COOTBETCTEYET E_I‘i. li:_ : EPTHOMY OTUETY

ot 21.01.2025 N= 1127

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFOTIPERAPATA 1702

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

JlamuBynun Kanon, 300 mr, TaGieTKH, TOKPBITHIE TUICHOYHOW 000JIOYKOMA.

2. KAYMECTBEHHBIN U KOJTUYECTBEHHBIA COCTAB

JleficTBy1o1II€€ BEIIECTBO: JAMUBYMH.

Kaxxnas tabnerka, HOKpbITas MIEHOYHON 00010uKkoi, cogepkuT 300 MT TaMuByAMHA.
BcnoMoraTenpHbIe BEIIECTBA, HATMYHE KOTOPBIX HAJIO YUYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: HaTpuit (cMm. paszaen 4.4.).

[TonHbIi TepeueHb BCIIOMOTaTENbHBIX BEIIECTB MPHUBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHASI ®OPMA
TabneTK, MOKPHITHIE INICHOYHOU 000I0YKOM.
TabneTku oBaJbHBIC IBOSIKOBBITYKIIBIEC C PUCKOM, IIOKPBITHIE TNICHOYHOH 000JI0UKO# 0e10T0 HiTH

IIOYTH OEI0TO usera. Ha IMOIICPCUYHOM Pa3pe3€ — IMOUTH Oejoro OBETA.

4. KIMHNYECKHUE JAHHBIE

41. Tloka3aHusi K NPUMEHEHHIO

[Tpenapat nmokazaH K IPUMEHEHUIO y B3pOCIbIX U JIeTel ¢ Maccoil Tena 6osee 25 Kr 1is JIedeHus
BUY-undexnun B coctaBe KOMOMHUPOBAHHON aHTUPETPOBUPYCHOM Teparuu.

4.2.  PexuM 103MPOBAHMSA H CIIOCOO MPUMEHEHHS

[Ipenapar JlamuBynrH KaHOH MOJKEH Ha3HAYaThCS BPAayoM, UMEIOIIMM OMbIT jJedeHus BIY-
UHQEKIHH.

PexxuM 103upOBaHus

Bspocnvie ¢ maccoii mena ne menee 25 ke

Pexomennyemas nosa coctapisget 300 mr B cyTku — 1o 150 mr 2 pasa B cytku win 300 mr 1 pa3 B
CYTKH.

ITpu nepexozie OT pexxuMa IpHeMa JiBa pa3a B CyTKH K PEKUMY ITPUEMA OJIUH pa3 B CYTKHU CIEAYET
MIPUHSATH MEPBYIO PEKOMEHIYEMYIO OJHOKPATHYIO 03y IPUMEPHO uepe3 12 4 mocie nocneaHein
OPUHATOM 03Bl [0 PEXUMY JIBYKpaTHOIO IIpuemMa, a 3aTeM NpoAOoDKaTh NPUHUMATD
PEKOMEHIYEMYIO OJHOKPATHYIO 103y IPUMEPHO Kaxble 24 4. [Ipu Bo3BpaTe K pexumy npuema
JIBa paza B CYTKH CJIEIyEeT INPHUHSTH MEPBYIO PEKOMEHIYEMYIO J03Y IO PEXUMY IABYKPATHOTO

nprueMa NpuMepHo depe3 24 4 mocie nocieaHed TPUHIATON OJTHOKPATHOM 103bI.
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[Tpu mepexoe oT mpreMa npernapara B hopme paCTBopa'Fﬁ%ﬁWﬁiﬁ%iﬂéﬁbﬁe '{Jz;éh-é‘rox,

WM HAoOOpoT, HEOOXOAMMO CII€AOBaTh PEKOMEHJALMAM II0 JO03UPOBAHUIO IIperapara,
YCTAHOBJICHHBIM IS KaXKI0H KOHKPETHOM JIEKapCTBEHHOH (POPMBI.
JlaMHBYZIMH TaKKe IOCTYIIEH B JIEKAPCTBEHHOW (hopMe pacTBOP AJIs IPUEMA BHYTPb.

Oco0nlie T'PYHOIIbI TAWMEHTOB

Tayuenmuwr nodwcunozo eospacma

I[aHHBIG o NpUMCHCHHUIO JIAMUBYAWHA Yy 9TOH KaTCropuu mnanuceHTOB OTCYTCTBYIOT, OJHAKO
ciefyeT coOuo1aTb 0COOYK0 OCTOPOKHOCTh NPU IPUMEHEHHUHU NpernapaTa y TaKUX MalleHTOB B
CBSI3U C BO3PACTHBIMU M3MEHEHUSIMM, TAKUMH KaK yXyZAlIeHHe (QYHKIUM MOYEK M M3MEHEHHE
MOKa3aTeyiel KPOBH.

Tlayuenmol ¢ napywienuem @yHKyuu nouex

VY nanueHToB ¢ HapylleHHeM (YHKIMU MOYEK CpeAHEH M TSDKENOH CTeNeHU KOHIEHTpauus
namuByarHa B 1uiazme kpoBu (AUC) moBbilieHa BCISACTBUE CHUKEHHs KiupeHca. [loatomy y
MAIMEHTOB C KJIMPEHCOM KpeaTMHWHa MeHee 30 MII/MHUH NMPUMEHCHHE JaMHUBYIWHA B (opme
TabJIETOK IPOTHUBOIOKA3aHO.

PexomMenganuu no HOZ[6ODV JIO3BI Y B3POCHBIX C MAcCOM Tela He MeHee 25 KT

Kiaupenc kpearuHuHa IlepBas no3a IMopnepxuBaromas 103a
(MJ1/MuH)
ot 30 10 50 150 mr 150 Mr oguH pa3 B CyTKH
Menee 30 [IporuBonokazano (Jyist JaHHOH JIEKAPCTBEHHOM (POPMBI).

Ilayuenmul ¢ napywenuem ynkyuu nevenu

JlanHbple, MOTYYEHHBIE Y TMAIMEHTOB C HapylleHHeM (YHKIUU TIEUEHU CpPETHEH M TKEIOon

CTETEeHH, MOKA3bIBAIOT, YTO MUCHYHKIUS TEUEHU HE OKa3bIBAaeT CYIIECTBEHHOE BIIMSHHE Ha

(dbapMakOKMHETUKY JamMuByAuHA. VMcxonms W3 STUX JaHHBIX, JUIsl TAIMEHTOB C HAPYIICHHEM

(GYHKIIMM TTIEUYEHU CPETHEH U TSHKEJION CTENEeHU KOPPEKITUs 03I He TPeOyeTCs, 3a HCKITIOYECHUEM

CIIy4aeB, KOT/Ia HapyIIieHne (QyHKIMU IEYeHU COTPOBOXKAAETCS HApYIIeHHeM (DYHKIIUU TTOUYeK
eTH

Jlemu ¢ maccoii mena He menee 25 ke.

Pexomennyemas nosa coctapisget 300 mr B cyTku — 1o 150 mr 2 pasa B cytku win 300 mr 1 pa3 B

CYTKHU.

Jns nereit ¢ maccoil Tera He MeHee 25 Kr M HapylleHHeM (YHKIUH MMOYeK MOI00p 03B

OCYIIIECTBIISIETCS. B COOTBETCTBMM C PEKOMEHAALMSIMH MO MOAOOpY J03bl y B3pPOCIBIX C

HapylieHneM QyHKIUU TOYeK.

Jlemu ¢ maccoii mena menee 25 ke
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JlamuBynuH HeE cieqyeT Ha3HA4aTh (IPUMEHSTH) Y I[eTé% &' mabeoit rend Mekiee 25 e Bidkshn ¢

HEBO3MOXXHOCTBIO 00€CHeuuTh peXuM ao3upoBaHus. CyIIecTBYIOT Apyrue JeKapCTBEHHBIE

(GopMBI ¥ TO3UPOBKH, KOTOPHIE MOAXOAT I MIPUMEHEHHUS y ACTEH.

Hetsam ¢ Maccoii Tesia MeHee 25 K peKOMEHyeTCsl Ha3HayaTh npenaparhl JIJAMUBYAUHA B APYTOi
JIeKapCTBEHHOU (hopme («pacTBOP JUIsl IpUEeMa BHYTPbY) W/ WA I03UPOBKE.

Cnooco0 npuMeHeHus

IIpenapar JlamuBynuH KaHOH NIPpUHUMAIOT BHYTPb BHE 3aBUCHUMOCTH OT IIPUEMA ITUIIH.

s oGecrnieyeHHss TOUHOCTH JTO3UPOBAaHUsA IIperaparta TabJIeTKH PEKOMEHIyeTCsl POrIaThiBaTh
HOJHOCThIO, 0€3 u3MenbueHusd. J[Is NaluueHTOB, KOTOpbIE MCIBITBIBAIOT TPYJHOCTH C
nporjaTbiBaHUEM TaOJEeTOK, NpeJHa3HavYeHa JIeKapCTBEHHas ¢opma pacTBOpa Ui IpHeMa
BHYTpb. B KauecTBe anbTE€pHATHUBBI JIOMYCKAETCA H3MEIbUEHUE TaOJIETOK C MOCIEAYIOLIUM
HepeMelMBaHiEeM ¢ HEOOJBIIUM KOJIWYECTBOM MOIYTBEPAON MUINK WM JKUIAKOCTH, IPU 3TOM
HOJYYEHHYIO CMECh HEOOXOJMMO MPUHSATH BHYTPb IOJIHOCTHIO U HE3aMEAJIUTEIBHO.

[Ipu mepexoxe oT mpueMa JaMHUBYIHHA B (hOpMe pacTBOpa K NpHEMYy JIaMUBYIUHA B (opme
TabJIeTOK, Wi HA000POT, HEOOXOMMO CIIEIOBATh PEKOMEHIAIMM IO JO3MPOBAHUIO TIpernapara,
YCTAHOBJICHHBIM JUISI KaXK10H KOHKPETHOM JIeKapCTBEHHOH (POPMBI.

