OBIASI XAPAKTEPUCTHKA .1 KAP('H‘B‘FH’P—IG]”O‘]‘[H’FHAPA’HA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

JlamuBynuH, 10 Mr/mi, pacTBop AJist IpueMa BHYTPb

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytoliee BENIECTBO: JIAMUBYIUH.

Kaxnapiit M1 pacTBopa Jij1 mpuema BHYTPb coAepkuT 10 Mr naMuByanHa.

BcnomorarenbHbie BelllecTBa, HAJIUYME KOTOPBIX HAJAO YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npemnapara: caxaposa (cm. pasznensi 4.3, 4.4), HaTpui, MPONUIICHTIIUKOJb (CM. pa3aen 4.4).

ITonnbI MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

PacTtBop A mpriema BHYTpb.
[Tpo3paunblii pacTBOp OT OECLBETHOTO 10 CBETJIO-XKEJITOTO IIBETa CO CJIA0BIM XapaKTepPHBIM

3armaxomM.

4. KINMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO
[Tpenapat JlamuBy1uH NOKa3aH K IPUMEHEHUIO Y B3POCIIBIX U IETEH B BO3PACTE OT 3 MECALIEB IS
neyenus: BUU-undekunu (Bupyc MMMyHOAe(UIMTA YEIIOBEKAa) B COCTaBE KOMOMHUPOBAHHOMN

AHTUPETPOBUPYCHOU TEpAIHH.

4.2. Peskum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!

[Ipenapar JlaMuByaMH 1OKEH Ha3HAYATHCS BpauoOM, UMEIOIITUM OMBIT JedeHuss BUU-undekiuu.
Jl1s manMeHToB, KOTOPBIE UCIIBITHIBAIOT TPYJHOCTH C IIPOTJIaThIBAHUEM TaOJIETOK, MpeHa3HAYEeHA
JeKapcTBeHHas ¢popma - pacTBOP Jisl IpUeMa BHYTpb.

ITpu nmepexone oT mpueMa npemnapara B (hopMme pacTBopa K puemy npemnapara B popme TabiIeTox,
WM HAoOOpOT, HEOOXOAMMO CIeAOBaTh PEKOMEHJAlMsIM IO JO3MpPOBAaHUIO Ipernapara,
YCTaHOBJIEHHBIM JJIS1 KaXKA0W KOHKPETHOM JIEKapCTBEHHOU (DOPMBI.

Pexxum go3upoBaHus

B3pocnvie u 0emu ¢ maccoii mena ne menee 25 ke

Crpanwnma 1 u3 20



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 21.05.2024 N= 3884

Pexomenmyemas no3a tamuByaunaa cocrapisieT 300 mr ( 361&;5'@4&'3&@‘&%% [c%‘_bl';l};g'ﬂjﬁosa

MOXeT OBITh pa3zeneHa Ha jBa npuema 1o 150 mr (15 mi) Ui npuHUMATHCS OJHOKPATHO I10
300 mr (30 M) B CyTKH.

IIponyck npuema npenapama

ITpu nepexozne OT pexMMa IPUEMA J1Ba pa3a B CYTKH K PEKUMY IIPUEMa OJJUH pa3 B CYTKH CIEAYyeT
IPUHSTH IEPBYI0 PEKOMEHAYEMYIO OJIHOKPATHYIO /103y IPUMEPHO uepe3 12 4 mocie nociaeaHen
OPUHATOM J03bl 10 pPEXUMY JBYKpaTHOIO IpuemMa, a 3aTeM HpoJoDKaTh IMPUHUMATh
PEKOMEHIYEMYIO OJHOKPATHYIO 103y IPUMEpHO Kaxable 24 4. [Ipu Bo3BpaTe K pe:kuMy InpremMa
JIBa paza B CYTKH CJIENYeT IPHUHATH NEPBYIO PEKOMEHIYEMYIO J03Y IO PEKUMY IBYKPATHOIO
preMa IpUMEPHO uepe3 24 4 nocie nocieJHEN NPUHATON OHOKPATHOM J03bI.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmur nodxcunozo eospacma

JlaHHble MO NMPUMEHEHHIO JIaMUBYJIUHA y 3TOW KaTeropHM MAallMEHTOB OTCYTCTBYIOT, OJIHAKO
cienyer coOmoaaTh 0CO0YI0 OCTOPOXKHOCTh IPH IMPUMEHEHHM y TAKUX IAlUCHTOB B CBA3H C
BO3PACTHBIMU U3MEHEHUSIMH, TAKIMH KaK yXy/IIeHne (yHKINU [TOYEK U U3MEHEHHE TTOKa3aTeei
KPOBH.

Tayuenmoi ¢ napywenuem ¢hynkyuu novex

VY manueHToB ¢ HapylieHueM (YHKIHHM TOYEeK CpeaHEed M TSHKEJOW CTENeHHW KOHIEHTPAIHs
namuByuHa B mua3me kposu (AUC) noBsblleHa BCIEICTBUE CHUKEHUS KIIMPEHCA JIAMUBY/IMHA.
[TosTOMy ass TakMX MAlMEHTOB HEOO0XOAMMa KOppEeKLus J103bl Ipernapara, Kak IOKa3aHO B
NPEeJCTaBICHHBIX HIKE TabIuIax.

Pexomennmamnmu mo moa0opy 0361 V B3POCIBIX U JIETEH ¢ MACCOU TeJia HE MeHee 25 KT

Kaupenc kpearnnuHa (MJ1/MHH) IlepBas no3a [Moaaep:xxuBaroias 103a
300 mr (30 M) 300 mr (30 M) oAMH pa3 B CyTKH
>50 W WIN

150 mr (15 M) 150 mr (15 M) nBa pasza B CyTKU
ot 30 o <50 150 mr (15 mn) 150 mr (15 M) oauH pa3 B CyTKH
ot 15 no <30 150 mr (15 mn) 100 mr (10 M) oauH pa3 B CyTKH

ot 5 o <15 150 mr (15 mn) 50 mr (5 M) OZIMH pa3 B CyTKU
MeHee 5 50 wmr (5 M) 25 mr (2,5 mi1) OUH pa3 B CYTKU

JlaHHbBIE O NMPUMEHEHHMH JIAMHUBYJIMHA Yy JAETEH C MOYEUHOM HEJOCTATOYHOCTHIO OTCYTCTBYIOT.
Crnemyetr paccMOTPEeTh HEOOXOAMMOCTh CHIDKEHHUS JT03bl W/WJIM yBEIIMUEHUs MHTEpBajia mpuemMa
npernapara y AeTel B BO3pacTe He MeHee 3 MECSIIEB U C MacCOM Tea MeHee 25 KT.

