COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 06.09.2024 N= 18923

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFOTIPERAPATA 1702

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

JlamuBynun Kanon, 150 mr, TaGneTKH, TOKPBITHIE TUICHOYHOW 000JIOYKOMA.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JleficTBy1o1II€€ BEIIECTBO: JJAMUBYMH.

Kaxnas Tabnerka, mOKpbITast IJICHOYHON 0005109K0i, conepkut 150 Mr namMuByanHa.
BcrniomorarenbHble BeleCTBa, HATUYKME KOTOPHIX HA/I0 YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npemnapara: HaTpuil (cM. pasaen 4.4.).

[TonHbI# TepeueHb BCIIOMOTaTENbHBIX BEIIECTB MPHBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHASI ®OPMA

Tabnerku, NOKPBIThIE MIICHOYHOH 000I0YKOH.

TabneTku Kpyribie ABOSKOBBIITYKIIBIE C PUCKOH, MOKPHITHIE TUICHOYHOW 000JI0YKOH OETI0ro Win
noyTH 0esoro nBeTa.

4. KIMHUYECKUE JAHHBIE

4.1. Tloka3zaHusi K MPUMEHEHHIO

[Ipenapat nokasaH K NPUMEHEHHIO y B3pOCIHbIX U AeTe 1 aedenus BUU-undexnum B coctaBe
KOMOMHHMPOBAaHHOW aHTUPETPOBUPYCHOM Tepamnuu.

4.2.  PeuM 103MPOBAHMA M CNIOCOO NMPHUMEHEHHUS

PexxuM 103upOBaHus

B3pocnvie ¢ maccoti mena ne menee 25 ke

Pexomenayemast mo3a coctasmusietr 300 mr B cyTku — o 150 mr 2 pasza B cytku win 300 mr 1 pa3 B
CYTKH.

[Tpu nepexojie OT pexHMa MpueMa JiBa paza B CyTKH K peKUMY IIpUeMa OJJUH pa3 B CYTKH CIeIyeT
MIPUHSATH MEPBYIO PEKOMEHAYEMYIO OJHOKPATHYIO 03y IPUMEPHO uepe3 12 4 mocie nocneaHein
OPUHATOW JI03BI TIO0 PEXHMY JABYKPaTHOTO TpHEeMa, a 3aTeM IMPOJOJDKaTh TNPUHUMATH
PEKOMEH/IyeMYIO OJTHOKPATHYIO 7103y MpUMepHO Kaxkble 24 4. Ilpu Bo3Bparte K pexumy npuema
JIBa pa3a B CYTKHU CJeIyeT NMPUHATH NEPBYI0 PEKOMEHAYEMYIO 103y MO PeXHUMY JIBYKPATHOTO
IIpueMa IpUMEPHO Yepe3 24 9 1ocie NocaeqHENd TPUHATON OJHOKPATHOM JTO3bI.

[Ipu mepexone oT nmpuemMa mpemnapara B popMe pacTBOpa K MpueMy npemnapara B popme TabIeToK,
WK Hao0OpOT, HEOOXOAMMO ClIeZIOBaTh PEKOMEHJAIUSAM IO JIO3UPOBAHMIO TIpemnapaTta,
YCTAHOBJICHHBIM JUISI K&XKI0H KOHKPETHOM JIEeKapCTBEHHOH (hOPMBI.

JlamuByIuH TaKKe JOCTYIEH B JIEKApCTBEHHOU (hopMe pacTBOP JUIsl IpUEMa BHYTPb.

Oco0rIe T'pYHOIIbI TAIMEHTOB
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Tayuenmor noscunoz2o éo3pacma (NOCNEOCBATENEHOCTEL 0002)

JlaHHBIE 10 MPUMEHEHUIO JaMHUBYJHWHA Y 3TOW KaTEropuu MAlMEHTOB OTCYTCTBYIOT, OJHAKO
clefyeT coOoIaTh 0COOYI0 OCTOPOKHOCTh NMPH MPUMEHEHHUH TpernapaTa y TakKuxX MalleHTOB B
CBSI3M C BO3PACTHBIMH HM3MEHEHMSIMHM, TAaKUMHU KaK yXyAlIeHHEe (PYHKIHMU MOYEK U H3MEHEHHE
MOKa3aTesed KPOBH.

Tayuenmoi ¢ Hapywenuem hyHKyuu novex

Y manueHToB ¢ HapylmieHHeM (QYHKIMHM TMOYEK CPeIHEH M TSHKEIOW CTENeHH KOHICHTPAIUs
JamuByauHa B ma3me kpoBu (AUC) moBblllieHa BCISACTBUE CHUKEHUS KiupeHca. [loatomy y
MAIMEHTOB C KIMPEHCOM KpeaTuHHHa MeHee 50 MJI/MUH 103y IpernapaTa HeoOX0IMMO CHU3UTH,
KaK MOKa3aHo B MPEJCTaBICHHON HIKE TaOIHIIE.

PexoMenmanmu mo nondopy A036l Y B3POCABIX ¢ MACCOM TeJia HE MeHee 25 Kr

Kiaupenc kpearuHuHa IlepBas no3a IMopnepxuBaromas 103a
(MJ1/MMH)
ot 30 no 50 150 mr 150 Mr oguH pa3 B CyTKH
Mmenee 30 [IporuBomokaszano (It JaHHOM JIEKapCTBEHHOM (POPMEI).

Ilayuenmul ¢ napywenuem ynkyuu nevenu
JlanHbIle, MOJTyYEHHbIE y MAIMEHTOB C HapylIeHHEM (YHKIHMH TEUYCHH CpPeIHEH U TSKEIOou
CTETNEeHH, MOKA3bIBAIOT, UYTO MUCHYHKIUS TEUEHU HE OKa3bIBAeT CYIIECTBEHHOE BIMSHHE Ha
dbapMakOKMHETHKY JamMUBynuHA. Mcxoas W3 ATHX NaHHBIX, A7 TAIMEHTOB C HapyIICHHEM
(GYHKIUM TTEUYEHU CPETHEH U TSHKEJION CTeNeHH KOPPEKIIUS J03bl HEe TPeOyeTCs, 32 UCKITIOYCHUEM
ClIy4yaeB, KOT/ia HapylIeHue GyHKIIMU TIE€YEHU COTIPOBOXKIACTCS HApyIIeHHEM (QYHKIIUH TTOYEK
eTH

Jlemu ¢ maccoii mena He menee 25 xe.
Pexomennyemas no3a cocrapisieT 300 Mr B cyTku - o 150 mr 2 pasa B cytku unu 300 mr 1 pa3 B
CYTKH.
Jns nereit ¢ maccoil Tena He MeHee 25 Kr M HapylleHHeM (YHKIUH MMOYeK TMOI00p 03B
OCYIIECTBIISIETCS. B COOTBETCTBHHM C PEKOMEHAAIMSIMH MO MOAOOpY 103kl Yy B3POCHBIX C
HapyieHneM ()YHKIIMH TTOYeK.
Jlemu ¢ maccou mena om > 20 ke 0o < 25 ke
Pexomenayemas o01miasi cyTouHasi 103a JaMUBYIMHA COCTABISIET 225 MT:

- Yatabnerku 150 mr (75 mr) yrpom u 1 nenast tabnerka 150 mMr Beuepom, wiu

- 1 u 2 tabnerku 150 mr (225 Mr) oauH pa3 B CyTKH.

Jlemu ¢ maccoti mena om 14 ke 0o < 20 ke
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- Y tabnetku 150 mr (75 mr) 1Ba pas3a B CyTKH WIH

- 1 nenas rabnerka 150 Mr oiMH pa3 B CYTKHU.
VY nereii ¢ Mmaccoit Tena 6onee 14 kr, HO MeHee 25 KT 1 HapylIeHHueM (PYHKITUY MoYeK He0OX0MMO
MIpUMEHEHHUE JJaMUBYIMHA B JICKAPCTBEHHOM (hopMe pacTBOP IS IprieMa BHYTPb.
Jlemu ¢ maccoii mena menee 14 ke
[Tpumenenue npenapara B popme TabIETOK y AeTei ¢ Maccoil Tena MeHee 14 KT mpOoTHBOIOKa3aHO
B CBSI3U C HEBO3MOXXHOCTHIO KOPPEKIIMHU J03bI B 3aBUCUMOCTH OT Macchl Teja. JleTsam ¢ maccoit
Tena MeHee 14 Kr cienyeT Ha3HadaTh npenapar B popMe pacTBOpa I IpreMa BHYTPb.

Cnoco0 nnpuMeHeHus

IIpenapar JlamuBy s KaHOH IPUHMMAIOT BHYTPb BHE 3aBUCHMOCTH OT IPUEMA ITHIIH.

s oGecrnieyeHnss TOUHOCTH JTO3UPOBAHUSA IIperapaTa TabJIeTKU PEKOMEH]IyeTCsl POrIaThiBaTh
HOJHOCTBhIO, 0€3 u3MenbyeHus. J[Is NanueHTOB, KOTOpbIE MCIBITBIBAIOT TPYJHOCTH C
IpOrJIaThIBAHWEM TaOJETOK, IMpeAHa3HaueHa JIEKapCTBEHHAas (opMa pacTBopa Uil IpueMa
BHYTpb. B KauecTBe albTepHATHBBI JOIMYCKAETCS W3MEIBbUYCHHE TaOJIETOK C MOCIEIYIOIUM
HepeMeluBaHieM ¢ HEOOJbIIUM KOJIWYECTBOM MOIYTBEPAON MUINM WM JKUIAKOCTH, IPU 3TOM
HOJYYEHHYIO CMECh HEOOXOJMMO MPUHSATH BHYTPb MOJIHOCTHIO U HE3aMEAJIUTEIBHO.

[Tpu mepexoze oT mpuemMa JaMHBYJAuHA B (OpMe pacTBOpa K IpHUEMY JIaMHUBYAHHA B (Qopme
TabJIETOK, MM Ha000pOT, HEOOXOMMO CIEI0BATh PEKOMEHIAIUAM 10 JO3UPOBAHUIO Mpernapara,

YCTAHOBJICHHBIM IJIA Kaxgoun KOHerTHOﬁ JIeKapCTBeHHOﬁ (bOprI.

