpec 351eKTpoHHO#M noyTsl: info@pharmasyntez.com
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