VY nereii ¢ moYeYHON HEAOCTATOYHOCTHIO PEKOMEH/IYETCSI CHUKEHUE JJ03bl B COOTBETCTBUH C UX

KIIMPEHCOM KpCAaTHHHWHA B TOM Ke HIpomnopuun, 4TO U 'y B3pOCJIbIX.
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Pexomenmarmu mo noadbopy D036l U1 JIETEH B BO3PACTE EEI 'E}QE}EQE;&LJ@%EJ&E%Q‘-QI:S KI'
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Kanpenc kpearnHuHa (MJ1/MHH) IlepBas no3a IHoaaep:xxuBaromas 103a
10 Mr/kr 10 Mr/KT OTMH pa3 B CYTKH
>50 W 1581071

5 Mr/kr 5 MI/KT J1Ba pa3a B CYyTKH

ot 30 mo <50 5 MI/Kr 5 MI/KT OAH pa3 B CyTKH
ot 15 o <30 5 mr/kr 3,25 Mr/Kr OfHMH pa3 B CyTKH
ot 5 o <15 5 mr/kr 1,63 MI/Kr OJMH pa3 B CyTKH
MeHee 5 1,63 mr/kr 0,88 MI/Kr ouH pa3 B CyTKH

Tlayuenmoi ¢ napywenuem gynkyuu nevenu

JlaHHbple, MOTYYCHHBIE Y MAIUEHTOB C HapylieHHeM (YHKIUW TIEYCHU CPETHEH W TKEION

CTCTICHH, MMOKa3bIBAIOT, YTO MUCHYHKIUS MEYCHH HE OKA3bIBACT CYIIECTBEHHOTO BIHUSHUS Ha

(apMaKOKUHETUKY JIaMUBYIMHA. VICXOIs W3 ATHX JaHHBIX, JUIS MAHCHTOB C HApYIICHUEM

(GYHKINY TICYCHH CPEHEH U TSHKEIION CTETICHN KOPPEKIIUs 03kl He TPEOyeTcs, 3a UCKITIOYCHUEM

CJIydaeB, KOr/ia HapylieHne GyHKIUHU TICYCHH COMIPOBOXKIACTCS HAPYIICHUEM (YHKIIUHU ITOYCK.
eTH

Jlemu ¢ maccoti mena menee 25 ke

ﬂemu Mmraoue 3 MmeciAyes

HMnMmeromuxcs JaHHBIX HEAOCTATOYHO AJIs PEKOMCHAAIHNU PEKHNMA JO3HUPOBAHUS.

Jlemu om 3 mecayes 0o 1 2o0a

Pexomenmyemas no3a cocrasisiet 0,5 Mi/kr (5 MI/Kr) 7Ba pa3a B CyTKH.

Ecnu pexxuMm npuema JBa paza B CyTKH HEBO3MOXKEH, MOXKET ObITh pacCMOTPEHAa BO3MOKHOCTh
npuema 1 mur/kr (10 mr/kr) onuH pa3 B cyrku. CreayeTr y4MThIBaTh, YTO JJISl 3TOM TPYMIIbI
ManuCHTOB JAHHBIC O MPUEME IpLIriapara B pEKUME OAWH pa3 B CYTKU OYCHb OI'PaAaHUYCHBI.

Jlemu cmapwe 1 200a

Pexomenayemas nosza coctasmsietr 0,5 mi/kr (5 mr/kr) aBa pa3a B cyTku unu 1 ma/kr (10 mr/kr)
OJIMH pa3 B CYTKHU.

Jlemu ¢ maccou mena He meHee 25 k2

Pexxum no3upoBanus y geTei ¢ Maccoil Tesa He MeHee 25 KI' COOTBETCTBYET PEXXUMY JJO3UPOBaHUS
Y B3pOCJIBIX.

Crooco0 nmpuMeHeHus

IIpenapar JlaMuByIMH IPUHUMAIOT BHYTPb BHE 3aBUCHMOCTH OT IPUEMA MTHIIH.

HNHCTpyKIMIO O UCTIOJIB30BAHUIO JO3UPYIOUIETO MINPHUIIA CM. B pasjeine 6.6.

4.3. IlpoTuBONOKA3aHUS

o FI/IHep'—IYBCTBI/ITeJ'II)HOCTB K JJaMHUBYJIUHY HUJIU K J'HO6OMy U3 BCIIOMOT'aTCIBHBIX BCIICCTB,
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sTegef,

oT 21.05.2024 Nz 3

(NOCNEOOBATENBLHOCTL 0002)

MEepEUYUCIICHHBIX B pazjene 6.1.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

e Jlerckuit Bo3pacT 10 3 MecsueB (BCIEACTBUE TOrO, YTO JAHHBIE MO MPUMEHEHUIO
Ipernapara B 3TOM BO3pAaCTHON I'pyIIIEe OrPaHUYEHBI).
e Peakxo BcTpeuaromasicsi HaclIEACTBEHHAss HENEPEHOCHMOCTh (DPYKTO3bI, TIIFOKO30-

raJlakTo3Hast MaababCcopOIus WK JEPUIUT caxapas3bl-H30MalbTa3kl.

4.4. OcoOble yka3aHHusi 1 MePbI MPeI0CTOPOKHOCTH MPH MPUMEHEeHUH
[TpumeHenue npenapata JlJaMUBy/IMH B Ka4eCTBE MOHOTEPAITUHM HE PEKOMEHTYETCSI.

IIepenaua BUY-unbexun

XoTs ObUTO JOKa3aHO, 4TO A((HEKTHBHOE MOJABICHUE BUPYCA C TIOMOIIBIO aHTUPETPOBUPYCHOM
TEpanuy CYIIECTBEHHO CHIDKAET pUcK nepenaun BUY npyrum iroasM mpu moJIoBbIX KOHTAKTaX,
UCKJTFOYATh ATOT PUCK MOJHOCTHIO HEMb3s1. [103TOMY MaIMeHThI JT0JDKHBI POJI0IKATH COOJII0IaTh
COOTBETCTBYIOIINE MEPHI TIPEOCTOPOKHOCTH.

HaDVHIeHI/IG d)VHKHI/II/I IIOYCK

VY nmanueHToB ¢ HapylieHueM (YHKIMHM TMOYeK CpeIHEd M TSKENOM CTENeHH KOHIEHTpalus
namuByauHa B mazme Kposu (AUC) moBslllieHa BCIEICTBUE CHUKEHUS KIIMPEHCa JIAMUBY/IMHA,
MOATOMY TaKUM IMalIMEHTaM TPeOyeTcst KOppeKIus 10361 (cM. pazaen 4.2).

TpoiiHag HYKIJIEO3UAHAA TEPAIU

Beitn momydeHsl COOOIIEHHST O BBICOKOW YacTOTE CIy4acB BUPYCOJIOTMYECKOH HEyAayd |
BO3HMKHOBEHUH PE3MCTCHTHOCTH HAa PaHHEM dTalle MpH MpHeMe JaMUBYJHHA B KOMOMHAIIUU C
TeHO(OBHpa AU3OMPOKCUIA pyMapaToM U abakaBUPOM, a TakKe ¢ TeHO(OBHpa AU3ONPOKCHUIIA
(dbymapaToM U AMIaHO3UHOM B PEKHUME OJIUH Pa3 B CYTKHU.