4.3. TIpoTuBoOmOKa3aHUs
- TUTIEPUYYBCTBUTEIILHOCTh K JIAMUBYJIMHY WM JIOOOMY M3 BCIIOMOTAaTEJIbHBIX BEIIECTB,

NEePEYUCIICHHBIX B pa3zene 6.1.;

—  JIeTH ¢ Maccoii Tena MeHee 14 kr (Juist JaHHO JIeKapCTBEHHOM (OPMBI);

—  zet ¢ Maccoit tena 14 xr u Oosee, HO MeHee 25 KI ¥ HapyleHHeM (YHKLUU MoueK (Uis
JTAHHOM JIeKapCTBEHHOM (opMBbl);

—  B3pOCI]ble W JIETH C MacCOi Tela He MeHee 25 KI' M HapylleHHeM (YHKIMHM MOYeK IpH
KJIMpeHce KpeaTnHuHa MeHee 30 MiI/MuH (U1 JaHHOM JIeKapCTBEHHOM (popMBI).

4.4. OcoOble yka3aHUsl M MepPbI NPEA0CTOPOKHOCTH NPH MPUMEHEHN U

Oco0ble yKazaHus

IIpumenenne npenapara JlamuByinH KaHOH B KauecTBE MOHOTEpAIINHA HE PEKOMEHyETCsl.
llepeoaua BUY-ungexyuu
XoTs ObUTO JOKa3aHO, 4TO (h(HEKTHBHOE MOJABICHUE BUPYCA C TIOMOIIBIO aHTUPETPOBUPYCHOMN

TEpaluu CyILIECTBEHHO CHIKAET puck nepenayn BUY npyrum sroasm npu 1nojaoBbIX KOHTAKTAaX,
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COOTBETCTBYIOIINE MEPHI TPETOCTOPOKHOCTH.
OnnopmyHnucmuyeckue ungexyuu

VY nmauueHToB, nojiydaromux npenapar JlamuBynuH KaHOH win apyrue aHTUPETPOBUPYCHBIE
mpenapaTsl, MOT'YT Pa3BUTHCA ONMIOPTYHUCTUYECKUE MHPEKIIUU WU Jpyrue ocioxxkHenus BUY-
WH(DEKIMH, TT0OITOMY HAIMEHTHI TOJDKHBI HAaXOUTHCSI MO TIIATeILHBIM HA0IOICHUEM BpaueH,
UMEIOIIUX OTIBIT JIedeHus manueHToB ¢ BUU-acconuupoBanHbIME 3200 I€BAaHUSIMH.

Hapywenue ¢ynkyuu novex

VY manueHToB ¢ HapylieHueM (QYHKIHMU TOYEK CpPedHEeM W TSDKEJIOW CTENeHU KOHICHTpalus
nJamuByauHa B masme kposu (AUC) moBblilieHa BCIICACTBUE CHUYKECHUS KIIUPEHCA JIAMUBY/IHHA,
MOATOMY TaKUM IMAIMEHTaM TPEOYyeTCs KOPPEKIIHS T03bI.

Tauxkpeamum

OnucaHbl pelKue cilydau pa3BUTHs MMAHKpeaTUTa MpPU NMPUMEHEHUH JlaMuByauHa. OgHaKo He
YCTaHOBJICHO, BBI3BAHO JIM 3TO OCJIOKHEHHUE JICHCTBUEM JIEKAPCTBEHHOTO Mpenapara UiH sIBJISIEeTCS
CJIEICTBUEM OCHOBHOTrO 3aboneBanusi — BUY-undexuuu. JleueHue naMuByJMHOM HEOOXOAMMO
HEMEIJICHHO IPEKPATUTh MPH MOSBICHUH KIMHUYECKUX CUMIITOMOB WJIH J1a00paTOPHBIX IaHHBIX,
CBUJICTENHCTBYIOIINX O Pa3BUTHH aHKpeaTuTa (60J1b B dKUBOTE, TOIIHOTA, PBOTA WJIX MOBBIILICHUE
3HAYCHUI OMOXUMHUYECKHX MapKkepoB). CieayeT mpeKpaTUTh MpUeM Ipernapara 10 UCKITIOYEHUs
JIMarHo3a MaHKpeaTuT.

Jlakmoayuoo3 u evipasxicennas 2enamomeanus co cmeamo3om

HmeroTcst cooOIIeHNs 0 pa3BUTHH JIAKTOALM03a U BRIPAXKEHHON renaToMerallii CO CTeaTo30M, B
TOM YHUCJE€ C JICTAIbHBIM HCXOJOM, BCJIEACTBHE AHTUPETPOBHUPYCHOM TEpanuy aHajIoraMu
HYKJICO3UJIOB B BHUJE OTACIbHBIX MpPENaparoB WJIM B KOMOWHAIUM, BKJIOYas JIAMUBY/IWH.
[TonoOHbIE SIBIEHUS OTMEUYAIHUCH TJIABHBIM 00Pa30M Y JKEHIIHH.

KnnHnueckne cMMOTOMBI, KOTOPbIE MOTYT YKa3blBaThb Ha Pa3BUTHE JIAKTOAIIM103d, BKIKOYAOT
00111y10 C1ab0CTh, AHOPEKCHIO, CTPEMUTEIEHYIO HEOOBSICHIUMYIO IMOTEPIO0 MACCHI T€Ja, CHMITTOMBI
MOPAKECHUSI KEITYTOYHO-KUIIIEYHOTO TpakTa (TOITHOTA, PBOTAa W OOJb B KWUBOTE) U OPraHOB
JBIXaHUS (OBIIIKA ¥ TAXUITHOD), HEBPOJIOTUYECKUE CUMIITOMBI (BKIIIOYasi MOTOPHYIO CIIa00CTh).
Jleuenue aHamoraMu  HYKJICO3WJOB HEOOXOAMMO TPEKpaTUTh B  CiIydae pa3BUTHUSA
CUMIITOMAaTUYECKONH  THUIEpJaKTaTeMUH W METa0OJMYeCKOro  allMj103a/JIaKTOAaIN 1032,
MIPOTPECCUPYIOIIEH TeNaTOMETATUU WU OBICTPOTO MOBBIIIIEHUS aKTUBHOCTH aMHUHOTpaHcdepas.
JlakToanu103 0OBIYHO pa3BHBAETCS IOCIE HECKOJBKUX MecsleB JeueHus. CrnemayeTr cobmo1aTh
OCTOPOXXHOCTh TpPH TPUMEHEHUH AaHAJOTOB HYKJICO3UJOB MJIs JICYCHHs IIOOOro MalMeHTa

(0co0EHHO — KEHIIUH C OKUPEHHUEM) C FreraToMerainuei, renaTUToOM WA JPYTUMU U3BECTHBIMU
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ONpeJIeTICHHBIX JIEKAPCTBEHHBIX MPENApPaTOB U YIIOTPEeOIEeHUE aTKOT0JIs).

Mumoxonopuanvras oucghynkyus 6 pesyiomame 6HympuympooHo20 6030eticmesus

AHaJIOTU HYKJICO3UJIOB M HYKJIEOTHJIOB CIIOCOOHBI BbI3bIBATh PA3JIMYHYIO CTEIIEHb IOBPEKICHUS
MHUTOXOH/IPHH, 4TO Haubojee SIPKO MPOSBISAETCA NMPU NPUMEHEHUU CTaBYJIUHA, IUIAHO3UHA U
3UJIOBY/IMHA. 3aperUCTPUPOBAHBI CIydyaW Pa3BUTHA MHUTOXOHIpHAIbHON mucyHkiuu y BNY-
OTPHIIATENBHBIX JAETEH, MOABEPTaBIINXCS BO3ACHCTBUIO aHAIIOTOB HYKJICO3UIOB BHYTPUYTPOOHO
U/WIIN TIOCTIe POXKJIEHMS; TJIaBHBIM 00pa3oM 3TH Cilydyau ObUIM CBSI3aHBl CO CXEMaMH JICYEHHS,
colepkamluMu  3uA0ByAMH.  OCHOBHBIMM  HEXKENATEIbHBIMU  PEAKUMSAMH  SABIIIUCH
reMaToJIOTHYECKUE HapyImIeHHusl (aHeMUs, HEWTPONEeHHs) M HapyIIeHHus OOMEHa BEIIeCTB
(runepnakrtaTeMusi, TUIEPIUINA3eMUs). OTH HEXKeNaTeabHble PEAKIUH YacTO SBJISJINCH
TPaH3UTOPHBIMU. BBUIM 3aperucTpUpOBaHbl PEIKHUE CIydad HEBPOJOTMYECKUX PACCTPOMCTB C
[IO3/IHUM Ha4ajioM (TOBBILIEHHE TOHYCA MBIIIL, CYJ0pOTd, HapyIIEHUs MOBEACHNUs). SIBIAIOTCS
JM JaHHbIE HApYIIEHUS TPAH3UTOPHBIMM WM MOCTOSHHBIMM, B HACTOSIIEE BPEMs HEU3BECTHO.
BeposiTHOCTh pa3BUTHA MUTOXOHAPHAIBEHONW TUC(HYHKIMH CIEIyeT paccMaTpuBaTh y JHOOOTO
peOeHKa, IOJBEpraBILErocsi BHYTPUYTPOOHOMY BO3JEHCTBHIO aHajIOraMu HYKJICO3UI0B U
HYKJIIEOTH/IOB, C BBIP@&XEHHBIMH KIWHUYECKMMHM CHUMITOMaMU HESICHOM J3THOJIOTMH, B
0COOEHHOCTH HEBPOJOTMYECKUMH paccTpoiicTBaMu. lIpencTaBieHHble AaHHBIE HE BIMSIOT Ha
TEKyIINEe PEKOMEHJAINK 10 TPUMEHEHNIO aHTUPETPOBUPYCHOM Tepanuu y O€peMEeHHbIX KEHIIUH
JUIs PO MIIaKTUKY BepTHUKaIbHON nepeaaun BUY-nnpexnuu.