4.3. IlporuBomoKa3zaHusi

- TUIEPYYBCTBUTEIBHOCTh K JIAMHMBYJUHY WJIM JIOOOMY M3 BCIIOMOTaTENIbHBIX BEIIECTB,
NIEPEYUCIICHHBIX B pazzaene 6.1.;

- JIETH ¢ Maccou Tenna MeHee 25 Kr (U1 JaHHOH JIeKapCTBEHHON (GOPMBI U TO3UPOBKH);

- B3pOCJIbIE U JETU C Maccod Tejla He MeHee 25 KI U HapylleHHeM (YyHKUUU MOYeK Mpu

KJIMpeHce KpeaTnHuHa MeHee 30 MiI/MuH (U1 JaHHOM JeKapCTBEHHOM (opMBI).

4.4. OcoOble yka3aHUsl M MepPbI NPEAOCTOPOKHOCTH NPH NPUMEHEHN U

Oco0ble yKa3aHus

IIpumenenne npenapara JlamuByimH KaHOH B KauecTBE MOHOTEpANIMU HE PEKOMEHAYETCS.
Hapywenue ¢pynxyuu novex

VY manmueHToB ¢ HapylleHHeM (YHKIMU TOYEK CpeAHEH M TSDKENOM CTEeNeHU KOHIEHTpalus
JaMuByauHA B u1a3Me kKpoBu (AUC) moBbIIIeHa BCIICACTBUE CHUYKEHHSI KIIMPEHCA JIAMUBY/THHA,
M03TOMY TaKUM NaleHTaM TpeOyeTcs KOPPEKIHs 103bI.

Tpoiinas nykneo3uonas mepanusi

boun momydeHsl COOOIIEHHST O BBICOKOW YAcTOTE CIIy4yaeB BHPYCOJOTMYECKOH Heydauu u
BO3HUKHOBEHUHU PE3UCTEHTHOCTH HA paHHEM 3Talle IpH MpUeMe JIAMUBYAMHA B KOMOMHAIUU C
TeHo(oBHUpa TU3OMPOKCHIa hymapaTtoM B abakaBHpPOM, a TakKe C TEHO(POBUPA JAU3OMPOKCHIIA

¢dbymapaTroM U TUIAHO3WHOM B pEXXHUME OJUH pa3 B CYTKH.
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(NOCNEQCBATENEHOCTE 0002)

OnnopmyHucmuueckue ungexyuu

V¥ nanuenToB, nonyvaromux npenapar JlamuBynuH KaHoH uinu npyrue aHTUPETPOBUPYCHBIE
mpernapaTsl, MOTYT Pa3BUTHCS OMIIOPTYHUCTHYECKUE HHPESKIIUU UIIH Jpyrue ocioxHeHus BIY-
MH(pEKINY, TO3TOMY MAallMEeHThI TOJDKHBI HAXOAUThCS MO/ TIIATEIbHBIM HA0II0ICHUEM BpaueH,
MMEIOLIUX OMBIT JiedyeHus naureHToB ¢ BUY-acconuupoBanHbiMU 3a00J1€BaHUSIMH.
lankpeamum

OrnucaHbl peliKue Cilydau pa3BUTUS MAHKpeaTHTa MpPU MPUMEHEHUU JaMuByAuHA. OJHAKO HE
YCTaHOBJIEHO, BHI3BAHO JIM 3TO OCIIOKHEHHUE JIEHCTBUEM JIEKAPCTBEHHOT O IIperapara il sIBJIIeTCs
CJIeICTBUEM OCHOBHOTO 3a0oineBanusi — BUU-undexuuu. Jleuenne naMuByImHOM HEOOXOAUMO
HEMEIJICHHO NIPEKPATUTH MPH MOSBICHUH KIIMHUYSCKUX CHMITTOMOB WJIH J1a00paTOPHBIX TAHHBIX,
CBUJICTEILCTBYIOIIUX O Pa3BUTHH AaHKpeaTuTa (00J1b B )KUBOTE, TOIITHOTA, PBOTA HIJIN ITOBBIIICHUE
3HaYEHUI OMOXMMHYECKUX MapKepoB). CreyeT npeKkpaTUTh MpUeM Mmpenapara 10 UCKIIYCHUS
JMarHo3a MaHKpeaTur.

Jlakmoayuoo3 u evlpasxicennas 2enamome2anus co cmeamo3om

HmeroTces cooOMIeHNs O pa3BUTHH JIAKTOAIM/103a U BEIPAKEHHOM T'elaTOMET NN CO CTEaTO30M, B
TOM YHCJIE C JIETAIbHBIM HCXOJOM, BCIEACTBHE AHTUPETPOBUPYCHOW Tepamuu aHalloraMu
HYKJICO3UJIOB B BHUJE OTIENbHBIX IMpEnaparoB WIKM B KOMOWHAIIMM, BKIIIOYas JaMHUBYIUH.
[TooOHbIE SIBIEHNS OTMEUYAIKCh IJIABHBIM 00Pa30M Y JKEHIIHH.

Knunuueckre cuMNTOMBI, KOTOPblE MOTYT YKa3blBaTh Ha pa3BUTHE JIAKTOALU03d, BKIIOYAIOT
0011yt c1a00CTh, aHOPEKCHUIO, CTPEMUTENBHYIO HEOOBICHUMYIO IIOTEPIO0 MACCHI Tella, CUMITTOMBI
MOPaXKECHHsI KEITYJAOYHO-KUIIIEYHOTO TpakTa (TOIIHOTa, pBOTa M OONb B JKMBOTE) U OPTraHOB
JIXaHUS (OJBIIIKA U TAXUITHO?), HEBPOJIIOTHUECKUE CUMIITOMBI (BKJIFOYasi MOTOPHYIO CJIa00CTh).
JleueHne aHamoramMu  HYKJIEO3WJOB HEOOXOAMMO TNPEKpaTUTh B  CiIydae pa3BUTHUS
CUMITOMATUYECKOW  TUMEpIaKTaTeMHUHd U MEeTabOJIMYECKOTO  aIia03a/IaKToaln/103a,
MPOTPECCUPYIONIEH renaToMeraiuy Wik ObICTPOTO MOBBIICHUS AKTUBHOCTH aMUHOTpaHcdepas.
JlakToann103 0OBIYHO pa3BUBAETCA IOCIIE HECKOJBKUX MecsleB jedeHus. CiaenyeTr cobmonaTh
OCTOPOXHOCTh MpPH NPUMEHEHUH AaHaJIOTOB HYKJIEO3UJOB MJIs JICUEHHs JI00Oro MalueHTa
(0co0EHHO — JKEHIIUH C 0)KUPEHUEM) C TelmaToMeTaanei, TenaTuTOM WX IPYTHMH U3BECTHBIMHU
dakTopaMu pUCKAa TOpPaKEHUs TEYEeHH U CTeaTo30M TMeueHW (BKIIoYas MpPUMEHEHHE
OTpezieNIEHHBIX JIEKApPCTBEHHBIX MPENapaToB U YHOTPEOIEHUE alIKOTOJIs).

Mumoxonopuanvruas oucgyukyus 6 pezyiomame 6HYmMpuympoOoHo20 6030eUcmaeust

AHaoru HyKIJICO3U 0B M HYKJIEOTH]IOB CIIOCOOHBI BBI3BIBAThH PA3IIUYHYIO CTETICHb MTOBPEXKICHUS
MUTOXOHJIPHI, 4TO HauOoJee SAPKO MPOSIBISICTCS MpPU MPUMEHEHUHM CTaByIWHA, TUIAHO3MHA U
3UIOBYIHA. 3apETUCTPUPOBAHBI CIydad Pa3BUTHS MHUTOXOHApUaNbHON mucyHkiuun y BIY-

OTPULATENIbHBIX JIeTeH, MOBEpraBUINXCcs BO3ACUCTBUIO aHAJIOTOB HYKJIEO3UI0B BHYTPUYTPOOHO

4
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W/WAJU TIOCTIE POKJICHMSI; TJIaBHBIM 00pa3oM 3T cnwabﬂ&ﬁﬁ%&ﬁﬁ%%gﬁa&% ':Eélr-c"hm,

coaepKamMu  3uAOBYyIUH.  OCHOBHBIMH  HEXKEJATEIbHBIMH  PEAKUUSAMH  SBISUINCH
reMaToJIOTHYECKUE HapylmIeHHUs (aHeMUusi, HEUTpOIeHHs) M HapyIIeHHs OOMeHa BEIIEeCTB
(TUmepiakTaTeMusi, THUIEPIHMITIA3eMHUs). OTH HEXKelaTelbHbIE pEaKIUH 4YacTo  SBISUIUCH
TPAaH3UTOPHBIMHU. BBIIM 3aperucTpupoBaHbl PEKHUE CIIyd4an HEBPOJIOTUYECKHX PACCTPOUCTB C
MO3/IHUM Ha4ajioM (TOBBILICHHE TOHYCA MBIIIIL, CYAOPOTH, HAPYIICHUS MOBEACHHS). SIBIAIOTCSA
J¥ JTaHHBIE HApYUICHUs TPAH3UTOPHBIMU WJIM MOCTOSIHHBIMH, B HACTOSIIEE BPeMs HEU3BECTHO.
BeposiTHOCTh pa3BUTHS MUTOXOHAPHAIBHONW JUCOYHKIMH CIEIyeT paccMaTpuBaTh y JHOOOTO
peOeHKa, TOJBEPraBIIErocs BHYTPHUYTPOOHOMY BO3JCHCTBHIO aHAJOTaMH HYKJICO3UIOB U
HYKJICOTH/IOB, C BBIPQXCHHBIMH KJIMHUYECKUMH CHUMITOMAaMH HESICHOW OJTHOJIOTHH, B
0COOEHHOCTH HEBPOJIOTHYECKUMH paccTporicTBamu. [IpencTaBieHHbIE JaHHBIE HE BIMAIOT HA
TEKYIIUE PEKOMEHIAIIMH 110 TIPUMEHEHUIO aHTUPETPOBUPYCHOM Tepanuu y OepeMeHHbBIX )KESHIIIHMH
JUTS PO HIIAKTUKY BEepTHKAIBbHOM niepeaaun BUY-unpexnnu.