OnnopTyYHUCTHYSCKHE I/IH(beKHI/II/I

Y nanuuMeHToB, NOJy4aroluX npenapar JIaMuByIMH UK IpyTUE aHTUPETPOBUPYCHBIE ITPEINApaThl,
MOTYT Pa3BUTHCA OMMOPTYHUCTHUECKUE MHPEKIMH WU JIpyrue ocioxkHenus BUY-undexnun,
MOATOMY TMAIMEHTHI JIOJDKHBI HAXOAUTHCS TMOJ] THIATEIHbHBIM HAOIOJCHHEM Bpadeil, MEIOIINX
OTBIT JieueHus nanueHToB ¢ BUY-acconmupoBanHbIMEU 3200JI€BAaHUSIMU.

ITankpeaTut

OnucaHbl peKue ciiydau pa3BUTHs MaHKpeaTUTa MpU NPUMEHEHUH JaMHuBYyAWHA. OJIHaKO HE
YCTaHOBIIEHO, BBI3BAHO JIU 3TO OCIIOKHEHUE AEHCTBHEM JIEKAPCTBEHHOTO MPENapaTa Uil sIBISETCS
CJIEICTBUEM OCHOBHOTO 3a0onieBaHuss — BUY-undexuuu. Jleuenue npenaparom JlamuBynux
HEOOXOUMO HEMEJIEHHO TMPEeKPaTUTh TPHU TOSIBICHUU KIMHHUYECKUX CHMITOMOB WIU
71ab0paTOPHBIX JIaHHBIX, CBUACTEIBCTBYIOIIUX O Pa3BUTHH NaHKpeatuTa (O0Nb B KHUBOTE,
TONIHOTA, PBOTA WJIM TOBBIIIIEHUE 3HAYCHUH OMOXUMHUYECKHUX MapkepoB). CiemayeT mpeKkpaTUuTh

MpueEM nperapara 10 UCKIIIOYCHHA AUarHo3a MaHKpeaTuT.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

sTegef,

oT 21.05.2024 N2 5

JCNEOOBATENEHOCTE 0002)

{1
JIaKTOAIMII03 ¥ BRIpAKEHHAS TeHaTOMETaIUs CO CTeaTOB(g\l/I

HmeroTces cooOIIeHUs O pa3BUTHH JIAKTOAIM103a U BEIPAXKEHHOM T'elaTOMEr iy CO CTeaTO30M, B
TOM YHCJIE C JIETAIbHBIM HCXOJOM, BCIEACTBUE AHTUPETPOBUPYCHOM Tepanmuu aHajloraMu
HYKJICO3UJIOB B BHJI€ OT/ICIbHBIX MPENapaToB WM B KOMOMHALIMHU, BKIIOYAsl IAMUBYIMH.
[Tono6OHbIe SIBIEHUS OTMEUYAIHCh [JIABHBIM 00Pa30M Y JKEHIIHH.

KnuHnueckue cuMMITOMBI, KOTOPbIE MOTYT YKa3blBaTh Ha pPa3BUTHE JIAKTOALM03d, BKIIOYAIOT
0011y10 c1a00CTh, aHOPEKCHIO, CTPEMUTENIEHYIO HEOOBSICHUMYIO TIOTEPIO MACChI TEJIa, CHMITOMBI
MOpPaKEHUSI KEITYJAOYHO-KUIIEYHOTO TpakTa (TOIIHOTa, pBOTa M OOJIb B JKUBOTE) U OPraHOB
JBIXaHUS (OIBIIIKA ¥ TAXUITHOD), HEBPOJOTUYECKHE CUMIITOMBI (BKJIIOYasi MOTOPHYIO Cl1a00CTh).
JleueHne aHajOraMM HYKJICO3WJOB HEOOXOAMMO TPEKPaTUTh B  CIy4ae PpPa3BUTHA
CUMIITOMATUYECKOH  TUNEpPIaKTaTeMHHM W METa0OJIMYECKOTo  aIu103a/IaKToalua03a,
MPOTPECCUPYIOLICH rernaToMeraauu Uin ObICTPOro MOBBIIEHUS! aKTUBHOCTH aMHHOTpaHcdepas.
JlakToanu103 0OBIYHO pa3BUBAETCA IOCIIE HECKOJBKUX MecsleB jeueHus. CraemyeTr cobmonaTh
OCTOPOXKHOCTh TP TPUMEHEHHWW AaHAJOrOB HYKIJICO3WIOB JJIS JICYCHHUS JIOOOTO IalueHTa
(0COOEHHO — JKEHIIMH C 0)KUPEHUEM) C TeaTOMETalIneH, TeaTUTOM W IPYTUMHU W3BECTHBIMHU
dakTopaMu puUCKa TMOpPaKEHUS TEYEHHM U CTeaTo30M TMeueHu (BKIouYash TMpUMEHEHHE
OTIpe/IeNIEHHBIX JICKAPCTBEHHBIX MPENapaToB U ynoTpeOieHrne alKoros).

MuroxoHapranbHas AuchYHKIMS B pE3YJIbTATE BHYTPUYTPOOHOIO BO3AECHCTBHUS

AHaJO0r" HyKJIEO3U0B U HYKJIEOTHUJIOB CIIOCOOHBI BBI3bIBATh PA3JIMYHYIO CTEIIEHD OBPEXKICHUS
MHUTOXOH/IpH, 4TO Haubojee SIPKO MPOSBISAETCA NPU NMPUMEHEHUM CTaBYAWHA, AUJAHO3MHA U
3UJIOBY/IMHA. 3aperucTpUpOBaHbl Clyyal pa3BUTHS MUTOXOHAPHAIBHOW JAUCHYHKIMU Y
BUY-orpunarenbHbIX  A€TE€W, MOJABEPraBUIMXCS  BO3JECHCTBHI0 AHAJIOTOB  HYKIICO3HJIOB
BHYTPUYTPOOHO W/WJIM TIOCJE POXKIACHHS; TJIaBHBIM 00pa3oM 3TU Cilydal OBLIM CBSI3aHBI CO
CXEMaMH JICYEHMS, COJEp)KalIUMHU 3UA0BYANH. OCHOBHBIMM HEXXEIATEIBHBIMU PEaKLUIMU
SBJISUTMCH TEMATOJIOTMUECKUE HapYyLIeHUs (aHEMUs1, HEMTPOIIeH!s) ¥ HapyIleHUsI 0OMEHa BEIeCTB
(runepnakTtaTeMusi, TUIEPIUINA3eMus). OTH HEXeNaTelabHble pPEaKIUH YacTo SBJISIINCH
TPaH3UTOPHBIMU. BBUIM 3aperucTpupoBaHbl PEIKHE Cllydad HEBPOJIOTMUYECKHUX PACCTPOHCTB C
MO3/IHUM HayajioM (TOBBILIEHHE TOHYCA MBIIIL, CYJ0pOTd, HapyIIEHUs MOBEACHUs). SBIAIOTCS
JM JAHHBIE HApYIIECHUs TPAaH3UTOPHBIMM WJIM MOCTOSHHBIMM, B HACTOSIIEE BPEMs HEU3BECTHO.
BeposTHOCTh pa3BUTUS MUTOXOHJPHAILHOM AUCPYHKIMU CIEAyeT paccMaTpuBaTh y JIF0OOTO
peOeHKa, MOJBEpraBIIErocss BHYTPUYTPOOHOMY BO3JEHCTBHIO aHAJIONOB HYKICO3HIOB U
HYKJIIEOTH/IOB, C BBIP@XEHHBIMH KJIMHUYECKMMH CHUMITOMaMH HESICHOM D3THUOJIOTHH, B
0COOEHHOCTH HEBPOJIOTHUECKUMH paccTpoiicTBamu. [IperncTaBieHHbIE JaHHBIE HE BIUSIOT Ha
TeKyIINe peKOMEHAINK M0 MPUMEHEHHIO aHTUPETPOBUPYCHOM Tepanuu y 6epeMeHHbBIX KEHIIUH