Cunopom eoccmaHnognenus UMMyHUmMema

Y BUY-uHQUUMPOBAHHBIX MMALMEHTOB C TSXKEIBIM UMMYHOAECPHUIIMTOM Ha MOMEHT Hadala
AHTUPETPOBUPYCHOM Tepaluu BO3MOXHO pa3BUTHE BOCHAIMTEIBHOW peakuuu Ha (oHe
0ECCUMITOMHBIX OMMOPTYHUCTHUECKUX MHQEKIUH MM WX OCTaTOYHBIX SBIEHHH, YTO MOXKET
CTaTh MIPUYMHOMN CEPhE3HOTO YXY/IIEHUS COCTOSHUS WM YCYryOsieHus: cuMnToMaTuku. OOBIMHO
9TH peaklMy BO3HHUKAIOT B T€UEHHE IMEPBBIX HECKOJbKUX HENENb WM MECSIEB MOCie Hayaja
AHTUPETPOBUPYCHOM Tepanuu. TUNUYHBIMU TpUMEpPaMH SBISIOTCS LIUTOMETaIOBUPYCHBII
PETUHUT, TEHEpaJIM30BaHHAs W/WIM OdYaroBas HH(EKIMs, BBI3BAHHAS MHUKOOAKTEpPUSAMHU, U
MHEBMOHUS, BbI3BaHHas Pneumocystis jirovecii (Takke W3BEeCTHa KaK ITHEBMOIMCTHAS
naeBMonusi, [II1). TlosBneHue mOOBIX CHUMOTOMOB BOCHAJICHHS TpeOyeT HEMEIJIEHHOTO
o0cienoBaHus U, P HEOOXOAUMOCTH, JICUECHUSI.

AyTtonMMyHHbIe 3a00neBaHMs (Takue Kak Oosie3Hb ['peiiBca 1 ayTOMMMYHHBIN I'elaTUT) Takxke
HaOroamuch Ha ()OHE BOCCTAHOBJICHHUS MMMYHUTETA, OJHAKO BpeMs NEPBUYHBIX MPOSBICHUIN
BapbHUpOBaAJIO, U 3a00J€BaHUE MOIJIO BO3HUKATh Y€PE3 MHOI'O MECALEB MOCIIE Hayasla Teparuu U

HHOraa UMEJI0 aTUIINYHOC TCUCHUC.
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[Tatmentsl ¢ XxpoHudeckuM rematutoM B wm C, nomydaromue KOMOMHHUPOBAHHYIO
AHTUPETPOBUPYCHYIO TEPAIHIO, XapaKTEPU3YIOTCS MOBBIIIEHHBIM PUCKOM PAa3BUTHUS TSKENIBIX U
NOTCHIMAIBHO JICTAIBHBIX HEKENATeNbHBIX pEakIuii CO CTOPOHBI MedeHH. B ciyuae
CONYTCTBYIOIICH MPOTUBOBUPYCHOH Tepanuu renaruta B mimm C cnemyer Takke 03HAKOMHUTBCS C
COOTBETCTBYIOIUMH WHCTPYKIMSAMHU IO IPUMEHEHHUIO JaHHBIX JIEKAPCTBEHHBIX MTPETapaToB.
Pe3ynbTaThl KIMHUYECKUX HCCIEIOBAaHMNA M JaHHbIE NOCTPETHCTPALMOHHOTO HAOIIOACHUS
YKa3bIBaIOT HA TO, YTO y HEKOTOPBIX IMALMEHTOB C COITYTCTBYIOIIMM XPOHHYECKUM BHPYCHBIM
renatutom B (HBV) mnpu oTmMene namuByaMHa MOTYT BO3HHMKaTh KIMHUYECKHE WM
nabopaTopHble TPHU3HAKK pEIHUIMBA TEMaTHTa, KOTOPhIE MOTYT HUMETh OoJiee TsKeIbIe
MOCJIEICTBHSI Yy MALMEHTOB C JIEKOMIICHCHPOBAHHBIM 3a00JIeBaHUEM TIeueHH. B cirydae oTMeHbI
npenapara JlamuByaun KaHoH y ManieHTOB ¢ COMYTCTBYIOIINM BUPYCHBIM reraTuToM B ciemyer
pPacCMOTPETh BO3MOXKHOCTH TIPOBEACHUS IEPUOJMYECKOTO KOHTPOJIS (YHKIMH TI€YCHU W
MapKepoB pEIUIMKAIMK BUpyca rernatuTa B.

VY ManueHToB ¢ y)Ke CyIECTBYIONIMM HapylIIeHHeM () YHKIHH TICUYSHH, BKIIIOYasi aKTUBHYIO (GOpMYy
XPOHUYECKOTO TEeNaTUTa, OTMEYAeTCs YBEJIMYCHHWE YacTOThI HapyHICHUI (DYHKIMHU TEYEHU BO
BpeMs TPOBEICHUS KOMOMHUPOBAHHOW aHTHPETPOBUPYCHOHN Tepanuu. Takue manueHThl JOJKHBI
HAXOJUTHCS 1O/ HAONIONEHHMEM B COOTBETCTBHHM CO CTaHIAPTHOW KIMHHYECKOW MPAKTHUKOM.
HeoOxomnMo paccMOTpeTh BO3MOKHOCTH TPHUOCTAHOBJICHUS WIIM TIPEKPALICHUS JICYCHHUS B
cilyyae NMposBICHUN yXy/IIeHUs 3a00JIeBaHUs NIEYEHU Y TAKUX MallMEeHTOB.

Ocmeonexpos

HecmoTpst Ha TO, 94TO 3THOJOTHS JaHHOTO 3a00JIEBaHUS SBISIETCS MHOTO()AKTOpHOW (BKITIOYAs
IpueM TJIIOKOKOPTUKOCTEPOUIOB, YHOTPEOJIEHNE alKOTOoMs, TSDKEIYI0 HMMYHOCYIPECCHIO,
BBICOKMI MHJIEKC MAcChl TeNa), Cllydyal OCTEOHEKPO3a Yallle BCero BCTPEYAIUCh y MallMeHTOB Ha
npoaBuHyTOM craaun BUY-undexkunn w/umm JUIMTENbHO MPUHUMABIIMX KOMOMHUPOBAHHYIO
AHTHPETPOBHUPYCHYIO Tepamnuto. [larmenTam ciieyeT oOpaTHThCS K Bpady, €CITH OHU UCTIBITBIBAIOT
00JIM ¥ CKOBaHHOCTh B CyCTaBaxX WJIM TPYAHOCTH TP JIBHYKCHHU.

Tpotinasa Hykneo3uoHas mepanus

bouin momydeHsl COOOIIEHHST O BBICOKOM YAacTOTE CIIy4yaeB BHPYCOJIOTHYECKOM HEydaud H
BO3HMKHOBEHUH PE3MCTCHTHOCTH HAa PaHHEM JTalle TpU NpHueMe JJaMHBYAHHA B KOMOWHAIMH C
TeHO(OBHpa AU3OMPOKCUIA pyMapaToM U abakaBUPOM, a Takke ¢ TeHO(OBUpa JU30MPOKCHIIA
(dbymapaTroM U TUAHO3WHOM B pEXXHUME OJIMH pa3 B CYTKH.

Macca mena u oomen seujecme

Macca Tena, a Takke KOHIEHTpANUs JHUITUI0B U TIIIOKO3bI KPOBH MOTYT MOBBIIIATHCS BO BpeMs

AHTUPETPOBUPYCHOM Tepanuu. OTH U3MEHEHHUS MOTYT ObITh YAaCTHYHO CBSI3aHBI C KOHTPOJIEM

6
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MY OTUETY

CIIy4asiX BJIMSHHUE TePAlMK HA KOHIEHTPAIUIO JIMITUOB, B OTHOIICHHH YBEITUYCHUS MAaCChl Tela
TaKHue JaHHbIE OTCYTCTBYIOT. ClielyeT MPOBOAUTH KOHTPOIb KOHIIEHTPAIIUHY JIUTTH/IOB U TIIFOKO3BI
KPOBH B COOTBETCTBHHM C YCTAHOBJICHHBIMH peKOMEHAAnusMH 1o Tepanuu BUY-undpexumm.
HapynieHust TunuIHoro oOMeHa Heo0X0IMMO KOPPEKTUPOBATh B COOTBETCTBHH C KIIMHUYCCKUMU
MIPOSIBIICHUSIMHU.

Bzaumooeticmeue ¢ Opyeumu nexapcmeenHviMu cpeocmeamu

[Tpemapar JlamuBynua KaHOH He cleayeT NIpPHUMEHSATh OJHOBPEMEHHO C Ipenaparamu,
COJICPIKAMMHK JIAMUBYIMH WA SMTPHUIIUTAOMH.

[TpuMmeHeHre TaMUBYIHA B KOMOWHAIUY C KJIAJPUONHOM HE PEKOMEHTyeTCSsl.

Oco0ble rpyniibl HalMEHTOB

Iemu

B knmHHYECKHX HCCIIEIOBaHUAIX y z[eTeﬁ, MnoJIy4aBlInx JIaMUBYIUH B Q)opMe pacTBOpa IJiA

npreMa BHYTPh OJHOBPEMEHHO C APYTUMH aHTHPETPOBHPYCHBIMH Npenapatamu B (opme
pacTBopa i IpueMa BHYTPb, YaCTOTa CYNPECCUH BUPYCa U IKCIIO3ULIUS JaMUBYIMHA B IJIa3Me
KpOBH OBLIM HUXE, a PE3UCTEHTHOCTh BUpPyCa pa3BHUBAJach yallle, YeM Y JIeTeH, MOIy4aBIINX
npenaparsl B hopme TabIIEeTOK.

[To BO3MOXHOCTM HEOOXOJUMO HCIIOJIB30BATh PEXKHUM aHTUPETPOBUPYCHOM  Teparuu,
BKJIFOYAIONTUH Bce mpemnaparsl B popme TadieTok. JlamuByauH B popMe pacTBopa sl IpuemMa
BHYTPb, IPUMEHSEMBI OJHOBPEMEHHO C  COPOUTON-COJAEPKAIIMMHU  JIEKAPCTBEHHBIMU
IpernapaTamy, CIEAyeT NPUMEHATh TOJBKO B TEX CIy4asX, KOTJa HEBO3MOXXHO IPUMEHEHHE
peXrMa Tepanuu, BKIIIOYAIOIIETo Bce Mpenapartsl B opMe TabJIeTOK, U KOTAa 0JIb3a IPOBEACHUS
JICYEHUs IPEBBIIIAET BO3MOXKHbBIE PUCKHU, BKIIIOUasi HU3KUN YpOBEHb cynpeccuu Bupyca. Cremgyer
paccMOTpeTh HEOOXOJUMOCTh 0o0jiee 4YacToro KOHTpoJisi BHpycHoW Harpy3ku BUY-1 mnpu
OJIHOBPEMEHHOM IPUMEHEHUN JaMUBYJIMHA c JUIATEIBHO IIPUMEHSIEMBIMU
copOHTONCOAEepKAIIUMHU ITperapaTaMH.