Macca mena u obmen gewjecms

Macca tena, a TakKe KOHIICHTPALUS JTUIHI0OB U TIIFOKO3bI KPOBH MOTYT IOBBIIIATHECS BO BPEMS
AHTUPETPOBUPYCHOM Tepanuu. DTH U3MEHEHHUS MOTYT OBbITh YACTHYHO CBSI3aHBI C KOHTPOJIEM
3a00JIeBaHUsl U 00pa30M JKWM3HU. BBUIM MOJydYeHBI JaHHBIC, MOATBEPIKIAIONINE B HEKOTOPBIX
ClIydasix BIMSHUE TEpaliy Ha KOHIEHTPAIHIO JIMITHIOB, B OTHOIICHUH YBEIHMUCHHS MacChl TeJa
TaKue TaHHBIE OTCYTCTBYIOT. ClieyeT MPOBOJUTH KOHTPOJIb KOHIICHTPAIIUH JIUIHIOB U TIFOKO3BI
KPOBH B COOTBETCTBMM C YCTAaHOBJIIEHHBIMH peKOMeHJIauusMu no Ttepanuu BUY-unpexium.
Hapymenust nunuaHoro ooMeHa He00X0AUMO KOPPEKTUPOBATH B COOTBETCTBUU € KIMHUYECKUMU
MPOSIBIICHUSIMH.

Cunopom 8occmaHno81eHUs UMMYHUmMema

Y BUY-uHQUUMPOBAHHBIX MHAIMEHTOB C TSKEIBIM HMMYHOAE(MUIIMTOM Ha MOMEHT Havaia
AHTUPETPOBUPYCHOM TEepanmuu BO3MOXKHO PpA3BUTHE BOCHAIUTENILHOW peakuuu Ha (¢oHe
0ECCUMITOMHBIX OMITOPTYHUCTHYECKIX WHQEKIMA WM WX OCTaTOYHBIX SBICHHN, YTO MOMKET
CTaTh MPUYMHOMN CEPHE3HOTO YXY/IIEHHUS COCTOSHUS M yCyryOsieHus: cuMrtoMaTuku. OOBI9HO
3TH peaKUUU BO3HUKAIOT B TEUCHHE NEPBbIX HECKOJIBKHX HEIENIb WM MECAlEB IOcie Hayaia
AHTUPETPOBUPYCHOM Tepanmuu. TUNUYHBIMH TNpUMEpaMH SBISIOTCS LUTOMETaJOBUPYCHBIN
PETUHUT, TEHEpaIW30BaHHAs W/WIM OdYaroBas HWH(EKIHs, BBI3BAHHAS MHUKOOAKTEPHSIMHU, W
THEBMOHUS, BbI3BaHHas Pneumocystis jirovecii (Takke W3BeCTHa KaK ITHEBMOIMCTHAsI
nHeBMoHus, [II). IlosiBieHue mOOBIX CHUMITOMOB BOCHAJCHUS TpeOyeT HEMEMJICHHOTO
o0cIie1oBaHus U, IPU HEOOXOTUMOCTH, JICUCHUSI.

AyTtonMMyHHBIE 3a00J€BaHMs (Takue Kak 0oJjie3Hb ['peiiBca 1 ayTOMMMYHHBIN TE€MAaTHT) TaKkKe

HaO0IaMMCh Ha (JOHE BOCCTAHOBJIECHUS MMMYHMTETA, OJTHAKO BPEMsI MEPBUYHBIX MPOSIBICHUIN

5
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BapbHUPOBAJIO, U 3a00JICBaHUE MOTJIO BO3HUKATH Yepe3 M%oﬁg&ﬁgﬁ“ﬂ_&géﬁgffaga:ﬁp%ﬁn "

MHOTJ]a UMEJIO aTUIINYHOE TEUCHHUE.

3abonesanus neuenu

[TarmenTtsl ¢ xponudeckum remnatutoM B wim  C, nomywaroue KOMOWHHUPOBAHHYIO
AHTUPETPOBUPYCHYIO TEPANHIO, XaPAKTEPU3YIOTCS MOBBIILIEHHBIM PUCKOM Pa3BUTHUS TAKEIBIX U
MOTCHUUAIBHO JICTAJIbHBIX HEXKEIATEIbHBIX pEeakluil CO CTOPOHBI IedeHH. B  ciywae
COMYTCTBYIOIIEH MPOTUBOBUPYCHOMU Tepanuu renatuta B unu C ciieqyer Takke 03HaKOMHUTBCS C
COOTBETCTBYIOIIMMU UHCTPYKIUSAMU 10 IPUMEHEHHUIO JAHHBIX JIEKAPCTBEHHBIX IIPENapaToB.
Pe3ynbrarthl KIMHUYECKUX HWCCIENOBAaHUN M JaHHbIE IMOCTPETUCTPALMOHHOIO HAOIIOIEHUS
YKa3bIBAIOT HAa TO, YTO y HEKOTOPHIX MAIMEHTOB C COIYTCTBYIOIIUM XPOHUYECKUM BHUPYCHBIM
renatutoM B (HBV) mnpu oTMmMeHe namuByAMHAa MOTYT BO3HHMKATh KIMHUYECKUE WIIH
nabopaTopHble TPU3HAKK pPELUUIUBA TelmaTuTa, KOTOpble MOTYT HUMETh Oojee TshKesbie
MOCIIEACTBHSI Y TAIlIEHTOB C JIEKOMIIEHCHPOBAHHBIM 3a00JeBaHieM MeyeHu. B ciyyae oTMeHbI
JaMHUBYJMHA Yy MAllMEHTOB C COINYTCTBYIOLIMM BUPYCHBIM TenatutoM B cienyer paccMoTperhb
BO3MOXXHOCTb IIPOBEJEHUS MNEPUOAUYECKOrO0 KOHTPOJdsS (YHKIUU T[E€YEHH U MapKepoB
peIUIMKaluy BUpyca remnarura B.

VY ManueHToB ¢ yKe CYIIECTBYIOIIUM HapylIeHueM (pyHKIIUY IeYeHH, BKIIIoUasi akKTUBHYIO (hOpMy
XPOHUYECKOI0 renaTruTa, OTMEYAaeTcsl YBEJIMUYEHHWE YacTOThl HapyHMIEHUH (QYHKIMM MEYEHH BO
BpeMs IPOBEICHN KOMOMHUPOBAaHHOW aHTUPETPOBUPYCHOM Tepanuu. Takue nmauueHThl JOKHbI
HAXOJUThCS MOJ HaONIOJIEHMEM B COOTBETCTBHM CO CTaHJIAPTHOW KIMHUYECKOW MPAKTHUKOM.
Heo6xonnMo paccMOTpeTh BO3MOXHOCTh INMPHOCTAHOBJIEHUS WJIM TPEKPALICHUs JIEYEHUS B
ClTy4ae TPOSBJICHUM yXyIIIeHUs 3a00I€BaHUs IT€YEHU Y TAKUX MMallUCHTOB.

Ocmeonexpos

HecMoTpst Ha TO, YTO 3THOJOIUS JTAHHOTO 3a00J€BaHUS SBISAETCS MHOTO(GAKTOPHOM (BKJIIOUYas
IOpUEM TIIOKOKOPTUKOCTEPOMIOB, YHOTPEOIEHUE aJIKOTroJisd, TSKEIYyI0 HMMYHOCYIIPECCHIO,
BBICOKHMI MHJIEKC Macchl Teja), CIydyal OCTEOHEKPO3a Yallle BCEro BCTPEYAIUCh Y MallMEeHTOB Ha
npoaBuHyToi cragun BUY-undexkunu w/mnm JUIMTEIHO NPUHUMABIIMX KOMOMHHPOBAHHYIO
aHTUPETPOBUPYCHYIO Tepamnuto. [larenTam cienyetr 0OpaTUThCs K Bpady, €CIIH OHU UCIIBITHIBAIOT
00JIM ¥ CKOBAaHHOCTh B CyCTaBax WUJIHM TPYAHOCTHU NPU JBUKCHUU.

Bzaumooeticmeue ¢ Opyeumu nexapcmeenHviMu cpeocmeamu

[Ipenapar JlamuBynnH KaHOH He cienyeT NPUMEHATH OJHOBPEMEHHO C IperapaTaMu,
CoJIepKalMH JJAMUBYAMH WIN SMTPULIUTAOUH.

[TpumMeHeHue TaMUBY/JMHA B KOMOWHAIMHU C KJIAJJPUOMHOM HE PEKOMEHYeTCsl.

Oco0rIe T'pYHOIIbI TAIMEHTOB

Jlemu
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B xnuHMYecKHX HCCIeIOBaHUAX Y JeTel, Mo IyanmI/ig '%éﬁ@%“gwﬂié "p-gé’réﬂb'a:' |t

npreMa BHYTPb OJHOBPEMEHHO C JPYTMMH aHTUPETPOBHPYCHBIMHU TIperaparamMu B Qopme
pacTBopa s IpueMa BHYTPh, 9aCTOTA CYIIPECCUH BUPYCa U AKCIIO3UIIUS JTJAMHUBY/IUHA B IJIa3Me
KpPOBH OBUTH HW)KE, a PE3UCTCHTHOCTh BHpYCa Pa3BUBAJIACH Yallle, YeM Y JETCH, MOIydaBIIAX
npenaparsl B Gopme TabIeTOK.

[To BO3MOXHOCTM HEOOXOJUMO HCIIOJIB30BATh PEXKHUM aHTUPETPOBHPYCHON  Tepamnuw,
BKITIOUAIONIUI BCe mpemnapartsl B popme Tabnetok. JlamuBynuH B hopMe pacTBopa il mpruemMa
BHYTPb, IPHMCHSEMBIH OJHOBPEMEHHO C  COPOUTON-COJICP)KAIIUMHU  JICKAPCTBCHHBIMU
npenapatamu, CJIelyeT NMPUMEHSATh TOJBKO B TEX CIIydasxX, KOTJa HEBO3MOXXHO MpPUMEHEHHE
peXHMMa Tepanuy, BKIIFOYAIONIET0 BCE Mpenaparthl B opMe TaOJIETOK, U KOT/a M0JTb3a TIPOBEACHHS
JICUYCHUS TIPEBBIIIACT BO3MOXKHBIC PUCKH, BKITIOUYAsi HU3KUN YPOBEHb cymnpeccuu Bupyca. Criemayer
paccMOTpeTh HEOOXOIUMOCTh 00JIee YacToro KOHTpOJs BHpycHOW Harpy3ku BUY-1 mpwu
OJTHOBPEMEHHOM PUMEHCHUN JIAMUBYIMHA c JUTUTEIILHO MPUMEHSIEMBIMH
COpOUTOJICOACPIKALTIMHI TTPETIapaTaMH.