JUTsl PO HIIAaKTUKY BepTUKaiabHOU nepenaun BUY-undexuun.
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sTegef,

oT 21.05.2024 Nz 3

(MOCNEOCBATENEHDCTE 0002)

Macca Tena 1 0OMEH BEIIECTB

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Macca Tena, a Takke KOHLUEHTpaUus JIMIIUAOB U IIIIOKO3bl KPOBY MOT'YT IOBBIIIATHECS BO BPEMs
AHTUPETPOBUPYCHOM Tepanuu. OTH U3MEHEHHUsS. MOTYT OBbITh YAaCTHYHO CBSI3aHBI C KOHTPOJIEM
3a0oseBaHus U 00pa3oM JKU3HU. BbUIM NOJy4YeHbl AaHHBIE, MOJATBEPXKAAOLINE B HEKOTOPBIX
CIIy4asX BJIMSHUE TEPAIMH HA KOHLIEHTPALMIO JIMIIAJIO0B. B OTHOLIEHUH yBEIMYEHUS MAcChl Tela
TaKHe JaHHbIE OTCYTCTBYIOT. ClielyeT IPOBOAUTH KOHTPOJIb KOHLEHTPALIUHU JINITUIOB U TJIFOKO3bI
KPOBH B COOTBETCTBHM C YCTaHOBJIICHHBIMH peKOMEHIAIMsMU 1o Tepanuu BUY-unbexium.
Hapymenust nunuaHoro ooMeHa He00X0AUMO KOPPEKTUPOBATh B COOTBETCTBUU C KIIMHUYECKUMU
IIPOSIBICHUSAMU.

CI/IHZ[DOM BOCCTAHOBJICHUI UMMVYHHUTCTA

Y BUY-uHGUIMPOBAHHBIX NAIMEHTOB C THKEIBIM MMMYHOAE(DUIMTOM HAa MOMEHT Hauaia
AHTUPETPOBUPYCHOM TEepanmuM BO3MOXKHO PpAa3BUTHE BOCHAIUTENIBHOW peakuuu Ha (¢oHe
0ECCUMITOMHBIX OMMOPTYHUCTHUUECKUX MHOPEKIUH MM UX OCTAaTOYHBIX SBJICHWM, YTO MOXKET
CTaTh MPUYMHON CEPHE3HOTO YXY/IICHHUS COCTOSHUS WM YCYT'yOJIeHHs] CHMITOMATHKH. OOBIYHO
OTU PEaKLUU BO3HUKAIOT B TCUYCHHE IEPBBIX HECKOJIBKUX HEIEIb WJIM MECALEB IOCIE Hadaja
AHTUPETPOBUPYCHOM Tepanuu. TUIIMYHBIMU TNpUMEPAMM SBIIIOTCS LIUTOMETAJIOBUPYCHBIN
PETUHUT, TEHEepalM30BaHHAs W/WIM OdYaroBas HMH(EKIMs, BBI3BAHHAS MUKOOAKTEpPUSIMHU, U
ITHCBMOHUS, BbI3BaHHas Pneumocystis jirovecii (Takke H3BeCTHa KaK ITHEBMOILMCTHASI
naeBMonwus, [II1). TlosiBeHMe mOOBIX CHMITOMOB BOCHAJICHUS TpeOyeT HEeMEJICHHOTO
o0cIie1oBaHus U, IPU HEOOXOIUMOCTH, JIEUECHUSI.

AyTonMMyHHbIE 3a00yeBaHMs (Takue Kak Oosie3Hb ['peiiBca M ayTOMMMYHHBIN T'€laTUT) TaKkxke
Ha0JI0JaMCh Ha (pOHE BOCCTAHOBJIEHUS UMMYHMTETA, OJTHAKO BPEMsI NEPBUYHBIX MPOSIBICHUIN
BapbUPOBAO, U 3a00JI€BaHKE MOTJIO BOSHUKATh YEPE3 MHOI'O MECAIIEB IOCIe Havyajla Tepanuu U
WHOI'1a UMEJIO0 aTUIIMYHOE TCUCHHUE.

3aboiieBaHus ICYCHU

[TaruenTtsl ¢ XpoHudeckuMm rematutoM B wim  C, nomywaroniye KOMOMHUPOBaHHYIO
AHTUPETPOBUPYCHYIO TEPANMIO, XAPAKTEPU3YIOTCS TOBBIIICHHBIM PUCKOM PA3BUTHS TSKEIBIX U
MOTCHIUAIBHO JICTAJIbHBIX HEKEIATEIbHBIX peaklUWil CcO CTOpOHBI IledyeHU. B ciydae
COITYTCTBYIOILIEH IPOTUBOBUPYCHON Tepanuu renatura B nmm C cienyer Takke 03HaKOMUTBCS C
COOTBETCTBYIOIIIMMU HMHCTPYKLIHSMH I10 NPUMEHEHHIO JAHHBIX JIEKAPCTBEHHBIX IPENaparoB.
Pe3ynbrarthl KIMHMYECKUX HCCIEIOBAaHUN M JaHHbIE IOCTPETUCTPALIMOHHOTO HAOIIIOIEHUS
YKa3bIBalOT Ha TO, YTO y HEKOTOPBIX IMALIMEHTOB C COIYTCTBYIOIIUM XPOHMYECKUM BUPYCHBIM
renatutoM B (HBV) mnpu oTmene namMuByAMHAa MOTYT BO3HMKAaTh KJIMHUYECKHE WIIH
nabopaTopHble TpPU3HAKK pPELUMJIUBAa TrermaTuTa, KOTOphle MOTYT HUMETh Oojee TshKesble

MOCJICACTBHA Y MAUCHTOB C ACKOMIICHCUPOBAHHBIM 3a00j1eBaHKeM INedeHu. B cJ1yda€ OTMCHBI
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JAMUBYJMHA y TAIUEHTOB C COMYTCTBYIOIIUM BHpVCHﬂMZIF-e%@“gE&EE%{‘ E&bgg}[g;ﬁem

COOTBETCTBYET ZKCNEPTHOMY OTUETY

BO3MOXXHOCTh TPOBEJEHHS TMEPHOJMUECKOTO KOHTPOJs (YHKIMHM TI€YEHH U MapKepoB
peIUIMKaluy BUpYyca rernarura B.