BcnoMorarensHble BEIECTBA

KapOOKCUMEMUNKPAXMAT HAMPUs
JlanHblii ipenapat conepkuT Menee | MMoutb (23 Mr) HaTpusi B MaKCUMaJIbHOW pa3oBoit 103e (2

tab. (300mr) — 1,0 MT), T.€. 11O CYTH HE CONEPIKUT HATPUSI.

45. B3auMogeiicTBHe € JAPYrMMH JIEKAPCTBEHHBbIMH MpenaparamMM M Jpyrue BHAbI
B3auMOAeliCTBUSA
WccnenoBanus 1ekapCTBEHHBIX B3aUMOACHCTBUIN ObUTH TIPOBEICHBI TOJIHBKO C YIaCTHEM B3POCIBIX

MMAIlEHTOB.
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MY OTUETY

i

C €ro HE3HAYUTEJIbHBIM METa00IM3MOM, OrPAaHHYEHHBIM CBS3BIBAHHEM C O€JIKaMH I1a3Mbl KPOBU
Y TIPAKTHYECKH TTOJHBIM BbIBEJICHHEM Yepe3 MOYKH B HEU3MEHEHHOM BHJIE.

OpnHOBpeMEHHOE NPUMEHEHNE KOMOUHAIIMK TPUMETONPUM + cyib(hameTokcasol B 1o3e 160 mr +
800 Mr (Ko-TpUMOKCA30J) MPUBOJIUT K MOBBIIICHUIO 3KCMO3UIMU JamuByauHa Ha 40 %, 4yTO
00yCJIOBJICHO HAINYMEM TPUMETOIIPHMA; HAJTMYHE Cylb(haMeToKCca301a He OKa3bIBAET BIUSHIE HA
dapMakokuHeTUKy JamMuByAuHa. OJaHAKO, 3a HCKIIOYEHHWEM TIAllMeHTOB C TOYEYHOMH
HEI0CTaTOYHOCTBI0, KOPPEKLUs J03bl JIAMUBYJUHA He TpeOyercs. JlaMMBYAMH HE OKa3bIBaeT
BIMSIHHE Ha (DapMaKOKMHETHKY TpPUMETONpHUMa WM cyiabpameTokcasona. B ciydae, korna
OJTHOBPEMEHHOE TPUMEHEHHE KO-TPHUMOKCA30JIa SBISETCS ONPABIAHHBIM, MMALUEHTHI JIOJDKHBI
HAXOJUTHCS TOA KIMHUYECKUM Habmromenuem. Cremyer m30erarb COBMECTHOTO NPUMEHEHUS
JaMUBY/IMHA C KO-TPUMOKCA30JIOM B BBICOKMX J03aX JJs JICYEHUS IHEBMOHHHU, BBI3BAHHOU
Pneumocystis jirovecii, u Tokcomiasmo3sa.

Crnemyer y4uThIBaTh BO3MOYKHOCTh B3aMMOJICHCTBHS JIAMHBYAHMHA C IPYTHUMH OJHOBPEMEHHO
PUMEHSIEMBIMH JIEKAPCTBEHHBIMU TpEiapaTaMy, B 0OCOOEHHOCTH C TEMH, Y KOTOPBIX OCHOBHBIM
MEXaHU3MOM BbIBE/ICHUS SIBJIIETCS AKTUBHAsI KaHAJIbLIEBAsl CEKPELUS Yepe3 CUCTEMY TpaHCIopTa
OpPraHMYECKUX KaTHOHOB (Hampumep, TpumeTonpum). [lpyrue nedcTByrolye BelleCcTBA
(HampuMep, PaHWTUAWH, IMUMETHUAWH) JIWIIb YaCTHYHO BBIBOJSATCS C ITIOMOIIBIO YKAa3aHHOTO
MeXaHW3Ma ¥ HE B3aMMOJCHCTBYIOT C JIAMHUBYIMHOM. AHAJIOTH HYKJIEO3HJOB (Hampumep,
JIMJTaHO3MH, 3UI0BYJIMH) HE BBIBOJIATCS IOCPEICTBOM JIAHHOTO MEXaHNU3Ma, U UX B3aUMOJICHCTBHE
C JJaMHMBYJIMHOM MaJIOBEPOSTHO.

[Tpu ogHOBpEMEHHOM MIPUMEHEHUH JJAaMUBYIMHA U 3UJJOBYANHA Ha0I01aeTcss ymepeHHoe (Ha 28
%) yBenuueHne Cmax 3MIOBYAMHA B IUTa3Me KpPOBH, Npu 3ToM obOmias skcrmosurms (AUC)
CYIIECTBEHHO He M3MEHseTCs. 3UJJOBY/IMH He BIUsET Ha (papMaKOKMHETHUKY JJaMUBYIMHA.
JlaMuBYZIMH He cielyeT MPUHUMaTh OJHOBPEMEHHO C JAPYIMMHU aHAJOraMH LMTUAMHA, TAKUMHU
KaK IMTPHUIIMTAOWH, B CBSI3U C €0 CXOJICTBOM C JAaHHBIMH TpenapaTamu. Kpome Toro, 1aMuByinH
HE CIIeAyeT NMPHHUMATh C JIIOOBIMH JPYTMMHU JIEKAPCTBEHHBIMH IIperapaTtaMy, COACpKaIIuMU
JAMUBY/IUH.

In vitro nmamuBynmMH MHTHOMpYeT BHYTPUKIETOYHOE (hochOopHIUpOBaHUE KIaIpuOHWHA, YTO
o0yclaBIuBaeT NOTEHUUANbHBIH pPHUCK TOTepH dSPPEKTUBHOCTH KiIagpuOuHAa B Cciydae
KOMOWHHUPOBAHHS B YCIIOBUSIX KJIMHUYECKOHN MPaKTHKH. HeKoTopbIe KITMHNYECKHE TaHHBIE TaKKe
MOJATBEPXKIAIOT BO3MOXKHOCTh B3aUMOJICHCTBUS MEX/1Y JTAMUBYAUHOM U KJIaapuouHoM. [TorTomy

OIHOBPCMCHHOC IMPUMCHCHUC JITaMUBYIHUHA U KJ'Ia,[[pI/I6I/IHa HC PCKOMCHIOBAHO.
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MY OTUETY

JICKapCTBEHHBIMH TIpErapaTaMH, KOTOPble METa0OJM3UPYIOTCS ITOH CHCTEMOH (Hampumep, c
MHIMOUTOpaMU NMPOTEA3bl), MAJOBEPOSITHO.

OnHoBpeMEHHOE TTpUMEHEHHe pacTBopa copourtona (3,2 1, 10,2 1, 13,4 1) ¢ OqHOKpaTHOU 10301
namuByauHa 300 Mr B ¢popMme pacTBopa Ui IpreMa BHYTPb y B3POCIBIX 3JJ0POBBIX JOOPOBOJIBLIEB
HPUBOJIIIIO K JI0303aBUCUMOMY CHIDKCHHUIO dKcno3uimu JamuByauaa (AUC.) Ha 14 %, 32 % u
36 % u Cmax namuByamaa Ha 28 %, 52 % u 55 %. Ilo BO3MOXHOCTH cienyer u30Oerarh
OJIHOBPEMEHHOT'O MPUMEHEHUs JIaMUBYAMHA M COPOMUTONI-COAEPKAIIUX MpernapaToB, IuOO
CIeIyeT PacCMOTPETh BO3MOXKHOCThH 00Jiee 4acTOro KOHTpOJisi BUpycHOW Harpy3ku BUUY-1 B
ClIy4asiX, KOIJla HEBO3MOXHO H30€XKaTh JUIMTEIBHOIO OJHOBPEMEHHOTO IMPUMEHEHHUS ATHX
IIpernapaToB.

4.6. DepTWIBLHOCTH, 0ePEMEHHOCTDH U JAKTALUS

bepemeHHOCTD

Kak npaBuio, npu NpUHATHH PELIeHUs 00 HCIOIB30BAHUN aHTUPETPOBUPYCHBIX IPENapaToB s
neuennss BUY-uadexknnn y OepeMeHHBIX >KEHIIMH M, KaK CJIEICTBHE, JJIS CHIDKCHHUS PHCKa
BepTHKaNbHON mnepenaun BUY-unbekuun HOBOPOXKICHHOMY, CIEAYeT YUUTHIBATh JaHHbBIC
HCCJICIOBAaHHM Ha )KUBOTHBIX,  TAK)KE KIIMHUYECKUHN OIBIT IPUMEHEHUs1 Y OEpEeMEHHBIX KEHIIIKH.
HccnenoBanust 1Mo NPUMEHEHHUIO JIAMUBYAMHA Yy JKUBOTHBIX IOKa3ajdd YBEIMUYEHUE paHHEH
AMOPHOHAIILHOM CMEPTHOCTH Y KPOJIMKOB, OJTHAKO Y KPbIC TaHHBINA 3P peKT He Habmoaancs. boeuio
YCTaHOBJIEHO, YTO Y YEJIOBEKA BO3MOKHA NIEpeaya JaMUBY/IMHA Yepe3 TUIALEHTY.

VY GepeMeHHBIX JKEHIIMH, MOJy4aBIINUX JaMUBYIuH, 6oxee 1000 ncxomoB 6epeMeHHOCTH TOCIe
INpUMEHEHUsS BO Bpems mnepBoro Tpumecrtpa u Oosnee 1000 ncxonoB OepeMEHHOCTH MoOCIE
IPUMEHEHHUS BO BpeMs BTOPOTO U TPETbEr0 TPUMECTpPa JIEMOHCTPUPYIOT OTCYTCTBHE
MaJib(hOPMaTUBHOT'O U (PETATHLHOIO/HEOHATAIBLHOTO BO3ACHCTBU. JIaMUBYAMH MOXKHO IPUHUMATh
BO BpeMsi OEpeMEHHOCTH B ciy4yae KIMHHYEecKoH HeoOxoaumocTu. Ha oCHOBaHMM JOCTYIHBIX
JAHHBIX MOXHO CJeNaTh BBIBOJ O TOM, YTO NMpPU NPUMEHEHUH JIAMUBYAMHA y YeJIOBEKa PHUCK
BPO>KJCHHBIX MAaTOJIOTUN MaJIOBEPOSTEH.