BcnomMorarennHble BelecTBa

KapOOKCUMEMUIKPAXMATL HAMPUs.

JlaHHBI Tpenapat coaepXuT MeHee 1 MMouh (23 Mr) HaTpusi B MaKCHMaJIbHOM pa3oBoii jo3e (1
ta0. (300mr) — 1,0 Mr), T. €. 110 CYTH HE COJACPIKUT HATPHSL.

4.5. B3aumopaeiicTBue ¢ JAPYrHMH JIEKAPCTBEHHbIMHM MNpenapatamMm M JApyrue BH/bI
B3aMMO/JEHCTBHUA

HccnenoBanus TeKapCTBEHHBIX B3aUMOJICHCTBUHN OBLITH MTPOBEJEHBI TOJIBKO C Y4aCTHEM B3POCIBIX
MAIMEHTOB.

MeTtabonnueckoe B3auMOJICHCTBUE JaMUBYIMHA C APYTUMU MpenapataMu MaJlOBEpOSITHO B CBSI3U
C €ro He3HAUYUTEIbHBIM METa00IU3MOM, OTPAHMYEHHBIM CBSA3BIBAHUEM C O€TTKaMU T1a3Mbl KPOBU
Y IPaKTUYECKU MOJTHBIM BBIBEJICHUEM YEPE3 MTOUYKU B HEU3MEHEHHOM BUJIE.

OpnHoBpeMeHHOE TPUMEHEHNE KOMOMHAIIMU TPUMETOIPUM + cylbhameTokcason B 1o3e 160 mr +
800 Mr (KO-TpHUMOKCA30J1) MPUBOJIUT K TMOBBIIMICHUIO SKCNO3UIMK JamuByauHa Ha 40 %, 4To
00yCIIOBJICHO HATHYHEM TPUMETONPUMA; HATMYHE CYIb(paMeTOKCca30Ja He OKa3bIBAaeT BIUSHUE HA
dbapMakoKMHETHKY JnamMuByauHa. OpHAaKo, 3a WCKIIOYEHHEM TMalMeHTOB C IMOYEYHOM
HEJ0CTAaTOYHOCThIO, KOPPEKIHsS J03bl JaMHBYJUHA He TpeOyercs. JlaMMBYIMH HE OKa3bIBaeT
BIUSHUE Ha (apMakOKMHETUKY TpPUMETONpHMa WiIH cyibpameTokcazona. B ciywae, xoraa
O/IHOBPEMEHHOE MPUMEHEHHE KO-TPUMOKCA30J1a SIBJISETCS ONpPaBJAHHBIM, MALMEHTHI JTOKHbI
HAXOJHUThCS TOJ KIMHUYEeCKHUM HabmoneHuem. Cremyer m30eraTb COBMECTHOTO MPUMEHEHUS
JaMUBYAWHA C KO-TPHUMOKCA30JOM B BBICOKHX J03aX JUIsl JICUEHHsS ITHEBMOHHWH, BBI3BAHHOU

Pneumocystis jirovecii, u Tokcormiazmo3sa.
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NPUMEHSIEMBIMH JIEKAPCTBEHHBIMU TIpENapaTaMy, B 0OCOOEHHOCTH C TEMH, Y KOTOPBIX OCHOBHBIM
MEXaHU3MOM BBIBE/ICHUS SIBJIICTCS] aKTUBHASI KaHAJIBLIEBAs CEKPEIUS Yepe3 CUCTEMY TpaHCIIopTa
OpraHMYECKUX KaTHOHOB (Hampumep, TpuMmeTonpum). [lpyrue nelcTByIIHe BeLIECTBa
(Hampumep, paHUTHAWH, UUMETHAMH) JHIIb YaCTUYHO BBIBOAATCA C MOMOIIBIO YKa3aHHOTO
MeXaHU3Ma ¥ HE B3aMMOJCHCTBYIOT C JIAMUBYIMHOM. AHAJIOTH HYKJIEO3UJOB (Hampumep,
JIMJIaHO3HH, 3UI0BYAMH) HE BBIBOJIATCS TOCPEICTBOM JJAaHHOTO MEXaHNU3MAa, U UX B3aUMOJICHCTBHE
C JIaMUBYAMHOM MaJIOBEPOSATHO.

[Ipy ogHOBpEMEHHOM NMPUMEHEHUH JIAMUBYJIMHA M 3UA0BYIMHA HaOIIOJaeTcs ymepeHHoe (Ha
28 %) yBenuueHre Cmax 3UIOBYIMHA B IJa3Me KpOBH, Ipu 3ToM obOimas 3kcrosuius (AUC)
CYIIECTBEHHO HE M3MEHSETCS. 3UOBY/IMH HE BIUET Ha (apMaKOKHMHETHKY JIAMUBYINHA.
JlamMuBYyIMH HE cleqyeT MPUHUMATh OJHOBPEMEHHO C JIPYTMMH aHAJIOraMy LUUTUAMHA, TAKUMHU
KaK SMTPHULIUTA0NH, B CBSI3U C €0 CXOACTBOM C JJaHHBIMU Mpenaparamu. Kpome Toro, saMuByIuH
HE CIIeAyeT MPUHHUMATh C JIIOOBIMH JPYTMMHU JIEKAPCTBEHHBIMH IIpErapaTtaMy, COACpKaIlIuMU
JAMUBY/IMH.

In vitro namuBynMH HMHTHOMpYeT BHYTPHKIETOYHOE (DOoCcHOPHUIUpOBAHUE KiIaapuOHWHA, YTO
o0ycrnaBnuBaeT NOTEHUUANbHBIA pHUCK ToTepu dAPQPEKTUBHOCTH KiIagpuOMHA B Ccilydae
KOMOWHUPOBAHHS B YCIIOBUSAX KIMHUYECKOHN MPAKTHKH. HeKOoTOphIe KITMHNYECKHE TaHHBIE TaKKe
MOJTBEPKIAIOT BOSMOXKHOCTh B3aUMOJICHCTBHUS MEXK/TY JJAMUBYIMHOM U Ki1aapuouHoM. [TorTomy
OJTHOBPEMEHHOE MTPUMEHEHHE JIAaMUBYIMHA U KJIaJpUOMHA HE PEKOMEH0BAHO.

[Mutoxpom CYP3A He BoBieueH B METa0OJIM3M JIAMUBYJMHA, MO3TOMY B3aWMOJIEHCTBHE C
JICKApCTBEHHBIMH TIpeTiapaTaMH, KOTOpble METa0OIM3UPYIOTCS ITOH CHCTEMOHN (Hampumep, C
MHTHOUTOpaMU MPOTEa3bl), MaJIOBEPOSITHO.

OnHoBpeMeHHOe TpUMeHeHHe pacTBopa copoutona (3,2 1, 10,2 1, 13,4 1) ¢ oqHOKpAaTHOM 103011
namuByanHa 300 mr B popme pacTBopa AJIs IpUeMa BHYTPh Y B3POCIIBIX 3710pPOBBIX JOOPOBOJIBLIEB
NPUBOAKIIO K J0303aBUCHMOMY CHIDKEHHIO dKcro3uiinu jJamuByanHa (AUC.) Ha 14 %, 32 % u
36 % u Cmax nmamuByauHa Ha 28 %, 52 % u 55 %. Ilo Bo3MoOKHOCTH ciemyeT u30eraTh
OJTHOBPEMEHHOT'0 TPUMEHEHHUS JIaMUBYIUHA M COPOMTONI-COJEpXKAIUX IpernapaTroB, JHOO
ClIeflyeT pacCMOTPETh BO3MOXHOCTH 0o0Jiee 4acTOoro KOHTpoJsis BUpycHOW Harpy3ku BUY-1 B
CiIydasix, KOrJa HEBO3MOXXHO H30€XaTh [UINTEIFHOTO OJHOBPEMEHHOTO TPUMEHEHHUS ITHX
IpernapaTosB.

4.6. @epTHIBHOCTH, 0EPEMEHHOCTH U JAKTALUS

bepemeHnHoCTL

Kak npaBusio, npu NpuHATHH perieHnus 00 UCIOIb30BaHUU AaHTUPETPOBUPYCHBIX MPENapaToB [

neyeruss BUY-uadexkunn y OepeMEHHBIX XEHIIMH M, KaK CICICTBUE, JJII CHIDKCHUS PHUCKa
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BepTHKAIbHOH mepefaun BUU-unpexiun HOBoposadHHOMY- ey Yeirtinats’ Atibie

UCCIICIOBaHMI Ha )KUBOTHBIX, a TAK)KE KIIMHUYECKUH OMBIT IPUMEHEHHS Y OepeMEHHBIX )KESHIIHH.
HccnenoBanus MO NPUMEHEHHUIO JIAMUBY/AMHA Yy JKUBOTHBIX I1OKA3ajld YBEIMUEHUE paHHEH
SMOPHUOHAIIBHOI CMEPTHOCTH Y KPOJIMKOB, OJTHAKO Y KPBIC 1aHHBIHN 3¢ dekT He HaOmonancs. boiio
YCTaHOBJIEHO, YTO y YEJIOBEKA BO3MOXKHA Ilepeada JJAMUBY/IMHA YePe3 TUIALICHTY.

Y OepeMeHHBIX KEHIIWH, MOTYYaBIIUX JaMuByauH, 6onee 1000 mcxomoB OEpEeMEHHOCTH MOCIIe
OpUMEHEHHs BO BpeMs mepBoro Tpumectpa u 0Oonee 1000 mcxomoB OepeMEHHOCTH IOCIE
INPUMEHEHHUsS BO BpEMs BTOPOrO M TPETbEro TPUMECTPAa JEMOHCTPUPYIOT OTCYTCTBHUE
Mab(OpMaTUBHOTO U (eTabHOT0/HEOHATAIBHOTO BO3/IeHCTBUS. JIaMUBYAMH MOKHO IPUHUMATh
BO BpeMsi OEpeMEHHOCTH B clydyae KIMHUYECKOH HeoOxomnmocTu. Ha OCHOBaHMHU OCTYITHBIX
JAHHBIX MOXHO CJEJaTh BBIBOJ O TOM, YTO NpPU NPUMEHEHUU JIAMUBY/IHMHA y YEJIOBEKA PUCK
BPOK/JICHHBIX MATOJOTUN MaJIOBEPOSATEH.