VY NaIMeHTOoB C yXKe CyLIECTBYIOIIUM HapylIeHneM (QyHKIMU [IEYeHHU, BKJIIOYasi aKTUBHYIO GOpMy
XPOHMYECKOI'O TeNaThTa, OTMEUYaeTcs yBEJIMYEHUE YacTOThl HapyWICHUH (YHKIMM NE€YEHU BO
BpeMs IPOBEICHUS] KOMOMHUPOBAHHON aHTUPETPOBUPYCHOM Tepanuu. Takue narueHThl JOJKHBI
HaXOJUTHCS I10J] HAOJIIOJIEHUEM B COOTBETCTBUHM CO CTAHJIAPTHOM KIMHUYECKON MPaKTUKOM.
Heo6xonnmMo paccMOTpeTh BO3MOXKHOCTD IPHOCTAHOBIIEHUS WIN IIPEKPAILEHUS JIEYEHHUS B Cllydae
HPOSIBIEHUH yXyILIeHUs 3a001€BaHUs [IEYCHH Y TAaKUX MAIl[EHTOB.

OcTeoHekpo3

HecmoTpst Ha TO, 4TO 3THOJOTHS JAaHHOTO 3a00JIeBaHUS SBJISAETCS MHOTO(AKTOPHOW (BKIIOYAs
IpUEM TJIIOKOKOPTUKOCTEPOUIOB, YHNOTpEOIEHUE aJIKOTrOJsl, TKEIYyI0 HMMYHOCYIPECCHUIO,
BBICOKMI MHJIEKC MAcChl TeNa), Cllydyal OCTEOHEKPO3a yallle BCero BCTPEYAIUCh y MalUEHTOB Ha
npoaBuHyTOH cragun BUY-uHdekunn w/wiam JUIMTENBHO NPUHUMABIINX KOMOMHHPOBAaHHYIO
AHTHPETPOBHUPYCHYIO Tepanuto. [larmenTam ciexyer 0OpaTUThCS K Bpady, €CIIH OHU UCTIBITHIBAIOT
00J11 ¥ CKOBAaHHOCTb B CyCTaBax MM TPYAHOCTHU NPU JABUKCHUU.

CaxapHblii [uadeT

[TareHTOB ¢ caxapHBIM AMA0ETOM CIIEAYeT YBEIOMHUTB O TOM, YTO /1032 Iperapara it B3POCIIbIX
(150 mMr = 15 mi1) comepkuT 3 T caxapo3sbl.

BcnomorarenbHbIe BEIECTBA

Caxaposza

Moxer moBpeauTh 3yObl. IlanmeHTam C  peako  BCTpevaromeldcs  HaCJIEeICTBEHHOM
HEMEePEHOCUMOCThIO  (PPYKTO3BI, TIIFOKO30-TAJIAKTO3HOM ManbadbcopOimed uimu  nedunurom
caxapa3sbl-M30MajbTa3bl HE CIEyeT NIPUHUMATD ITOT IIpenapar.

Hampuu

Jannslii npenapat coaepkUT MeHee 1 MMmoub (23 mr) HaTtpus Ha 15 M, TO €cThb IO CyTH HE
COJIEP’KUT HATpUS.

Ilponunenenuxons

JlaHHBI penapart coAEep>KUT MPONMICHTIINKOIb, P ero npueme B 703e 400 MI/KT JU1st B3pOCIIbIX
1 200 MT/KT 171 IeTel MOKET BBI3BaTh CUMIITOMBI, CXOKHE C TIPUEMOM aJIKOTOJIS.

BSaHMOHeﬁCTBHe C APYIUMH JICKAPCTBEHHBIMH CPCACTBAMU

[Tpenapat JlaMuByIMH HE ClleAyeT MPUMEHSTHh OAHOBPEMEHHO C MpernapaTtaMH, COAepKaIlluMU
JaMUBYJIMH WM SMTPULUTAOUH (cM. pa3zien 4.5).

[Ipumenenue maMuByArHA B KOMOWHAIIMY C KJIAAPUOUMHOM HE PEKOMEHIyeTCs (CM. paszzen 4.5).
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(NOCNELOBATENBHOCTE 0002)

€TH

B kiIMHMYECKHX MCCIENOBAaHUSAX Yy JETeH, MOITy4aBUIMX JaMHUBYAMH B (opme pacTBopa ajs
npreMa BHYTPh OJHOBPEMEHHO C APYTUMH aHTHPETPOBHPYCHBIMH NpenapaTtamu B (opme
pacTBopa [uisl IIpHeMa BHYTPb, YaCTOTa CYIPECCHH BUPYCa M IKCIIO3HLMS JAMUBYIUHA B TIa3Me
KpOoBH OBUIM HIKE, 8 PE3UCTEHTHOCTh BUPYCa Pa3BHBAIACH Yallle, YeM y JeTeil, MOIy4aBIINX
npenapatsl B popme TabIETOK.

[Io BO3MOXHOCTM HEOOXOIUMO HCIOJIB30BaTh PEKUM AHTUPETPOBHPYCHOH Teparuw,
BKJIIOYAIOIINI Bce mpenapathl B Gpopme Tabnerok. JlamuByauH B ¢popMe pacTBopa [Uis puema
BHYTPb, IPUMCHSEMBI OJHOBPEMEHHO C COPOUTON-COJCPIKAIIUMU  JICKAPCTBECHHBIMH
npenaparamMu, CICAYCT NPHUMCHATH TOJIBKO B TCX ClIydadX, KOraa HCBO3MOKHO IMPUMCHCHUC
peXHMa Teparuu, BKIFYAIOIIETo Bee MpenapaTsl B GopMe TablIeTOK, ¥ KOT/Ia [0JIb3a POBEICHUS
JICYCHUS MIPEBBIIIAEeT BOZMOXKHBIE PUCKH, BKIIFOUAsi HU3KUH YPOBEHB cynpecchu Bupyca. Cienyer
paccMOTpeTh HEOOXOAMMOCTh 0O0Jiee YacTOro KOHTpOJIsi BHpYCHOW Harpy3ku BUY-1 npwu
OIHOBPCMCHHOM IMPUMCHCHUHA JJaMUBYOWHA C JIUTCIIBHO IMPHUMCHACMBIMHA

COpOUTON-COoEpKALLMMU IIPETIapaTaMH.