Jns BUY-uHQUUMPOBAaHHBIX JKEHIIMH C KO-MH(EKIHel BHUPYCOM TIenaTuTa, MOJy4arolux
TEpanuio JIAMUBYJIMHOM, B CJy4Yae HAaCTyIUIEeHUs OEpeMEHHOCTH CleQyeT YYHUTHIBATh
BO3MOXKHOCTh pELUMBA renaTUTa rnocijie NpeKpaieHus: IpUuMEHEHHs IaMUBYIUHA.
Mumoxonopuanvras oucgynkyus

B uccnenoBanusx in Vitro u in vVivo ObI0 TIPOJEMOHCTPUPOBAHO, YTO aHAJIOTU HYKJICO3HIIOB U
HYKJICOTH/IOB CIIOCOOHBI BBI3BIBATH IMOBPEXKIECHUS MUTOXOHJpPUN paziIuMyHOU cTerneHu. bouim
3apErUCTPUPOBAHBI COOOIICHNUSI O MUTOXOHIPUAIBHOW TUCHYHKIUMN Y ACTEH, MOJABEPraBIINXCs

BO3/ICIICTBUIO aHAJIOTOB HYKJICO3U OB BHYTPUYTPOOHO U/UIIH B MTOCIEPOJOBOM NEPUOJE.
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JlakTamus

MY OTYETY

[locne mpuema BHYTPh JaMUBYIWH BBIIEISIETCS B TPYIHOE MOJIOKO B KOHIIEHTpPALUSX,
AQHAJIOTUYHBIX KOHIICHTPALUSAM, OOHAPYKEHHBIM B CHIBOPOTKE KpoBH. Ha 0OCHOBaHMM pe3yIbTaToB
ucciaenoBanus Oonee 200 map «Marb/peOeHOK», monydaBmux Tepanuio BUY-unbeknmmy,
KOHIIEHTpallusl JIaMUBYAMHA B CBIBOPDOTKE KpOBHU JI€T€H, HAXOJAUIMXCA Ha TPYAHOM
BCKapMJIMBaHUM y MaTrepei, mony4aBmux Tepanuio BUY-undekiun, ouenp Huska (< 4 % or
KOHIICHTPALIMU B CHIBOPOTKE KPOBU MaTepH) M MOCTENEHHO YMEHBIIAETCS 0 HEONPEAEIIeMOro
YPOBHS IIPU JOCTHKEHUH TPYTHBIMU 1€TbMU 24-HeeNbHOr0 Bo3pacTa. J[anHble o 6e30macHoCTH
MPUMEHEHHUS JIAMUBY/IMHA Y JIeTel MItajiiie Tpex MecseB oTcyTcTByoT. BUU-unduuupoBaHHbIM
KCHIMHAM HHU TPH KAaKUX OOCTOSTENhCTBAX HE PEKOMEHIYETCS TPOBOAMTH TPYIHOE
BCKapmJInBaHue BO n3bexanue nepenaun BUY pebenky.

DepTUabHOCTH

PC3YJ'IBTaTBI I/ICCJ'IC,Z[OBaHI/II‘/'I Ha KUBOTHBIX ITOKA3aJiv, YTO JIJAMUBYAWH HC OKa3bIBACT BJIUAHUC HA

(bepTUIBHOCTD.

4.7. BJusinMe HA CNOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHU CpPeACTBAMH M PadoTaTh ¢
MeXaHMu3MaMH

CreunanbHBIX MCCIEAOBAHUN 0 MU3YUEHUIO BIIMSHHUA Ipenapara Ha CHOCOOHOCTH YIPaBIISIThH
aBTOMOOWJIEM M JBIDKYLIUMHCS MEXaHM3MaMHM He MpoBoamwiock. OpHako, ucXons U3
(apMaKoJIOTHYECKUX CBOICTB JJAMUBY/AMHA TaKOE BIUSHHE MAJIOBEPOSTHO. TeM He MeHee, NpU
OILICHKE CIIOCOOHOCTH MNanycHTa YIPaBJIATb aBTOMOOHUIIEM U ABYVOKYHIUMUCA MCXaHU3MaMU
CJICAYCT NPpUHUMATb BO BHUMAHHE €TI0 O6HIC€ COCTOSAAHUEC, a TAKXKC XapaKTCp HEKECIATCIbHBIX
peakuuii TaMUBYIUHA.

4.8. HexenateJbHble peaKIuu

Pe3roMe HexenaTeabHbBIX PEaKIUi

OrnucaHHbIe B 3TOM pa3ielie HexenareabHble peaklinu oTMevanuch npu Jeduennu BUY-nndexkunn

JIAMUBYIOHUHOM.

HesxenarenbHble peakiuu, KiacCU(DUIMPOBAHHBIC KaK CBS3aHHBIC WM BO3MOXKHO CBSI3aHHBIC C
Tepanuei JaMUBYIMHOM, IIEPEUHNCIICHBI HUXKE B COOTBETCTBHUHU C MIOPAKCHUEM OPTaHOB U CUCTEM
OpPraHOB M YacTOTOM BCTpeuaeMOCTH. YacToTa BCTPEUAEMOCTH OMPEIACIACTCS CIETyIOIIUM
obpazom: ouensb uacmo (> 1/10), wacmo (> 1/100, < 1/10), neuacmo (> 1/1000, < 1/100), peoko (>
1/10 000, < 1/1000), ouenwv peoro (< 1/10000), uacmoma neussecmuna (Ha 0CHOBAHUU UMEHOWUXCS
OAHHBIX OYEHUMb HEe803MOXCHO). B Tpemenax KaXmIoil KaTeropuHM YacTOTHI HEXelaTelbHbIC

peaKkIuy NpeCTaBICHBI B OPsJIKE YOBIBAHUS CEPbE3HOCTH.
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Omnucannie OTIENbHBIX HEKENATENbHBIX PEAKIH (NOCNEOCBATENEHOCTEL 0002)

Hapywenus co cmoponul Kpogu u iumg@amuyeckou cucmembl

Heuacmo: nefiTponieHus 1 aneMusi (MHOT/Ia B TSDKENOH (hopMme), TpOMOOIIUTOTICHUSI.

QueHb pedko: UCTUHHAS SPUTPOLIMUTAPHAS arlla3usl.

Hapywenus memabonuzma u numanus

Yacro: TUNICPJIAKTATCMU.

Quenb pedko: TaKTOAUUI03.

Hapywenus co cmoponwl HepeHoti cucmembl

YacTo: ronosHas 6016, 0ecCOHHULIA.

Quenb pedko: epudepudeckas HeUponaTHsi, B TOM YUCIIE TTAPECTE3HH.

Hapywenus co cmoponsl OvixamenbHOU cucmemsl, Op2aHos8 epyOHOU KIEemKU U CpeodoCmeHUs
YacrTo: Kaleciib, Ha3aJIbHBIC CUMIITOMBI.

Kenyoouno-kuuieunvie napyuieHus

Yacmo: TONIHOTA, pBOTA, OOJIb WK CIIA3MBbI B )KUBOTE, UApES.

Peoko: mankpeaTut, NOBbIILIEHUE AKTUBHOCTU CHIBOPOTOYHOM aMuIa3bl.

Hapywenus co cmopoHvl neuenu u sicenuesvi800auux nymet

Heyacmo:  TpaH3UTOpHOE  TOBBIIIEHHE  AKTUBHOCTU  «II€YCHOYHBIX»  (EpMEHTOB -
anannHamuHOTpaHcepassl (AJIT), acnapraramunorpancdepasst (ACT).

Peoko: renaturt.

Hapywenus co cmoponvl Kodtcu u nOOKOINCHbIX MKAHell

Yacmo: cbllib, aJONEIHsL.

Peoko: aHTHOHEBPOTUYECKUM OTEK.

Hapywenus co cmoponul muluieunotl, ckeiemHou u cOeOUHUMeNbHOU MKAHU

Yacro: aprpanrus, MeIIIEYHbIE HAPYIICHUS.

Peoko: pabnomuonus.

Obwue napywenus u peakyuu 8 Mmecme 68e0eHuUs

Yacmo: 4yBCTBO YCTaJIOCTH, HEJJOMOT'aHUE, JINXOPA/IKa.

3aperucTpupoBaHbl  Cllydyad pa3BUTHS OCTEOHEKPO3a, B YAacTHOCTH, Yy IAlUEHTOB C
oOmenpru3HaHHBIMU (haKTOpaMU pHUCKa, HAa TPoABUHYTOW cramuu BUYU-unbexkuuu unmm mnpu
JUIUTETbHOW KOMOWHHUPOBAHHON aHTHUPETPOBHPYCHOHM Tepamuu. YacToTa BCTpeuaeMOCTH 3TOTO
SIBJICHUSI HEU3BECTHA.

Bo Bpems npoBeneHMs aHTHUPETPOBUPYCHOW TEpalMM MOYKET OTMEYATbCs YBEIMUYEHUE MacChl
TeJa, a TAK)Ke MOBBIIIEHUE KOHIIEHTPAIMU TIIFOKO3bI U JIUIHIOB B KPOBH.