Jns BUY-uHGUIUPOBAHHBIX KEHIIMH C KO-MH(EKIHeHd BHUPYCOM TeNaTuTa, MOIYYarolInx
TEpanui0 JIAMUBYIMHOM, B CiIy4ae HACTYIUICHHS OCpEeMEHHOCTH CIIEAYeT YYUTHIBATh
BO3MOXKHOCTh pPELUIMBA IeNaTUTa [10CJIe IPEKPALECHUS IPUMEHEHUS JIAaMUBYIMHA.
Mumoxonopuanvhas oucghynkyus

B wuccnenoBanusx in Vitro u in Vivo ObIJIO MPOAEMOHCTPHUPOBAHO, YTO AHAJIOTH HYKJICO3UIIOB M
HYKJIEOTHJIOB CIOCOOHBI BBI3bIBaTh IMOBPEXKICHUS MHUTOXOHJIPUNA pa3iNyHON creneHu. bpumn
3aperucTpUpOBaHbl COOOUIEHHUSI O MUTOXOHIPHAIbHON TUCHYHKIMHU y JIeTel, MOoJBEepraBLInXcs
BO3/ICHCTBHUIO aHAJIOIOB HYKJIEO3UIOB BHYTPUYTPOOHO H/WIIM B TIOCIEPOJIOBOM MEPUOJIE.
JlakTanus

[Tocne mpuema BHYTpPh JAaMHUBYIUH BBIIENSAETCS B TIPYIHOE MOJOKO B KOHLEHTPALUAX,
AQHAJIOTMYHBIX KOHLIEHTPALUAIM, OOHApYKEHHBIM B CHIBOPOTKE KpoBU. Ha ocHOBaHMHU pe3ynbTaToB
uccnenoBanus Oonee 200 map «maTh/pebeHOK», NodydaBmuxX Tepanuto BUY-undexnum,
KOHLEHTpalusl JIaMUBYAMHA B CBIBOPOTKE KpOBH €T, HaXOIAIIMUXCA HAa TIPYyIHOM
BCKapMJIMBaHUM y MaTepe, noiydaBmux tepanuio BUY-undexkuun, oyensp Huzka (< 4 % ot
KOHIEHTPALlUU B CBIBOPOTKE KPOBU MaTEpH) U MOCTEIIEHHO YMEHbILAETCS 10 HEONpeAeIsieMOoro
YPOBHSI IIPU JOCTH>KEHUH TPYAHBIMU I€ThbMH 24-HeleNnbHOr0 Bo3pacTta. JlaHHbIe 10 6e3011acCHOCTH
NpUMEHEeHU TJaMUBY/IMHA Y IeTel Mlajiiiie Tpex MecsieB OTCyTcTByoT. BUU-uHpumpoBanHsiM
JKEHIIMHAM HU TpH KaKuX OOCTOATENbCTBAX HE PEKOMEHIYETCs MPOBOAUTH TIPYAHOE
BCKapMJIMBaHUE BO n30exanue nepenaun BUY pebGenky.

DepTUabHOCTD

PCSy.TIBTaTBI HCCIIeOBaHUI Ha JKMBOTHBIX IoKa3aJii, 4TO JIJaMHUBYJUH HC OKAa3bIBACT BJIIMAHUC HaA

(bepTHIBLHOCTB.
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4.7. BiausiHMe HA CNOCOOHOCTH YNPABJIAT Tpancﬂﬁ%ﬂﬁﬂﬁ’@b%ﬂﬁﬂ'akﬁ% ﬁ'a%o':r"a'#b c

MeXaHU3MaMH
CrenyanbHbIX MCCIEAOBAHUN 10 U3YUEHHUIO BIIMSHHUA Ipenapara Ha CIOCOOHOCTb YIPaBIISThH
aBTOMOOWJIEM ¥ JBWKYIIUMHCS MEXaHU3MaMH HE MpoBOAWIOCh. OHAaKO, HCXOAS U3
(hapMaKOJIIOTUYECKUX CBOMCTB JIAMUBYJIMHA TAKOE BIUSHHE MAJIOBEPOSTHO. TeM He MeHee, pu
OLICHKC CHOCO6HOCTI/I ManycHTa YIPaBJIATb aBTOMO6I/IH€M U ABWXYIIUMHUCA MCEXaHU3MaMU
CJICAYyCT NPpUHUMATh BO BHUMAHHEC €TO 06mee COCTOSAAHUC, a TAKXKC XapaKTCp HCKECIATCIbHBIX
peaKIuii TaMUBYIUHA.

4.8. HexenaTelbHble peakuu

PesroMme HexxenaTeabHbIX PeAKIIUN

OmnucaHHBIC B 3TOM pa3/ielie HeXKeNaTeIbHbIe pEaKIIui OTMEUaINCh Ipu JieueHnu BUY-undexm

JIAMUBYIHUHOM.

HexenaTesbHble peakiiy, KIacCH(PUIMPOBAHHBIE KAK CBS3aHHbIE MM BO3MOXKHO CBSI3aHHBIE C
Tepanueil JaMUBYIHHOM, [IEPEUUCICHBI HUKE B COOTBETCTBHH C IIOPAKEHUEM OPTraHOB M CHCTEM
OpPraHoOB M YaCTOTOW BCTpedaeMOCTH. YacToTa BCTPEYACMOCTH OIPEACIACTCS CIEAYIOIINM
obpaszom: ouensv yacmo (> 1/10), uacmo (> 1/100, < 1/10), neuacmo (> 1/1000, < 1/100), peoxo
(>1/10 000, < 1/1000), ouemvp peoko (< 1/10000), wacmoma Heussecmma (Ha ocHo6aHUU
UMEIOWUXCSL OAHHBIX OYEeHUMb Hego3MOJcHO). B mpemenax KaKaoW KaTErOPHH YaCTOTHI

HEXKCJIATCIbHBIC PCAKIINH MTPCACTABJICHBI B IIOPAJIKE Y6I)IBaHI/I$I CCPLE3HOCTH.

Omnucanyre OTACNbHBIX HeXKENaTSAbHBIX PeaKIIUN

Hapywenus co cmoponvl kposu u aumgpamuueckoli cucmemuol

Heuacmo: nefitponienus 1 aneMus (MHOT/AA B TSXKeN0ON Gpopme), TPOMOOLUTONEHHUS.
Quenb pedko: UCTUHHAS SPUTPOLIUTAPHAS ATlJIA3US.

Hapywenus memabonuzma u numanus

Yacmo: runiepiaakTaTeMusl.

Quenb pedko: TaKTOAUUI03.

Hapywenus co cmoponvl nepenoti cucmemol

Yacmo: ronoBHas 007k, 0ECCOHHHMIIA.

Quenb pedko: iepudepudeckas HeMponaTusi, B TOM YUCIIE TapeCTEe3HH.
Hapywenus co cmoponsl OvixamenbHOU cucmemyl, Op2aHos epyOHOLL KIemKU U CpedoCheH s,
Yacmo: xanienb, Ha3albHbIE CUMIITOMBI.

Kenyoouno-kuweunvle napyuienus

Yacmo: TOUIHOTA, PBOTA, O0JIb UM CHIa3MBbl B )KUBOTE, AUAPES.

Peoko: IMMaHKPECAaTUT, IMOBBIMICHUC aKTUBHOCTHU CBIBOpOTO‘IHOI;'I aMHJIa3kbl.

10
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Hapywenus co cmopoHbl newenu u scenuesbloQsauux n)%'e_-‘d:-_lE-']': BATENEHOCTE 0002)

Heuacmo:  TpaH3UTOpPHOE  TOBBIIICHHE  AKTHUBHOCTH  «IIEYCHOYHBIX»  (EPMEHTOB  —

ananuHamuHoTpancdepassl (AJIT), acnapratamunorpanchepasst (ACT).

Peoko: renatur.

Hapywenus co cmopoHbl Kodicu u n0OOKONACHBIX MKAHel

Yacmo: CHIIb, alOICIUS.

Peodko: aHTHOHEBPOTHYECKUH OTEK.

Hapywenus co cmoponul muiueunotl, ckeiemHotl u cCOeOUHUMENbHOU MKAHU

Yacmo: apTpairusi, MpllLIEYHbIE HAPYILIECHHS.

Peoko: pabnomuonus.

Obwue HapyweHus u peakyuu 8 mecme 68e0eHUs.

Yacmo: 4yBCTBO YCTAJIOCTH, HEJJOMOTaHHE, JINXOPAJIKA.

3aperucTpupoBaHbl Cllyyad pa3BUTUS OCTEOHEKpPO3a, B YAaCTHOCTH, Yy MalUEHTOB C

oOmienpu3HaHHBIMUA (DaKTOpaMH pHUCKa, Ha MPOABHHYTOH cragun BUY-undexkumn wnmm npu

JUINTEIbHOW KOMOWHHUPOBAHHON aHTHUPETPOBUPYCHOM Tepanuu. YacToTa BCTpeuaeMOCTH 3TOTO

SIBJICHUSI HEM3BECTHA.

Bo Bpems mpoBeneHHs] aHTUPETPOBUPYCHOM TEparuy MOXKET OTMEYaThCsl YBEIMUYEHHE MacChl

TeNa, a TAK)KE MOBBIILIEHNE KOHIIEHTPAIUH TJIFOKO3bI U JIMIIHI0B B KPOBH.

Y BUY-uHQUIMPOBAHHBIX MALMEHTOB C TSXKEIBIM UMMYHOAECPHUIIMTOM Ha MOMEHT Hadyala

KOMOMHUPOBaHHOM aHTUPETPOBUPYCHOM Tepanuy BO3MOKHO pa3BUTHE BOCHAUTEILHON peakliuu

Ha (oHEe OECCHMITOMHBIX ONIMOPTYHUCTHYECKMX MH(MEKUUH WIN HUX OCTAaTOYHBIX SBJICHUIL.