4.5. BzaumojeiicTBie ¢ [PYTHMH JIeKAPCTBEHHbIMHM TMpenapataMd M JApyrue BH/bI
B3aUMO/1eCTBUSA

WccnenoBanus 1ekapCTBEHHBIX B3aUMOACHCTBUN ObUIM IIPOBEICHBI TOJIBKO C Y4aCTHEM B3POCIBIX
MAIMEHTOB.

MeTtabonnueckoe B3aMMOJICICTBIE TaMUBYIMHA C IPYTUMHU MIpenapaTaMi MaJOBEPOSITHO B CBSI3U
C €r0 HE3HAYMUTEIIbHBIM METa00JIN3MOM, OTPAHMYCHHBIM CBS3bIBAHUEM C O€JIKaMU TJIa3Mbl KPOBHU
Y TIPAKTUYECKU TOJTHBIM BBIBEICHUEM Yepe3 MOYKH B HEM3MEHEHHOM BHUJIE.

OpnHoBpeMEHHOE TpPHUMEHEHHE KOMOWHAIMU Cylnb(paMeToKca3ol + TPUMETONPUM B 103€
160 mr + 800 mr (KO-TpUMOKCa30J1) MPUBOAMT K MOBBIIIEHUIO YKCIIO3UINH JamMuByauHa Ha 40 %,
4TO OOYCJIOBIICHO HAJIMYUEM TPUMETOINPUMA; HAJM4YMEe CyIb(aMeToKca3zoia HE OKa3bIBaeT
BIIMsHUE Ha (hapMaKOKUHETHKY JamMuByArHa. OqHAKO, 32 UCKIFOUEHUEM MAI[UEHTOB C MOYSUHON
HEJIOCTAaTOYHOCTHIO, KOPPEKIIHMs J03bl JaMHUBYIUHA He TpeOyercs. JlaMuUBYyIWH He OKa3bIBaeT
BIUSHUE Ha (PapMaKOKMHETHKY TPHUMETONpHMa Wi cyibhameTokca3ona. B ciydae, xorma
OJTHOBPEMEHHOE TPUMEHEHHE KO-TPUMOKCA30Jia SIBJISIETCS ONpaBIAaHHBIM, MAIMEHTHI JTOJDKHBI
HaXOJIUTHCS TOJ KIMHWYECKUM HabmogeHnem. Crenyer m30eraTb COBMECTHOTO TPHMEHEHUS
JaMUBYJMHA C KO-TPUMOKCA30JOM B BBICOKMX J03aX [JIsl JICUCHUsS MHEBMOHUM, BBI3BAaHHOU
Pneumocystis jirovecii, u Tokcormiazmo3a.

Crnemyer yduThIBaThb BO3MOXKHOCTH B3aWMOJICHCTBUS JIAMUBYAMHA C JIPYTHMHU OJHOBPEMEHHO

MPUMCHACMBIMHA JICKAPCTBCHHBIMU IIPEIIapaTaM, B 0COOEHHOCTH TEMH, Y KOTOPBIX OCHOBHBIM
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MEXAaHU3MOM BLIBEICHUS ABJISIETCS aKTUBHAS K MBHCBQQ@&CB%; Eiégéjghyfe]\'/n;rf'balﬂyrrldma

OpraHMYECKUX KAaTUOHOB (Hampumep, TpumeTonpum). [lpyrue neicTByrOIIME BELIECTBA
(HampuMmep, paHUTHAMH, LUUMETHAMH) JIMIIb YAaCTUYHO BBIBOJAATCA C IOMOILBIO YKa3aHHOTO
MeXaHM3Ma U HE B3aUMOJCHCTBYIOT C JIaMUBYAUHOM. AHAQJIOTU HYKJICO3UAOB (HampUMep,
JTUAAHO3WH, 3UI0BY/IMH) HE BBIBOJSTCS ITOCPEICTBOM JAHHOTO MEXAaHU3Ma, U UX B3aUMO/ICHCTBHE
C JIJAMUBYZAMHOM MaJIOBEPOSATHO.

[Ipr ogHOBpEeMEHHOM NPUMEHEHUHU JIAMHUBYAMHA M 3UJOBYIMHA HAOIIOZAeTCss yMepeHHoe (Ha
28 %) yBenuueHue Cmax 3UJOBYAMHA B IJIa3Me KpoBH, Ipu 3ToM oOmas skcrnozunus (AUC)
CYIIECTBEHHO HE U3MEHsETCs. 3UJOBYANH HE BIUSET Ha (PapMaKOKWHETUKY JIJAMUBY/IMHA.
[Tpenapat JlaMmuBynuH He cieqyeT NIPUHUMATh OAHOBPEMEHHO C IPYTUMU aHAJIOTaMU LIUTH/IMHA,
TaKUMHU KaK AMTPUIMTAONH, B CBSI3U C €r0 CXOJCTBOM C JaHHBIMH Ipernaparamu. Kpome Ttoro,
npernapar JlamMMBYIMH He cleayeT NPUHMMATh C JIIOOBIMH APYTUMHU JIEKApCTBEHHBIMU
npernapaTamu, COJIepPKalluMU JIAMUBY/IHH.

In vitro namuByIMH HMHTHOMpYeT BHYTpUKIEeTOYHOEe (ochopuimpoBaHue KiaapuOHHA, YTO
00yCaBIMBAaeT MOTCHUMAIBHBIA pHCK 1OTepH dS()(HEKTUBHOCTH KIAApUOMHA B CiIydae
KOMOMHHMPOBAHUS B YCIIOBUSAX KIMHUYECKOM MPaKTUKU. HeKkoTOpble KIIMHUYECKUE TaHHBIE TAaKKe
MOJITBEPKIAI0T BO3MOKHOCTH B3aMMOJICHCTBHS MEXKAY JJAMUBYAMHOM U KiaapuOouHoM. [loaromy
OJIHOBPEMEHHOE PUMEHEHHE JJaMUBYIMHA U KJIapHOrHa HE PEKOMEH/I0BaHO.

[Mutoxpom CYP3A He BOBICYeH B MeETaOOIM3M JAMHUBYJIWHA, MO3TOMY B3aUMOJICHCTBUE C
JICKapCTBEHHBIMU TpernaparaMu, KOTOpble MeTa0OIM3UPYIOTCS STOW cucTeMoil (Hampumep, ¢
UHTUOUTOpAMHU MTPOTEasbl), MAIOBEPOSITHO.