Y BUY-uHOUIIMPOBAHHBIX MAIMEHTOB C TSHKEIBIM HMMYHOJAS(UIIMTOM Ha MOMEHT Hadaja

KOMOMHHPOBAaHHOW aHTUPETPOBUPYCHOM TEPANTUU BO3MOXKHO Pa3BUTHE BOCHAIIUTEIHHON pEakiuu
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Ha (poHE OECCUMNTOMHBIX ONMOPTYHUCTHYECKHX HH@&E{P}?}I S x| oeiaTatmre Tedehmit,

AyronMMyHHBIE 3a007eBaHus (Takue Kak Oosie3Hb ['peiiBca M ayTOMMMYHHBIN T€TIaTUT) TaKKe
HaOroanuch Ha (JOHE BOCCTAHOBJICHHS MMMYHHUTETA, OJHAKO BpeMs NEPBUYHBIX MPOSBICHUIN
BapbUPOBAJIO U 3200JIEBAaHHE MOTJIO BOHUKATh YePe3 MHOTO MECSIIEB ITOCIIC Hadaa TeparuH.
eTn

669 nereil B Bo3pacte ot 3 MmecsueB A0 17 aer, uapuuupoBanusix BUY-1, koTopbie momy4anu
abakaBUp M JIAaMUBYIMH OJMH WM JIBAa Pa3a B CYTKH, NPUHUMAIM YYacTHE B HCCIECIOBAHUU
ARROW Trial (COL105677). Y mamueHToOB AETCKOr0 BO3pacTa, MPUHUMABIIHKX [IPErapar OauH
WIM /1Ba pa3a B CYTKH, HE OBUIM BBISBJICHBI JIOTIOJIHUTENbHBIE MPOOJIEMBI, CBS3aHHBIE C
0€30IaCHOCTBIO, IT0 CPABHEHUIO CO B3POCIIBIMHU MAI[IEHTAMH.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0marh O M0J03pEBAEMBIX HEXKENAaTeIbHbIX pPEaKLUUAX I0CIe pPEerucTpalnuu
JIEKapCTBEHHOTO Ipernapara ¢ Lelibl0 00ecreyeHns: HepepbIBHOIO MOHUTOPUHIA COOTHOILICHHUS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOTO TMperapara. MenuIuHCKIM pa0OTHHKAM PEKOMEH]yeTCs
coo0mare O JIOOBIX MOJO3PEBACMBIX HEKEIIATENBHBIX PEaKIHIX JICKapCTBEHHOTO IIperapara
yepe3 HalMOHAJIbHbBIE CUCTEMbI COOOILEHHS O HEXeNaTeIbHbIX PEAKIMAX roCylapCcTB — WICHOB
EBpazuiickoro 3KOHOMHYECKOro COr03a.

Poccuiickas ®edepayus

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasranzop)

Anpec: 109012, r. Mocksa, CraBstHCKasl IUIOIIA1b, 1. 4, cTpoeHue 1

Temedon: +7 (800) 550-99-03.

OnexTpoHHas noyra: pharm@roszdravnadzor.ru

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHUKALMOHHON ceTH «HTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. TIlepeno3upoBka

CuMOTOMBI

JlocTynHBl OTrpaHUYEHHBIE JaHHBIE O IOCIEACTBUSAX OCTPOH MEPEAO3UPOBKHU JAMUBYAWHA Y
yenmoBeka. Cilydaum JIeTalbHOTO WCXOJa HE YCTAHOBICHBI, COCTOSHHAE BCEX TAaIMEHTOB
HOopManu3oBasiock. Kakme-nnbo cnenmduyeckne TpU3HAKA WM CHMITOMBI TIEPEIO3UPOBKU
JIAMUBY/IMHA HE BBISBIICHBI.

Jleyenue

B cnydae mepeno3upoBKy cieayeT KOHTPOIUPOBATH COCTOSTHHE TMAMEHTa U 110 HEOOXOIUMOCTH
IPOBOJUTH CTAHAAPTHYIO MOAJEPKUBAIOILYIO Tepanuio. [10cKonbKy 1aMUBYIUH BBIBOAUTCS U3
OpraHu3Ma C TIOMOUIbIO JHaNu3a, IS JICYCHHS NEepeAo3UpPOBKH BO3MOXKHO MpPHUMEHEHHE

HCMIPCPBIBHOT'O reMOAnaIn3a, OJHAKO CIICIUAJIBHBIC UCCICIOBAHUA HC TPOBOAUIINCE.
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5. DPAPMAKOJIOTHUYECKHAE CBOMCTBA

5.1. ®dapmakoauHAMH4YeCKHe CBOICTBA

dapmakoTrepanieBTHUECKasi TIpyIma: MPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOIO JeHCTBUSA;
IPOTUBOBUPYCHBIE CPEACTBA MPSMOIO JIEHCTBUS; HYKJICO3UIHbIE U HYKJIEOTHIHbIE HHTMOUTOPHI
00paTHOM TpPaHCKPUIITa3bl.

Kox ATX: JOSAF05

MexaHu3M IeHCTBUS

JlaMMBYIMH — aHaJOr HYKJIEO3UIOB, OOJalaloOUIMi aKTUBHOCTbIO B OTHOLICHUM BUpYca
ummyHonedunuta denoBeka (BUY) u Bupyca rematura B (HBV). JlamuByaun moasepraercst
BHYTPUKJIETOYHOMY METa00I1M3My C 00pa30BaHUEM aKTUBHOT'O IIPOM3BOJHOIO — JaMHUBYIUHA 5 -
tpudocdara. OCHOBHON MEXaHU3M €ro JeHCTBUS — OJIOKUPOBAaHME CHUHTE3a LIENH B IpoLEecce
oOparnoit tpanckpuniuun BUY. Tpudocdhar obmagaer cenexkTUBHOW WHTHOUpYrOIEi
aKTHBHOCTBIO B OTHoIIeHMH perummkanmu BUY-1 u BUY-2 in vitro, a Takke aKTHBHOCTBHIO B
OTHOLIEHUH PE3UCTEHTHBIX K 3UAOBYAMHY KiuHuyeckux uzonaroB BUU. He nabmronanucek
aHTaroHucTHyeckue 3G exTsl in Vitro mpu 0JHOBPEMEHHOM MPUMEHCHUH JIAMHUBY/IHHA U JAPYTHX
aHTUPETPOBUPYCHBIX IIPENapaToB (UCCIIEOBaHHbIE BELleCTBA: abaKaBUp, TU1aHO3MH, HEBUPAIUH
Y 3UJIOBY/IVH).

Pesucmenmnocmo

PesuctentHocts BUY-1 k namuByauHy o0ycioBieHa 3aMeHOM aMuHOKUcIoTel M184V BGmn3u
aKTUBHOI'O IIEHTpa BUpPYCHOM oOparHoW TpaHckpuntassl (OT). JlaHHBI BapuaHT MyTaluu
BCTpEUaeTCs KaK B YCJIOBHSX IN VItro, Tak u y nHpuuupoBanHbix BUU-1 manueHToB, Moay4aBImx
AHTHPETPOBHUPYCHYIO TEPAIUIO, BKIIOYAONTYIO JaMuByAuH. [Ipn mytammmn M184V 3HaunTensHO
CHIDKAeTCS YYBCTBUTEIBHOCTh K JIAMUBYJMHY U YMEHbBIIAETCd CHOCOOHOCTh BHUpyca K
perutukanuu N Vitro. B wuccienoBaHusix in Vitr0 ObLIO YCTAaHOBICHO, YTO PE3UCTEHTHBIE K
3UJIOBYJIMHY M30JISThl BUPyCa MOTYT CTAHOBUTHCS UYBCTBUTEIBHBIMU K €T0 JEHCTBHIO, €CIU Y
9TUX W30JIATOB OJHOBPEMEHHO pAa3BUBAETCA PE3UCTEHTHOCTh K JamMuByIuHy. OJHaKo
KIIMHUYECKOE 3HaYEHHE ITUX JAaHHBIX /10 HACTOSIIETO BPEMEHH HE OIPEIEIIECHO.

JlanHble in Vitro, kak mpaBHJIO, YKa3bIBAIOT Ha TO, YTO MPOJIOJKEHUE IPUMEHEHUS TAMUBY/IHHA B
COCTaBe AHTHPETPOBUPYCHOM Teparuu, HeCMOTps Ha pa3Butue Mytamumum M184V, moxer
MIPUBECTU K MOSBICHUIO OCTATOYHON aHTUPETPOBUPYCHON aKTUBHOCTH (BEPOSTHO, B pe3yJbTaTe
YXYJIEHUS PeTTUKaTUBHOM criocoOHOCTH BUpyca). KnuHuueckas 3HaYMMOCTb ATUX PE3YJIbTAaTOB
HE yCTaHOBJIEHA. B NEHCTBUTENBHOCTH, 1OCTYIIHBIE KIMHUYECKHUE JTaHHBIE OYEHb OTPAaHUYEHBI U
HE TO3BOJISIIOT CJENaTh OJHO3HAYHBIA BBIBOJ B 3TOM oOjactu. B moOom ciydae, Havasio

npumenenus HMOT, k koTopbIM BHUpYyC BCE €Ille YyBCTBUTEJCH, BCETNIa JMOJDKHO OBITH Oosee
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MPEOYTUTENBHBIM, YEM MPOIOJKEHHIE Teparl namue! ';II;O-ME% at MT(%BQELN—II:HTNEB cénnie

TEpanuy JIAMUBYIHMHOM, HECMOTpsl Ha mosiBieHue myrtauuu M184V, cnenyer paccmarpuBathb
TOJIBKO B CiIy4ae OTCYTCTBUS Apyrux aktuBHbix HUOT.

Mytamuss OT M184V npuBOIUT K Pa3BUTHIO TMEPEKPECTHOW PE3MCTEHTHOCTH TOJIBKO K
aHTUPETPOBUPYCHBIM IpenapaTaM Kjacca HyKJICO3UAHbIX HHTUOUTOPOB. 3UJJOBY/IUH U CTaByIUH
COXPaHSIOT aHTHPETPOBUPYCHYIO aKTUBHOCTH B OTHOIICHUH mTaMMoB BUY-1, pe3aucTeHTHBIX K
JaMUBYIMHY. AGakaBUp COXpaHSET aHTHPETPOBHPYCHYIO aKTHBHOCTh B OTHOLICHHWH IITAMMOB
BUY-1, pe3uCTeHTHBIX K JaMUBYAMHY M oOJafgaromux Toyibko mytamued M184V. Illtammel ¢
mytarueit OT M184V neMoHCTpHUPYIOT MEHEe YeM 4-KpaTHOE CHUKEHUE YYBCTBUTEIBHOCTH K
JIMJTAHO3UHY; KIMHMYECKOE 3HAYCHUE ITHX JITAHHBIX HEU3BECTHO. TeCThl Ha YYBCTBUTEIBHOCTH IN
VItro He ObLIM CTAaHAAPTU30BaHBI, U UX PE3YIbTAThl MOI'YT BapbUPOBAaTh B 3aBHCUMOCTH OT
METO/I0JIOTUYECKUX (PaKTOPOB.