AyTouMMyHHbIE 3a00JieBaHus (Takue Kak 0oyie3Hb ['peliBca U ayTOMMMYHHBIN T€lIaTUT) TaKKe

Ha0JI0JaMCh Ha (JOHE BOCCTAHOBJIEHUS UMMYHUTETA, OJJHAKO BPEMsI NEPBUUYHBIX MPOSBICHUI

BapbUPOBAJIO U 3a00JI€BaHHE MOTJIO BO3HUKATh UYepe3 MHOI'O MECSIIEB NOCIIe Havaia Tepanuy.
€TH

669 nereii B Bozpacte oT 3 MmecaueB 10 17 ner, nuHbumpoBanHeix BUY-1, koTtopble nomydanu

abakaBup M JIAMUBYAMH OJMH WJIM JIBa pa3a B CYTKH, NPUHUMAJIU y4acTHE B HCCIIEIOBAHHUU

ARROW (COL105677). Y nauueHToB JETCKOrO BO3pacTa, NPUHUMABIINX Mpenapar OJHH I’

JIBa pasa B CYTKH, He OBbLIM BBISIBJICHBI IOTIOIHUTENIbHBIE TPOOJIEMBI, CBSI3aHHBIE C 0€30IaCHOCTHIO,

10 CPAaBHEHUIO CO B3POCIIBIMU MAlEHTaMHU.

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno cooOmare 0 TOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX TIOCIE PEeTUCTpalud
JIEKapCTBEHHOTO Tperapara ¢ 1elbio 00ecrnedeHns: HeMpPephIBHOTO MOHUTOPUHTA COOTHOIICHUS
«T0J1b3a — PHUCK» JIEKAPCTBEHHOTo Mpemnapara. MeIuIMHCKUM pabOTHUKAM pEeKOMEHAYETCs

coo01aTe O JIIOOBIX MOJ03PEBAEMBIX HEXKENaTEeNbHBIX PEAKIUAX JIEKapCTBEHHOrO Ipernapara
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EBpa3uiickoro 3KOHOMHYECKOI0 CO03a.

Poccuiickas ®eoepayus

®denepanibHas Ciryx0a 1Mo Ha30py B cdepe 3npaBooxpanenus (Poc3npasuamzop)

Anpec: 109012, r. MockBa, CriaBsiHCKasl IUIOIIAb, 1. 4, cTpoeHue 1

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

DnekrpoHHas mouta: pharm@roszdravnadzor.ru

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTn «MHTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepemxo3upoBKa

CuMITOMBI

JlocTylmHBl OTrpaHHYEHHBIC JaHHBIC O TOCICICTBUSX OCTPOW IMEPEIO3UPOBKU JIAMHUBYIMHA Y
yenoBeka. Cliydad JIeTalbHOIO MCXOJa HE YCTAHOBJICHBI, COCTOSHUE BCEX IAlMEHTOB
HOpManu3oBanioch. Kakue-nubo crnenuduueckue MpU3HAKKA WIM CHUMITOMBI TEPeI03UPOBKU
JAMHUBY/IMHA HE BBISBIICHBI.

Jleuenue

B cnydae nepeno3upoBKu cieayeT KOHTPOIMPOBATh COCTOSTHUE MAIMEHTa U 10 HEOOXOAMMOCTH
MPOBOANTH CTAHAAPTHYIO MOACPKHUBAIOIIYI0 Teparnuio. [l0cKoIbKy TaMUBYAUH BBIBOAUTCS U3
OopraHuM3mMa C TIOMOIIBIO JUanu3a, IS JICYCHHS TEPEIO3HMPOBKH BO3MOXKHO MPUMEHEHHUE

HEIMIPECPBIBHOT'O reMoOanain3a, OJHAKO CIICHUAJIbHBIC NCCICIOBAaHUA HE ITPOBOANIINCE.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®dapmakoanHaAMH4YeCKHe CBOIiCTBA

dapmakoTepaneBTHUECKasi TPYIIa: MPOTHBOBUPYCHBIE CPEICTBA CHCTEMHOTO JCHCTBUS;
IPOTHBOBUPYCHBIE CPEACTBA MPSIMOTO JIEHCTBHSI, HyKJICO3UIHBIE U HYKJICOTHIHbIE HHTHOUTOPHI
00paTHOW TPAaHCKPUIITA3BI.

Koxg ATX: JOSAF05

MexaHu3M AeiCcTBUs

JlamMuByIMH — aHaJOr HYKJIEO3UJOB, OOJalalolIMii aKTHUBHOCTBIO B OTHOUIEHMHM BHUpYca
umMMmyHoepunuTa denoBeka (BUY) u Bupyca rematura B (HBV). JlamuByaun monsepraercs
BHYTPUKIIETOYHOMY METa0O0IU3My ¢ 00pa3oBaHNEM aKTUBHOTO MTPOU3BOJIHOTO — JIAMUBYIUHA 5’-
Tpudochara. OCHOBHOI MeXxaHH3M €ro AeHCcTBHs — OJOKMpOBaHME CHUHTE3a LIEMH B MpoIlecce
oOparnoit tpaHckpuniuu BUY. Tpudochar obmagaer cenexkTUBHOM MHTrHOUpYyroLei
aKTHBHOCTBIO B oTHoIIeHNH perumkarmu BUY-1 u BUY-2 in vitro, a Takke aKTHBHOCTBIO B

OTHOILIECHUM PE3UCTEHTHBIX K 3UJOBYIMHY KIMHHYecKuX wuzoistoB BUY. He naGmonanucek
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AHTUPETPOBUPYCHBIX IIPENapaToB (MCCIIeJOBaHHBIC BeLecTBA: abaKkaBUp, TUAaHO3UH, HEBUPAITUH
Y 3UJIOBY/IMH).

Pezucmenmuocms

PesucrentHocth BUY-1 k namuBynuHy oOyciioBiieHa 3aMeHOM aMHMHOKHUCIOTHI M184V BOm3u
aKTHUBHOTO IIEHTpa BHUpycHOM oOpartHoi TpaHckpuntaszsl (OT). JlaHHbIl BapuaHt MyTaluu
BCTpEUaeTCs KaK B YCJIOBHSX IN VItro, Tak u y nHpuuupoBanHbix BUU-1 manueHToB, moay4aBImx
AHTUPETPOBUPYCHYIO TEPAMMIO, BKIIOYAIONTYI0 JaMuByauH. [Ipu mytanmu M184V 3naunTenbHO
CHU)KAETCS YYBCTBUTENBHOCTh K JIAMHUBYAMHY W YMEHbBIIAETCS CHOCOOHOCTH BHpYyca K
perutukauu N Vitro. B ucciaemoBanusx in VItr0 ObLIO yCTAHOBJACHO, YTO PE3MCTEHTHBIC K
3UJIOBY/IMHY H30JISITHl BUPYCa MOTYT CTaHOBHTHCS UYBCTBHUTEIBHBIMHU K €T0 JCHCTBHIO, €CIH Y
STUX W30JIATOB OJHOBPEMEHHO pAa3BHUBAETCA PE3UCTEHTHOCTh K JamMuByauHy. OJHAKO
KIIMHUYECKOE 3HaYCHHE STUX JAHHBIX /10 HACTOSIIIETO BpEMEHU HE OMPEIEICHO.

Januble in Vitro, kak mpaBuUiIo, YKa3bIBaIOT HA TO, YTO MPOJODKCHHUE IPUMEHEHUS JIAMUBY/IMHA B
COCTaBe AaHTHPETPOBUPYCHOM Tepanuu, HECMOTps Ha pa3Butue Mmytammum M184V, moxer
MPUBECTU K MOSBICHUIO OCTATOYHON aHTUPETPOBUPYCHON aKTUBHOCTH (BEPOSTHO, B PE3yabTaTe
YXYALIEHUS PETUIMKATUBHON CIIOCOOHOCTH BUpyca). KinnHuueckas 3HaYMMOCTh 3THX Pe3yJIbTaTOB
HE yCTaHOBJICHA. B IEHCTBUTEIBHOCTH, TOCTYITHBIC KIMHUYECKUE JaHHbIE OYeHb OTPAaHUYCHBI U
HE TO3BOJISIIOT CJeNaTh OJIHO3HAUHBIA BBIBOJ B 3TOM oOnactu. B mo0om ciydae, Havasio
npuMeHernnss HUOT, k koTopelM BUpYC Bce €llle YyBCTBUTENIEH, BCErja JIOKHO OBITh Ooiiee
HPEANOUYTUTEILHBIM, YEM MTPOAOIKEHHE TEPAlK JIAMUBYIUHOM. TakuM 00pa3zoM, Ipo10JIKEeHNE
TEpanuy JIAMUBYIHMHOM, HECMOTpsl Ha mosiBienue myrammu M184V, cnenyer paccmarpuBathb
TOJIBKO B CiIy4ae oTCyTCTBUS Apyrux aktuBHbIx HUOT.

Myramus OT M184V npuBoaUT K pa3BUTUIO NEPEKPECTHOW PE3UCTEHTHOCTU TOJBKO K
AHTUPETPOBUPYCHBIM MpenapaTaM Kilacca HyKJICO3UAHBIX HHTUOUTOPOB. 3UJOBYANH U CTaBYAUH
COXPAHSIOT AaHTUPETPOBUPYCHYIO AKTUBHOCTH B OTHOIIEHUH mTaMMOB BIY-1, pe3ancTeHTHBIX K
JaMUBYINHY. AGakaBUp COXpaHSET aHTHPETPOBHPYCHYIO aKTHBHOCTh B OTHOIICHUH IITAaMMOB
BUY-1, pe3suCTeHTHBIX K JTaMUBYIUHY U 0Ojanaronmx Toiabko myrauueil M184V. tammsl ¢
mytanueir OT M184V nemoHCTpupyroT MeHee uyeM 4-KpaTHOE€ CHU)KEHHE YyBCTBUTEIBHOCTHU K
JIMTAHO3UHY; KIMHHYECKOE 3HAYCHUE ITHX JTAHHBIX HEU3BECTHO. TeCThl Ha YYBCTBUTEIBHOCTS IN
VItro He ObLIM CTAaHJAPTHU30BaHBI, U WX PE3yIbTaThl MOI'YT BapbHUpOBATh B 3aBHCUMOCTH OT
METO/I0JIOTUYECKUX (PaKTOPOB.