OnHoBpeMeHHOE TTpUMEHEHre pacTBopa copourtona (3,2 1, 10,2 1, 13,4 r) ¢ ogHOKpaTHON 10301
namuByauHa 300 mT B popme pacTBOpa AJisi MpUeMa BHYTPh Y B3POCIBIX 3JJ0POBBIX JOOPOBOJIBIIEB
HPUBOAMIIO K JI0303aBUCUMOMY CHIKEHMIO 3Kcro3uiun taMuByauHa (AUCx) Ha 14 %, 32 % u
36 % u Cmax namuByauHa Ha 28 %, 52 % u 55 %. Ilo Bo3MoOXHOCTH cienyeTr u3beraTh
OJIHOBPEMEHHOI'O IPUMEHEHMsI JIaMUBYAMHA U COpPOMTOI-COAEpKAIlUX IMpernapaToB, JUOO
CJIelyeT pacCMOTPETh BO3MOXKHOCTh 0OJI€e 4acToro KOHTpoJis BUpycHOW Harpy3sku BHUY-1 B
cilyyasiX, KOrja HEBO3MOXKHO H30eXaThb JUIMTEIbHOTO OJHOBPEMEHHOIO HPHUMEHEHHs 3STHX

IIPENapaToB.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTDH U JTAKTAIUS

bepemeHnHoCTL

Kak npaBuio, mpu NpuHATHYN pelieHus 00 NCMOIb30BaHUN aHTUPETPOBUPYCHBIX MPENapaToB AJs
neyernst BUY-uadexkunn y OepeMEHHBIX JKEHIIUH W, KaK CIEACTBHE, Ui CHIDKCHUS PHUCKA

BepTUKaNbHOM mepenaun BUY-uHpekunn HOBOPOXIEHHOMY ClEIyeT YYUTHIBaTh JaHHbIE
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Kuii ot pHNEHERRA'Y BepEMEt b A ittun.

AL

FLul

HccnenoBanusi mo NPUMEHEHUIO JIAMHMBYJIMHA Y JKMBOTHBIX TOKAa3ald YBEJIMYEHUE paHHEH
AMOPUOHAIILHOM CMEPTHOCTHU Y KPOJIMKOB, OJTHAKO Y KPBIC TaHHBIN 3P PeKT He HaOmoaancs. beuio
YCTaHOBJIEHO, YTO y Y€JIOBEKA BO3MOKHA Iepeaya JaMUBY/IMHA Yepe3 IUIALICHTY.

VY O6epeMeHHBIX JKEHIIWH, MOJyYaBIInuX JJaMUBYIUH, Oojiee 1000 ucxomoB 6epeMEHHOCTH TOCTIe
OpUMEHEHHs BO BpeMs mepBoro Tpumectpa u Oonee 1000 mcxomoB OepeMEHHOCTH IOCIE
NPUMEHEHUS BO BpEeMs BTOPOrO M TPETbEr0 TPUMECTPA JIEMOHCTPUPYIOT OTCYTCTBHUE
Mab(OopMaTUBHOTO U (heTanbHOr0/HEOHATAILHOTO BO3/IeHCTBUS. JIeKapCTBEHHBIH MpernapaT
JlaMuBYyIMH MOXHO TMpPUHUMAaThb BO BpeMs OEpeMEHHOCTH B CiIy4ae KIMHUYECKOU
HeoOxoaumocT. Ha ocHOBaHMM JOCTYNHBIX AAHHBIX MOXHO CHAEJIaTh BBIBOJ O TOM, YTO MpHU
MPUMEHEHUH Tpenapara JJaMuByIuH y 4yeJI0BEKa PUCK BPOXKJACHHBIX MATOJOTUM MaIOBEPOSITEH.
Jns BUY-uHGUIMPOBAHHBIX JKEHIIUH C KO-MH(EKIUEeHl TrenaTuTa, MOJYYaIOIMUX TEeparuio
JaMHUBYJIUHOM, B CIlydyae HACTYIUICHHS OEpPEeMEHHOCTH CIIe[lyeT Y4YUTBhIBaTb BO3MOXHOCTH
peluIMBa renaTuTa mociie MpeKkpanieHus IpuMEHEHUs JTaMUBYIMHA.

Mumoxonopuanvhas oucgynkyus

B wuccnenoBanusx in Vitro u in Vivo ObIJIO MPOAEMOHCTPHPOBAHO, YTO AHAJIOTH HYKJICO3UIIOB H
HYKJICOTH/IOB CIOCOOHBI BBI3BIBATh IMOBPEXKICHUS MHUTOXOHIPUN pa3iNYHOM cTereHu. bputu
3apEruCTPUPOBAHBI COOOIICHHS O MUTOXOHIPHAILHON NUCHYHKIINU y NIETEH, MOABEPraBITNXCs
BO3/ICCTBUIO AHAJIOTOB HYKJICO3WIOB BHYTPUYTPOOHO W/WJIM B TIOCIEPOAOBOM IEpUOJIE
(cm. paznen 4.4).

JlakTanus

[locne mpuema BHYTPH JIAMHBYJIWH BBIACIAETCS B TPYAHOE MOJIOKO B KOHIICHTPAILMSX,
AQHAJIOTUYHBIX KOHIIEHTPAIUSIM, 0OHApY>KEHHBIM B CBIBOPOTKE KpoBH. Ha ocHOBaHMU pe3yabTaToOB
uccienoanust 6onee 200 map «MaTh/pebeHOK», momydaBmux Tepanuto BHUY-undexmmm,
KOHILIGHTpallisg JIaMUBYJMHA B CBIBOPOTKE KpOBHM JIeTE€H, HAXOIALIUMXCS Ha TPYIHOM
BCKapMJIMBaHUM y MaTepei, nmonydaBmmx tepanuio BUY-undexnuu, ouenp Huzka (<4 % or
KOHIIEHTPAIlUU B CHIBOPOTKE KPOBU MATE€PU) M MOCTENEHHO YMEHBIIIAETCS 0 HEOMPEIeIsieMOTo
YPOBHS IIPU JOCTHKEHUH TPYTHBIMU 1€TbMU 24-HeeNbHOT0 Bo3pacTa. J[aHHbIe o 6e30MmacHOCTH
MPUMEHEHHUS IaMUBYIMHA Y IeTeH MIIa Iiie Tpex MecsieB oTcyTcTBYI0T. BUU-uH(umrpoBaHHbBIM
JKEHITUHAM HHU TPU KaKUX OOCTOATENbCTBAX HE PEKOMEHIYETCS TMPOBOAWTH TPYAHOE
BCKapMJIMBaHUE BO n30exanue nepenaun BUY pebGenky.