In vitro namuBymuH oOka3piBaeT ciab0e LUTOTOKCHYECKOE JCHCTBHE HA JHUM(OLUTHI
nepuepuyeckoil KpoBH, HA YCTOWYMBBIE JTUM(OIUTAPHBIE H MOHOIUTAPHO-MaKpodaraibHbIe
KJICTOYHBIC JIMHUU | PSIJI KIETOK-TIPEANIECTBEHHUKOB KOCTHOTO MO3Ta.

52. ®apMakoKHHeTHYeCKHE CBOMCTBA

AGcopbuus

JlaMMBYZIMH XOpOIIO BCACHIBACTCS W3 IKEIyJOYHO-KAIIEYHOTO TpaKTa, OWOMOCTYITHOCTH
JaMHUBYJMHA y B3pOCIBIX MOCE MpHeMa BHYTpb 00bIuHO cocraBiseT 80-85 %. ITocne mpuema
BHYTpb cpenHee BpeMms (fmax) JOCTIDKCHHUsSI MaKCHMAalbHOW KOHICHTpALMH JaMHBYIUHA B
cbiBopoTke KpoBH (Cmax) coctaBisier okono | u. Ha OCHOBaHMM [aHHBIX, MOJNYYCHHBIX B
HCCJIEJOBAaHUH C YYACTHEM 3/I0POBBIX T0OPOBOJIBIIEB, IPU MPUEME TepaneBTHUECKOi 10361 150 Mr
nBa pa3a B cytku cpensss (KB - koaddunmenT Bapuanun) paBHoBecHass KOHIEHTPAUA Cmax U
Cmin 7amMuByOuMHa B miIa3Me KpoBH cocrtaBiseT 1,2mkr/min (24%) u 0,09 mxr/ma (27%)
coorBercTBeHHO. Cpennsiss (KB) AUC (mnomanes mnoa  (papMakOKMHETHUECKOM KpUBOU
«KOHIIEHTpalUs-BpeMs») B HHTepBajie MexXAy npruemMamu 12 4 coctapiusieT 4,7 mxrxu/mi (18 %).
[Tpu TepaneBTuueckoii no3e 300 mr onuH pa3 B cyTku cpeansis (KB) paBHoBecHast KOHIIEHTpaLUs
Cmax, Cmin 1 AUC B unTepBane Mexay npuemamu 24 u coctasistioT 2,0 Mxr/mia (26 %), 0,04
Mkr/MI (34 %) u 8,9 mxrxu/mi (21 %) COOTBETCTBEHHO.

TabneTka npenapara ¢ JO3UpOBKOM samuByauHa 150 Mr OMO3KBUBaJIeHTHa TableTKe C
no3upoBkoi gamuByauHa 300 Mr B otHOmeHMH AUC., Cmax ¥ tmax, 3HaYEHUS YKa3aHHBIX
napameTpoB Juid TabaeTku ¢ 03upoBkoi 150 mr u 300 Mr oTaMyaroTCs MPONOPIIMOHAIBEHO J03€.
[IpumeHenue namuByauMHAa B (Qopme TaOleTOK OMOIKBHUBAJICHTHO NMPUMEHEHUIO Ipernapara B

dopme pactBopa mia npuema BHyTpb B OTHOUIEHHMH AUCo.o U Cmax Y B3pOCIBIX HAI[MEHTOB.
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Mexay B3pOCIbIMHU TAIIUEHTAMH U ACTHhbMHU HA0 Imnannég &;M;@ﬂggﬁ#g&a&ﬂagﬁ '_'; :l(CM.

MY OTUETY

i

«Oco0ble TpymnIbl MAUEHTOBY).

[Tpuem namMuBYAMHA BMECTE C MUILEH BBI3BIBACT YBEIHUCHHE tmax U CHIDKEHHE Cmax (Ha 47 %)),
OJIHAKO HE BJIMAET Ha OOIYyI0 cTerneHb abcopOLuu TaMUBYAHHA (PACCUYMTAHHYIO HA OCHOBAHHUU
senmmurabl AUC).

He oxwupmaercs, 9To MpueM U3MEIbYCHHBIX TA0JIETOK ¢ HEOOIBIINM KOJIMYECTBOM MOTYTBEPAOH
MU WM JKUIKOCTH MOBJIHSIET Ha (DapMaKOJIOTHYECKUE CBOMCTBA Mpemnapara , CJIeI0BaTENIbHO,
HAa  KIMHUYEeCKHl  3(dekr. DTOT BHIBOA OCHOBaH Ha  (U3MKO-XMMHUYECKHX U
(bapMaKOKMHETHUECKUX JAHHBIX MPU YCIOBUH, UTO MAIIEHT U3MENIbYaeT U CMEIINBAET C MUIIeH
nin sxukocThio 100 % TabneTku, U MPUHUMAET HEe3aMeIIUTEIBHO.

CoBMecTHOE MPUMEHEHHE 3UA0BYIMHA TPUBOAUT K YBEIIMUEHHUIO SKCIO3UIIUU 3UI0BYAMHA Ha 13
% W yBEJIIMYEHUIO MAKCUMAJIbHOM KOHIIEHTPALMU B IIa3Me KpoBU Ha 28 %. DTO sABIEHHE HE
CUMTAETCSl 3HAUMMBIM JJIs1 0€30MaCHOCTH MAallMEHTOB U, CIEA0BaTEIbHO, HE TPeOyeT KOpPEKIUU
1103.

Pacnpenenenne

[To naHHBIM KIMHMYECKMX HCCIICAOBAaHUI NpU BHYTPUBEHHOM BBEACHUU CPEIHMNA 00BEM
pacripesiesieHus JaMUBY/IMHA cocTaBisieT 1,3 j1/kr, a HaboJaeMblil Iepro/T OJTyBBIBEACHUS —
5-7 4. CpenHUil CHUCTEMHBIM KJIMPEHC JIAMUBYJMHA COCTaBiseT mpuonusutenbHo 0,32 n/v/kr,
OOJBIIYI0 YacTh KOTOPOIO COCTAaBJSIET IOYEYHBIH KIMPEHC 4Yepe3 CUCTEMY TpaHCIopTa
OpraHMYecKuX KaTHOHOB (Oonee 70 %).

JlaMHMBYZIMH TIpOSBISIET JUHEHHYIO (apMaKOKMHETHKY NpPU NMPUMEHEHUH B TEPaleBTHUYECKOM
JMarnia3oHe /103 ¥ HU3KYIO CTETIEHb CBSI3bIBAHUS C OCHOBHBIM O€JIKOM ILIa3Mbl KPOBH - aIbOYMHUHOM
(<16 % - 36 % 1O CpaBHEHUIO C CHIBOPOTOYHBIM alTb,OYMHUHOM B UCCIIEIOBAHUSIX IN VItro).
OrpaHu4eHHbIE JaHHBIE YKa3bIBAIOT HA TO, YTO JIAMUBYIUH IPOHUKAET B IEHTPAIBHYIO HEPBHYIO
CHUCTEMY M CIIMHHOMO3roBYI0 >kuakocTh (CMIK). Uepes 2-4 u mocie mepopajibHOro Npuema
COOTHOULIEHUE KOHIEHTpanuu JamuByanHa B CMOK 1 CbIBOpOTKE KpOBH B CpPETHEM COCTABIISLIIO
npubnusutenbHo 0,12, VicTuHHas cTeneHb NMPOHMKHOBEHMS, a TaKXKe CBSI3b C KIMHUYECKON
3¢ (HEeKTUBHOCTHIO HEU3BECTHBI.

Buorpancdopmarnus

AxTuBHas (opma JamMHBYIAMHA — BHYTPUKJIETOUYHBIA JIaMHUBYAMHA Tpudochatr — obnagaer
Oosee IIUTENbHBIM KOHEYHBIM MTEPHOJIOM MOTYBbIBEACHUS U3 KiIeToK (16-19 4) mo cpaBHeHUIo ¢
NIEPUOJIOM MOJTYBBIBEIEHUS €T0 U3 IIa3Mbl KpoBH (5-7 1). CorylacHO JaHHBIM, MOITY4YE€HHBIM y 60
B3pOCJBIX 37I0POBBIX JOOPOBOJBIEB, (apMaKOKMHETHYECKHUE IapaMeTphl JIaMUBYIUHA B

PaBHOBECHOM COCTOSIHUU TpH npueMe B 03¢ 300 Mr ouH pa3 B CYyTKH SKBHBAJIEHTHBI TAKOBBIM
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npu npreMe B 03¢ 150 Mr 1Ba pasa B CYTKH B O omennit AGCSA-Ch) piiEnyfphictér4toro

MY OTUETY

i

namuByauHA Tpudochara.

JlaMUBYIUH MPEeUMYILECTBEHHO BBHIBOJUTCS B HEM3MEHEHHOM BHJE Mouykamu. Metabonnyeckue
B3aMMOJICHCTBUS JIAMUBYAMHA C IPYTMMH JIEKAPCTBEHHBIMU ITperapaTaMi MaJlOBEPOSTHBI BBUY
HE3HAYUTEILHOTO MeTabonu3ma B nieueHu (5-10 %) m HU3KOH CTEleHU CBSA3BIBaHUS C OeIKaMu
J1a3Mbl KPOBH.

OJIMMUHALNS

B uccnenoBanusx ¢ yyacTueMm HAlMEHTOB C MMOYEYHON HEOCTAaTOUYHOCTHIO OBLIO MOKAa3aHO, YTO
HapylieHne (QYHKIMM TOYEK BIMSICT Ha BHIBEJACHHE JIAMUBYAMHA. PEKOMEHIyeMBIH pEeXHM
JO3MPOBAHUS JUISI TAIIMEHTOB C KIMPEHCOM KpeaTHHHHA MeHee 50 MJI/MHUH NPUBEACH B pasjeie
«4.2. Crioco0 mpuMEHEHHUS U JT03bI.

BzaumopeiictBie ¢ TpPUMETONPUMOM - KOMIIOHEHTOM KO-TPUMOKCa3ojia - MPUBOAHUT K
MOBBILICHUIO FKCIIO3ULIMU JaMuByIuHa Ha 40 % pu NpUMEHEHUH B TEPaeBTUUECKUX J03ax. Tem
HE MEHee, 3a MCKJIIOYEHUEM MAIMEHTOB C [IOYEYHOW HEJIOCTAaTOYHOCTBIO, KOPPEKIUS J103bl HE
TpeOyercsa. CreayeT TIIATEIbHO OIEHUBATh BO3MOXKHOCTH OJHOBPEMEHHOIO MPHUMEHEHUS KO-
TPUMOKCAa30Jia C TaMUBYIUHOM Y MAIIMEHTOB C MOYEUYHON HEJOCTATOUHOCTHIO

JInna moyKuJioro Bo3pacra

Jlannble 1o (hapMaKOKMHETHKE JIAMUBYAMHA Y MMAlIUEHTOB CTapIie 65 JeT OTCYTCTBYIOT.