In vitro namMuByaMH oOKa3bIBaeT clab0e€ LUTOTOKCHYECKOE JeHiCTBME Ha JUMQOIUTHI
nepudepruyeckoil KpoBU, Ha ycTONUMBBIE JIUM(OUUTAPHBIE U MOHOLIMTApHO-MakpodaraibHbie

KJICTOYHBIC JIMHUU U PAJ KIICTOK-IIPEAICCTBEHHUKOB KOCTHOI'O MO3Ta.
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(NOCNEQCBATENEHOCTE 0002)

5.2. @dapmakokuHeTHYeCKHEe CBOHCTBA

AOGcopouus

JlaMMBYZIMH XOpOIIO BCACHIBAECTCS M3 IKEIyJOYHO-KUIIEYHOTO TpakKTa, OWOIOCTYITHOCTb
JaMHUBYJMHA y B3POCIBIX MOCIE MpuemMa BHYTpb 00bIdHO cocTaBiseT 80—85 %. [Tocne mpuema
BHYTph cpenHee BpeMsi (fmax) MOCTHDKEHHS MaKCHMAJbHOW KOHIIEHTPAIMH JIAMHUBYIMHA B
ceiBOpoTKe KpOBU (Cmax) cocTaBiisieT Ookojio 1 4. Ha ocHOBaHMM [IaHHBIX, MOJIYYCHHBIX B
UCCIICIOBAaHUHU C YYaCTHEM 3/J0POBBIX TOOPOBOJIBIIEB, IPH IPUEME TeparneBTUIeCcKoi 10361 150 Mr
nBa pasa B cyTku cpeansis (KB — koaddunment Bapuanun) paBHoBecHass KOHUEHTpalus Cmax U
Cmin JTaMHBYIMHA B IUTa3Me KpoBu coctaBiseT 1,2 mxr/min (24 %) u 0,09 mxr/ma (27 %)
cootBerctBeHHO. Cpemnss (KB) AUC (mmomane moa  ¢GapMaKOKHHETHYECKOW KPHBOMN
«KOHIICHTpAIHA-BPEMs») B HHTEpBaIe MeX Ty mpueMamu 12 4 coctasisier 4,7 Mkrxu/mi (18 %).
[Tpu TepaneBTuueckoii no3e 300 mr oauH pa3 B cytku cpeansis (KB) paBHOBecHas KOHIIEHTpaLus
Cmax, Cmin 1 AUC B unTepBane mexnay npuemamu 24 u cocrtapisitor 2,0 mixr/miu (26 %),
0,04 mxr/ma (34 %) u 8,9 Mxrxu/mi (21 %) COOTBETCTBEHHO.

[Tpriem namMUBYIWHA BMECTE C MHINEH BBI3BIBACT YBEIUYCHHE tmax M CHIKEHHE Cmax (Ha 47 %),
OJIHAKO HE BJIMAET Ha OOIIYyI0 cTeneHb abcopOLru TaMUBYANHA (PACCUYMTAHHYIO HA OCHOBAHHUH
semmmurael AUC).

He oxxmpaercsi, 4To npreM U3MENBYSHHBIX TA0JIETOK C HEOONBIINM KOJMYECTBOM TTOITYTBEPAOH
MUIIN WK SKAKOCTH TIOBJIHSET Ha (DapMaKoIOrMYecKre CBOMCTBA MpernapaTa t, ClieI0BaTeIbHO,
HA  KIWHUYEeCKHH  3(dekr. DTOT BHIBOA OCHOBaH Ha  (U3MKO-XUMHUYECKHX U
(dbapMaKOKMHETHUECKUX JAHHBIX MPU YCIOBHUH, UTO MAIIMEHT U3MENbYaeT U CMEIINBAET C MUIIEeH
nin skunkocthio 100 % TabneTku, ¥ MPUHUMAET He3aMEJIUTEIBHO.

CoBMecTHOE TIPUMEHEHHE 3HJIOBY/IMHA MPUBOJUT K YBEJIWYCHUIO DKCTIO3WIUH 3UJIOBYIMHA HA
13 % u yBennueHHI0 MaKCUMaJIbHOW KOHIIEHTpAllUU B IU1a3Me KpoBH Ha 28 %. DTo siBIeHUE HE
CUMTAETCSl 3HAUMMBIM JJIs1 0€30MaCHOCTH MAallMEHTOB U, CIEA0BaTEIbHO, HE TpeOyeT KOppeKIuu
1103.

Pacnopenenenune

[To maHHBIM KIMHUYECKUX HCCIEAOBAHUN TPU BHYTPUBEHHOM BBEACHHUU CpPEOHHI 00BEM
pacmpezeneHus JIaMUBYAHA COCTaBIseT 1,3 JI/Kr, a HaOII01aeMbli TEPHO/T MOTYBBIBEACHUS — 5—
7 4. CpenHuil CHCTEMHBIA KJIMPEHC JIaMUBYIWHA COCTaBisieT mpuonmsutensHo 0,32 /g/kr,
OOJIBIITYF0 YacTh KOTOPOTO COCTAaBJSIET TIOYEYHBIM KIMPEHC dYepe3 CHUCTeMY TpaHCIopTa
OpraHUYecKUX KaTHOHOB (Oonee 70 %).

JlaMuBYIUH TIPOSIBISET JTUHEHHYI0 (apMAKOKUHETHKY TMPU MPUMEHEHUH B TEPANeBTHUYECKOM
Jara3oHe /103 ¥ HU3KYIO CTETIEHb CBSI3bIBAHHS C OCHOBHBIM OEJIKOM I1a3Mbl KPOBU - aIbOYMHUHOM

(<16 % — 36 % 10 cpaBHEHUIO C CHIBOPOTOYHBIM aTbOYMHUHOM B UCCIICIOBaHUIX IN VItro).
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OrpaHudeHHbIE JAHHBIE YKa3bIBAIOT HA TO, YTO aMHByEH%M';@%T@%;{ER) '-f{e'ﬁéhylo

CHUCTEMY U CIHUHHOMO3TOBYIO kuakocTh (CMIXK). Uepes 2—4 4 mociie nepopaibHOTrO MpuemMa
COOTHOUIEHUE KOHIeHTpauu JamuByarnHa B CMXX u chIBOpOTKE KpOBU B CPETHEM COCTABJISIIO
npubimsuTenpHo 0,12. VcTuHHAs cTeneHb NMPOHUKHOBEHHS, a TAKXKE CBSA3b C KIMHUYCCKOMN
3 PEKTUBHOCTHIO HEU3BECTHBI.

Buorpancdopmarus

AxTuBHas (hopMma JJaMUBYJMHA — BHYTPUKJIETOUHBIN JaMuByaAnHA Tpudochar — obnagaer Oomnee
JUIUTETIbHBIM KOHEYHBIM IE€PHOJOM IOJIyBbIBeeHUs U3 KiIeTok (16—19 4) mo cpaBHeHHIO ¢
MIEPHOJIOM TIOJIYBBIBEJICHUS €0 U3 I1a3Mbl KpoBHU (5—7 1). CoryiacHO JaHHBIM, MTOJTYYEHHBIM Y 60
B3pPOCJBIX 370POBBIX JOOPOBOJBIEB, (apMaKOKMHETUYECKAE IapaMeTphl JIAMUBYIUHA B
PaBHOBECHOM COCTOSIHUM Npu npueme B 103¢ 300 Mr ouH pa3 B CYTKH SKBUBAJICHTHBI TAKOBBIM
npu npueme B 103e 150 mr aBa pasza B cyTku B oTHOIIEHUH AUC24 1 Cax 17151 BHYTPHKIIETOYHOTO
namMuByuHA Tpudochara.

JlaMHMBYIMH TPEMMYIIECTBEHHO BBIBOJUTCS B HEM3MEHEHHOM BHJIE TOYKaMu. MeTtabonndeckue
B3aMMOJICHCTBHS JIAMUBYAMHA C IPYTMMH JIEKAPCTBEHHBIMU IIperapaTaMi MaJlOBEPOSITHBI BBUY
HE3HAYUTeNbHOro MertadbonusmMa B neueHu (5—10 %) u HU3KOM cTeneHu CBA3BIBAHUA C OeIKaMu
IUTa3MbI KPOBH.

DJIMMUHAIIHS

B nccnenoBaHusx ¢ yuacTMeM MalMEHTOB € MOYEYHOIN HETOCTaTOYHOCTBIO OBLIO MOKA3aHO, YTO
HapylieHne (QYHKIMM TOYeK BIMSIET Ha BHIBEJACHHE JIAMUBYAMHA. PeKOMEHIyeMblil pexuM
JIO3UPOBAHUS JUISl AIIUEHTOB C KJIMPEHCOM KpeaTHMHHWHa MeHee 50 MJI/MUH NMPHUBENEH B pasjelne
«4.2. Crioco0 IpUMEHEHUS U JI03bD».

B3anMoneiicTBie ¢ TPUMETONPUMOM - KOMIIOHEHTOM KO-TPUMOKCa3ojia — TMPHBOIHWT K
MOBBIIICHHUIO YKCIIO3UIINH JamMuByIuHa Ha 40 % Tipu MpUMEHEHUH B TepareBTHUECKUX J03ax. Tem
HE MEHEe, 3a UCKIIOYEHHEM INAIMEHTOB C MTOYEYHOW HENOCTATOYHOCTBIO, KOPPEKI U J03bl HE
TpeOyercs. CreayeT TIIATEIbHO OLEHHBATh BO3MOXKHOCTH OJAHOBPEMEHHOI'O MPUMEHEHUS KO-
TPUMOKCAa30Jia C JaAMUBYIMHOM Y MAallMEHTOB C MOYEYHON HEJOCTaTOUHOCTHIO

JIniia moKMI0r0 BO3pacTa

JlanHble o (hapMaKOKWHETHKE JJAMUBY/IMHA Y MTALIUEHTOB CTapIe 65 IeT OTCYTCTBYIOT.

[ToyeyHast HETOCTATOYHOCTD

VYV namueHToB ¢ HapymieHHeM (YHKIWM TOYEK KOHIICHTpAlMs JaMUBYAWHA B TJIa3Me€ KPOBH
(AUC) noBblIlieHa BCIIEICTBHE CHUKEHHOTO KIMpeHca. Takum 00pa3oM, maliMeHTaM ¢ KIMPEHCOM
KpeaTHHHHA MeHee 50 MII/MUH He00XO0JUMO YMEHbIIIEHHE 03I IAMUBYIMHA.

IleueHOYHAS HEAOCTATOYHOCTD
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JlanHble 0 IPUMEHEHUH JIAMUBY/IMHA y TTAIIUEHTOB CO cp'&%'e%rﬁ%gﬁ‘o%éﬁéﬁ-}g ﬁa‘b ieHms

(GYHKIINY TIEYCHU CBUICTEIHCTBYIOT O TOM, YTO HapyIlleHHue (PYHKIIMH NIEYCHU CYIICCTBCHHO HE
BIUSET HAa (DAPMAKOKWHETUKY JTaMUBYIMHA.
bepemeHHOCTD
®apMaKOKMHETHKA JIAMUBY/IMHA NPU OEPEMEHHOCTH HE OTJIMYAeTCs OT ero (papMakOKUHETUKU Y
HeOepeMeHHBIX. KOHIIEHTpaIus TaMUBYAWHA B CBIBOPOTKE HOBOPOXKICHHBIX JETEH HA MOMEHT
poXacHHsI Oblla Takas jXKe, Kak B CHIBOPOTKE KPOBM MaTepyd M ITYNOBHHHOW KPOBH, YTO
corjiacyercsi ¢ JaHHBIMU O MAaCCUBHOM MPOHUKHOBEHHUH JITAMUBYIMHA Yepe3 TUIALEHTY.

eTH
AOcomoTHass OMOJOCTYIHOCTh JIaMuBynuHA (mpumepHo 5866 %) Obuia Hke U Oosee
BapuabenpHa y ageredt muamme 12 ner. [lpumem namuBynuHa y gereid B (¢opme TabIETOK
OJIHOBPEMEHHO C JPYTMMHU aHTUPETPOBUPYCHBIMHU IMpenapaTamMu B popme TabiieTok oOecreunBa
6o:ee Bbicokue 3HaYeHUsI AUCy 1 Cmax TaMUBY/IMHA B IIJ1a3M€ KPOBU 10 CPAaBHEHUIO C pACTBOPOM
JUISE TIpUeMa BHYTPb, NPUHUMAEMBIM OJIHOBPEMEHHO C JIPYTUMHU aHTUPETPOBUPYCHBIMU
npemnapaTamu B (hopme pacTBopa IS IpreMa BHYTPh. Y JIETEH, MOTyJIaBIINX JAMUBYIUH B popme
pacTtBopa [Uisl IpUeMa BHYTPb B COOTBETCTBUU C PEKOMEHJIOBAHHBIM PEKHMMOM JI03UPOBAHUSA,
ObL1a JOCTUTHYTA SKCIO3UIIMS JaMUBYIUHA B IJ1a3Me KPOBHU, 3HAUEHUS KOTOPOW HAaXOAMJIKCH B
Jara3oHe, MOJYICHHOM Y B3POCIBIX MAIMEHTOB. Y JIeTel, IPUHUMABIINX JIAMUBYIHH B (hopMe
Ta0JICTOK B COOTBETCTBHH C PEKOMEHJOBAHHBIM PEXKUMOM JIO3UPOBAHUS, SKCIIO3UIIUS
JaMHUBYJMHA B TUIa3Me KPOBH ObLIa BBIIE, YEM Yy JAeTed, MPUHUMABIIUX JaMHUBYIUH B dopme
pacTBopa AJis IpueMa BHYTPh, IOCKOJBKY IpU MpUeMe Tpernapara B hopMe TabJIeTOK MalueHThI
MOJTy4aroT OoJiee BBICOKHME 03Bl B IEpecueTe Ha MI/KI MacChl Tella, W JIAMUBYIUH B (opme
Ta0JETOK XapakTepuzyercs 0oJjiee BBICOKOH OHOIOCTYMHOCTHIO. DapMaKOKMHETHYECKHE
WCCIIEIOBaHMsI IPUMEHEHHUsI TaMUBY/IUHA Yy JeTeil B (opme pacTBopa Jjsi mpuemMa BHYTPh U B
dbopMe TabmeTOK TMOKa3anM, YTO MPHUEM TMpernapara OAWH pa3 B CYTKH OSKBUBAJICHTEH IIO
nokazarenro AUCo.24 mpueMy mpemnapara JBa pa3a B CYTKH IIPH OJMHAKOBOW OOIIEH CyTOYHOMN
no3e. Jlanaple o (papMakOKWHETHWKE TMperapata y JeTedl B BO3pacTe MIaIie 3 MecsIeB
OTpaHWYEHBI. Y HOBOPOXKJIEHHBIX Ha MEPBOM HEAeNe KU3HH KIMPEHC JaMUBYIMHA MPU MPUEME
BHYTPB OB CHM)KEH 110 CPAaBHEHHUIO C IETbMHU 0OJIee CTapIIero BO3pacTa, BEPOSTHO, BCICICTBUE
HE3PETOCTH BBIICTUTEIHFHON (PYHKITMU MTOYEK U HEMOCTOSTHCTBA MOKa3aTeneit abcopoumu. Takum
o0pazoM, IS JOCTHDKEHHS OSKCIO3WIIMH, CXOAHOM C TaKOBOM Yy B3POCIBIX U JIETEH,
pPEKOMEHIOBaHHAs J03a 7l HOBOPOKICHHBIX COCTAaBISIET 2 MI/KT JBa pa3a B CyTKH. JlaHHBIE 11O

IMPUMCHCHUIO NTpCIIapaTa y HOBOPOXKJACHHBIX B BO3PACTC CTApPIIC 1 HEACIIN OTCYTCTBYIOT.

6. PAPMAIIEBTUUECKHUE CBOVICTBA
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6.1. IlepeueHb BcIOMOraTeJbHbBIX BelleCTB

KapOoxcumeTunkpaxman HaTpus

Kpaxman KyKypy3HbIi [IPEXKEIaTUHU3UPOBAHHBIN
Maruus creapat

IToBumon K-30

[ennron03a MUKPOKpUCTAIIMYECKAS

I[InenouyHas 000JIOUKA:

Omnagpaii |l 6enplit, B TOM Unce:

[TonMMBUHUIOBBIN CIIUPT

Makporoit (HOAUITUIICHTIIUKOJIb)

Tanpk

Twurana nuokcun

6.2. HecoBmecTUMOCTH

He npumennmo.

6.3. Cpok roaHoctu (CpoK XpaHeHHSs )

2 roja.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH MPU XPAHEHUH

XpaHuTb Npu Temrneparype He Bbiie 25 °C B ynakoBKe POU3BOIUTENS.
6.5. XapakTep u coaep:kaHHe NEPBUYHON YIAKOBKH

[To 10 TaGneTok B KOHTYpPHYIO SYEUKOBYIO YIAKOBKY HM3 IUICHKH MOJMBHHHIIXJIOPUIHOW WIIH

wienku [IBX/TIBAX u ¢onbru amoMUHHEBOH Ne4aTHON JTaKMPOBAHHOM.

I[To 30, 60 Tabmerox B OaHKy TIOJUMEPHYIO Ui JIEKAPCTBEHHBIX CPEACTB W3

MOJIMATHIIEHTEpedTanaTa ¢ KphIIIKON U3 NOJUIIPONUICHA.

ITo 3, 6, 9 KOHTYpHBIX SUEHKOBBIX yNakoBOK Mo 10 Tabnerok mnu no 1 6aHKe MOIUMEPHOM AT
JIEKaPCTBEHHBIX CPEJCTB BMECTE C MHCTPYKIMEN 110 MPUMEHEHUIO IIOMEIIAIOT B MAYKY U3 KapTOHA

JUTSI TIOTPEOUTENILCKON Taphl.

6.6. Ocobble Mepbl TPETOCTOPOKHOCTH TPH YHHYTOKEHHM WCIOJbH30BAHHOIO
JIEKAPCTBEHHOr0  Tpenapara WJIH  OTXO0J0B, TMOJYYEeHHBIX TOCJe NPUMEHEeHUsl
JIEKAPCTBEHHOT0 Mpenapara, u Ipyrue MAaHUMYJISIHH ¢ IPenapaToM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Poccniickas @enepanvs

3A0 «Kanonpapma mpoIaKImH
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COOTBETCTBYET ZKCTEPTHOMY OTHETY

ot 21.01.2025 N2 1127
141100, MockoBckas o611, T.0. lI1énkoBo, r. 1I[gnkoBo, S'Jﬂf:ﬁ%ﬁ'egx‘;g;@ﬁjﬁﬁ EHOCTEL 0002)

Ten.: +7 (495) 797-99-54

DnexTponHas moura: safety@canonpharma.ru

7.1. Hpe)l(:TaBI/ITe.TIL AepiraTeist pErMCTPaluOHHOIr0 yioCToBEpEHUs

[Iperen3un HOTDC6I/ITGJICI71 HaIpasBJIATh I10 aAPECyY.

Poccuiickas @enepanus
3A0 «KanoHhapma mpoIaKImH

141100, MockoBckast 0011., r.0. lI]énxoBo, T. LI{énkoBo, yu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

+7 (800) 700-59-99 (6ecrmaTHas ropstyast TuHKs 24 daca)

OnekrponHas noura: safety@canonpharma.ru

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS
9. IATA NEPBHYHON PEIMCTPAIIMM (IIOJATBEPXJIEHHS PETUCTPAILINU,
INEPEPETUCTPALIMN)

JlaTa mepBUYHON PErvuCTPALIMH:

10. AATA IEPECMOTPA TEKCTA

OOmast xapakTepucTHKa JeKapcTBeHHoro mpemnapara JlamuByaun KaHOH nocTtymHa Ha
UHPOPMALMOHHOM moprane EBpa3suiickoro 5KOHOMHYECKOIO COX3a B HH()OPMAIMOHHO-

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