IloyeyHas HEAOCTATOYHOCTh

VY manueHToB ¢ HapylmeHHeM (PYHKIMM MOYeK KOHILIEHTpAalUs JaMUBYIMHA B IUIa3Me€ KPOBHU
(AUC) noBbliieHa BCIIEICTBUE CHIXKEHHOTO KiUpeHca. TakiuM 00pa3oM, MareHTaM ¢ KIIHPEHCOM
KpeaTHHHHA MeHee 50 MJI/MUH He0OX0JUMO YMEHbIIIEHUE J03b] IAMUBY/IMHA.

IIeueHOUHAS HEAOCTATOYHOCTDH

JlaHHbIE 0 IPUMEHEHUH JIAMUBY/IMHA Y AIIMUEHTOB CO CPEHEN U TSXKENON CTeNEeHbI0 HapYIIeHUs
(GYHKLIUU NT€YeHN CBHUJETEIbCTBYIOT O TOM, YTO HapylIeHHEe (PYHKIIUN MEUYEHH CYLIECTBEHHO He
BJIHSIET Ha (DapMAaKOKWHETHKY JIAMUBYTUHA.
bepeMeHHOCTB
dapMaKOKHHETHKA JJAMUBYIUHA TP OEPEMEHHOCTH HE OTJIMYAETCS OT ero (PapMaKOKMHETUKH Y
HeOepeMeHHbIX. KoHIleHTpalys JaMHUBY/IMHA B CHIBOPOTKE HOBOPOXKACHHBIX JETEil HA MOMEHT
poxeHus: Oblla Takash K€, KaK B CBIBOPOTKE KPOBH MaTepud M MYMOBHHHOW KPOBH, UYTO
COTJIACYeTCsl ¢ JAHHBIMU O TTACCHBHOM ITPOHUKHOBEHUH JIAMUBY/IHHA Yepe3 IUIAICHTY.

eTu
AbcomoTHas OMOJOCTYMHOCTh JAMHUBYAMHA (mpuMepHO 58-66%) Obula HIke U Ooree
BapuabenpHa y aered muamme 12 mer. Ilpwem namuBynmHa y nereid B ¢opme TablIeTOK

OJIHOBPEMEHHO C JPYTMMU aHTUPETPOBUPYCHBIMHU MpernapaTamMu B popme TabiieTok obecreunBa
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6onee Beicokue 3HaUeHUST AUC» 11 Cimax JTaMUBY)

Ul TpUeMa BHYTPb, IPUHUMAEMBIM OJHOBPEMEHHO C JPYTMMH aHTHPETPOBUPYCHBIMU
npemnapaTamu B hopme pacTBopa IS IpreMa BHYTPh. Y JETEH, MOTyYaBIIUX JAMUBYIUH B popme
pacTBOpa Uil MpUeMa BHYTPb B COOTBETCTBUU C PEKOMEHJOBAHHBIM PEKUMOM JI03UPOBAHUS,
ObL1a JOCTUTHYTA SKCIIO3UIIMS JaMUBYJMHA B IUIa3Me KPOBH, 3HAUEHUsI KOTOPOU HaXOAUIIUCH B
JUara3oHe, MOJTYICHHOM Y B3POCIBIX MAllMEHTOB. Y JIeTel, IPUHUMABIINX JIAMUBYIHUH B (hopMe
TabJIeTOK B COOTBETCTBUM C PEKOMEHJIOBAHHBIM PEXUMOM JO3UPOBAHUS, SKCIO3ZUILIUS
JaMHUBYJMHA B TUIa3Me€ KPOBH ObLIa BBILE, YEM Yy JeTed, MPUHUMABIIUX JaMHUBYIUH B dopme
pacTBopa AJis ipueMa BHYTPb, IOCKOJBKY IpU MpueMe npernapara B hopMe TabJIeTOK MalueHTh
MOJTy4aroT OoJiee BBICOKHE 03Bl B IEpecdeTe Ha MI/KI MacChl Tella, M JIAMUBYAUH B (opMme
Ta0JICTOK XapakTepu3yercsi Ooyiee BBICOKOH OMOMOCTYMHOCTHIO. DapMaKOKMHETHUECKUE
HCCJIEIOBaHMsI IPUMEHEHUs JTaMUBYJIMHA Yy JeTei B (opme pacTBopa Ui MpHeMa BHYTPh U B
dopme TabmeTOK MOKa3alM, YTO MPHUEM Mpenapara OAWH pa3 B CYTKH SKBUBAJICHTEH IIO
nokazareno AUCo.24 mpueMy mpenapara JBa pa3a B CYTKH IPH OJMHAKOBOW OOIIEH CyTOYHOM
no3e. JlamHple MO (apMakOKHMHETHKE Mpermapara y JeTed B BO3pacTe MIIaaiie 3 MecsIeB
OTpaHUYEHBl. Y HOBOPOXKICHHBIX Ha MEPBOW HEENE XKU3HHU KIMPEHC JaMUBYAMHA MPU IIpUEME
BHYTPB ObLJI CHM)KEH 110 CPABHEHMIO C AETbMHU O0Jiee CTapUIero Bo3pacrta, BEpOSITHO, BCIEICTBUE
HE3PEJIOCTH BBIICTUTEIHHON (QYHKIIUU MTOYEK U HETIOCTOSIHCTBA MOoKa3zaTeneit abcopOumu. Takum
o0pazoM, IS JOCTHXKEHHS OSKCIO3WIIMH, CXOJHOM C TaKOBOM Yy B3pPOCIBIX U JIETEH,
PEKOMEHIOBaHHAs J03a 7Sl HOBOPOKJECHHBIX COCTABJISET 2 MI/KT JiBa pa3a B CyTKH. J[aHHbIE IO

IMPUMCHCHUIO ITpCTiapaTa y HOBOPOKJACHHBIX B BO3PACTC CTApIIC 1 HEACIIN OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. TIlepedyeHb BcrioMOraTeJIbHBIX BeLECTB
Kapbokcumeruiakpaxman HaTpHst

Kpaxman kyKypy3HbIH MpeKeTaTUHU3UPOBAHHBIN
Maruus creapat

IMoBugon K-30

[enmron03a MUKPOKPUCTAIIMYECKAS

[Iinenounast 060JI0YKA:

Omnaapaii || 6emnblii B TOM yucne:
I1oNMMBUHUIIOBBIN CIIUPT
Maxporou (OJIU3THIICHTITUKOJIb )
Tanbk

Twurana quokcug
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(NMOCNEOOBATENEHOCTE 0002)

6.2. HecoBMecTHMOCTH

He npumennmo.

6.3. Cpok roaHoctu (CpoK XpaHeHHSs )

3 rona.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH MPU XPAHEHUH

IIpu Temneparype He Bbime 25 °C Bo BTopuuHOii ymakoBke (auke KapTOHHOI).

6.5. XapaxTep u cojep:kaHue NePBUYHON YIAKOBKH

ITo 10 TabieToK B KOHTYPHYIO STYEHKOBYIO YIIAaKOBKY U3 TJICHKU TOJMBUHWIXJIOPUIHON U (POJIBTH
AJTIOMUHUEBOM NEYaTHOM JJaKMPOBAHHOM.

[To 30, 60, 90 TabmeTok B OaHKy TOJUMEPHYIO JUIS JIGKAPCTBEHHBIX CPEJICTB W3
NOJMATUIICHTEpeTaIaTa ¢ KPBIIIKON U3 MOJUIIPOIIIICHA.

[To 3, 6, 9 KOHTYpPHBIX SUEHKOBBIX yMakoBOK Mo 10 TabmeTok miau mo 1 6GaHke MOIUMEPHOMN s
JICKAPCTBEHHBIX CPEJICTB BMECTE C MHCTPYKIHMEH MO MPUMEHEHHUIO0 (JINCTKOM-BKIAIBIIIEM) B
NayKy U3 KapTOHA JUIsl TIOTPEOUTENBLCKON Taphbl.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH YHHYTOKEHMH HMCIOJH30BAHHOIO
JIEKAPCTBEHHOI0 mNpenapara WJH OTX0JA0B, TMOJYYEHHBIX IOcCjde NPUMEHEHUs
JIEKAPCTBEHHOI0 Mpenapara, u pyrue MaHUIyJsiMU ¢ penapaTomM

OcoOble TpeOOBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Poccuiickas ®enepanus
3A0 «KaHoH(papma npoJaKIIH»

141100, MockoBckas 00u1., T.0. [1l&nkoBo, r. [lé€nkoBo, yi. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

OnektponHas noura: safety@canonpharma.ru

7.1. IIpeacTaBuTe/Ib AEPKATE/S] PETHCTPALMOHHOIO YA0CTOBEPEeHHUs!

[Iperen3un HOTD66I/ITCJICI71 HalnpasJIATH 110 aApPECy.

Poccuiickas @enepanus
3A0 «KaHoHpapma mpogaKIIH»

141100, MockoBckast 06011., r.0. lI]énxoBo, T. ll[énkoBo, yu. 3apeunas, a. 105
Tem.: +7 (495) 797-99-54

+7 (800) 700-59-99 (GecmnaTHas ropstuast TuHMs 24 daca)

OnekTponHas noyra: safety@canonpharma.ru
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8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPE S CEATENEHOCTE 0002)

9. IATA NEPBHYHON PEIMCTPAIIMM (IIOJATBEPXJIEHHS PETHUCTPAIIUU,
INEPEPETNCTPALIUN)

JlaTa nepBUYHOMN perucTpaIuu:

10. JATA MIEPECMOTPA TEKCTA
OOmiass xapakTepucTHKa JieKapcTBeHHOro mpemnapara JlamuBynun KanHon poctymHa Ha
uH(pOpPMallMOHHOM TmopTaje EBpa3uiickoro SKOHOMHMYECKOTO CO03a B HH(OPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.
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