DepTUabHOCTD

P C3YJIbTAThI HCCIIeOBaHUI Ha )KMBOTHBIX MOoKa3aJih, 4YTO JJaMHUBYJIUH HC OKa3bIBACT BJIMSHUC Ha

(bepTUIBHOCTD.
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4.7. Bausinue Ha CMOCOOHOCTH YNPABJISATH TDaHCHém;IW%ﬁI@;WI:"ﬁ -I;)'_illﬁl(]"ll"lzt:flb c

MeEXaHu3MaMHu

CHCI_II/IaJIbHLIX I/ICCHCILOBaHI/Iﬁ M0 H3Y4YCHUIO BJIMAHUA CPCACTBA Ha CIIOCOOHOCTH YIIpaBJIATH
aBTOMOOMJIEM U ABYDKYHIUMUCS MEXaHU3MaMHU HE ITPOBOJNUIIOCE. VYuuteiBas (bapMaKOJ'IOFI/ILIeCKI/Ie
CBOMCTBaA JJaMUBYIWHA, TAKOC BIIMAHHUE MAJIOBEPOATHO. Tem HE MCHEC, ITPU OLICHKE CIIOCOOHOCTH
MNanucHTa yrpaBJIATh aBTOMOOMIIEM/MEXaHHU3MaMU CJICAYCT IPUHUMATh BO BHUMAHHUC €TI0 O6H_I€€

COCTOSAAHHUC, a TAKIKC XapPAKTCP HCIKCIATCIbHBIX peaKLIHfI, BbI3BAHHBIX ITPUCMOM JIAMUBYAWHA.

4.8. HexxesaTesibHbIE peaKIIUU

PesroMe HexxenaTeabHbIX PEAKIINT

OnucaHHble HUXKE HEXKeNaTeNbHbIE PEAKIMM OTMedYaluch mpu JeueHun BUY-undexmm
JAaMHUBYTUHOM.
HesxxenaTenbHble peakiyu, KIacCU(UIIMPOBAHHBIE KaK CBA3aHHBIC WM BO3MOXHO CBS3aHHBIE C
Tepanuei JaMUBYAMHOM, NIEPEUHUCICHBI HUXKE B COOTBETCTBHUHU C TIOPAKECHUEM OPTaHOB U CUCTEM
OpPraHOB M 4YacTOTOM BCTpedaeMoCTH. YacToTa BCTPEYaEMOCTH OIPENENSCTCS CIEAYIOIINM
obpaszom: oueHb yacto (>1/10), gacto (>1/100, vHo <1/10), Heuacto (>1/1000, Ho <1/100), penko
(>1/10000, HO <1/1000), ouenr peako (<1/10000), ywacTtoTa Hew3BecTHa (Ha OCHOBaHUH
UMEIOIIMXCSA JITaHHBIX OIEHUTh HEBO3MOXHO). B mpemenax KakIoi KaTerOpHH YacTOTHI
HE)KEeJaTeNbHbIC PEaKIUU PEACTABICHBI B MOPSAKE YOBIBAaHHUS CEPHhE3HOCTH.

Hapywenus co cmoponul kposu u numgamuueckou cucmempl

Hewuacro: HEUTpOMNeHNs 1 aHeMus (MHOT/Ia B TShKeNou popme), TpOMOOIIUTOTICHUSI.

OueHsb penKo: WCTHHHAS SPUTPOLIUTAPHAS arlIas3usl.

Hapywenusa memabonuzma u numanus

Yacro: TUMepIaKTaTeMHUsL.

OueHb pesko: JIAKTOAIU103.

Hapywenus co cmoponul nepénoii cucmemvl

Yacro: rojioBHasi 00Jb, 0ECCOHHHIIA.

OueHb pesko: nepugepuyeckast Helipornarus, B TOM YHCIIe apecTe3UH.

Hapywenus co cmoponul OvixamenvHotl cucmemsl, OpeaHos epyOHOU KIemKU U CPeO0CmeHUs.

Yacro: Kallelb, Ha3aJbHBIE CHMITOMBI.

Kenyoouno-kuwieunvie HapyuieHus

Yacro: TOIIIHOTA, PBOTA, OOJIb WU CIIa3Mbl B )KUBOTE, AUAPESL.

Penxo: MaHKPEATHT, TOBBIIICHHE AKTUBHOCTH CHIBOPOTOYHON aMUITa3Hl.

Hapywenus co cmoponul neuenu u srcenuesbi8ooauux nymeti

Heugacro: TPAH3UTOPHOC IOBBIIICHHUEC AKTUBHOCTH IICYCHOYHBIX q)epMeHTOB
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Penxo: TEIaTUT.

Hapywenus co cmoponul Kodtcu u noOKOINCHbIX MKAHel

Yacro: CBIIlb, AJIONEIHS.

Penxo: AHTMOHEBPOTUYECKUM OTEK.

Hapywenus co cmoponul mbluieuHotl, cKkeiemHou u cOeOUHUMEeNbHOU MKAHU
Yacro: apTpaJITHsl, MBIIIICYHBIC HAPYIIICHHUS.

Penxo: pabioMHuoIu3.

Obwue HapywieHus u peakyuu 8 mecme 68e0eHUs

Yacro: 9yBCTBO yCTaJIOCTH, HEIOMOTaHHE, JTMXOPAIKA.

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKI_[I/If/'I

3aperucTpupoBaHbl  Cllydad pa3BUTHS OCTEOHEKPO3a, B YAaCTHOCTH, Yy MAlUEHTOB C
oOIIenpu3HaHHbIMU (DakTOpaMHM pHUCKa, Ha NpoABMHYTOH craguun BUY-undexkuun wnm npu
JUINTETbHOW KOMOWHHUPOBAHHON aHTUPETPOBUPYCHOM Tepanuu. YacToTa BCTPEUaeMOCTH 3TOTO
SBJICHUS] HEU3BECTHA.
Bo Bpemsi mpoBencHMsI aHTUPETPOBUPYCHOW TEpalMM MOXKET OTMEYATbCs YBEIMYEHHE MAcChl
TeJa, a TAKKE MOBBIILEHUE KOHIIEHTPALUK [JIFOKO3bI U JIMIIAJO0B B KPOBH.
Y BUY-uHGUIMPOBAHHBIX TAIMEHTOB C TKEIBIM HMMYHOAC(DUIMTOM HAa MOMEHT Hauaia
KOMOMHHMPOBAaHHOW aHTUPETPOBUPYCHOM TEPANUU BO3MOMKHO Pa3BUTHE BOCHAIIUTEIBHON peakiuu
Ha (oHE OECCHMITOMHBIX ONIMOPTYHUCTHMUECKUX HMH(MEKUMH WIM MX OCTATOYHBIX SIBJICHHM.
AyTonMMyHHbIE 3a00yeBaHMs (Takue Kak Oosie3Hb ['peiiBca M ayTOMMMYHHBIN T'€laTUT) TaKkxke
Ha0JI0JaMCh Ha (pOHE BOCCTAHOBJIEHUS UMMYHMTETA, OJTHAKO BPEMsI NEPBUYHBIX MPOSIBICHUIN
BapbUPOBAJIO U 3200JI€BaHNE MOIJIO BOSHUKATh Y€pe3 MHOTO MECSLIEB MTOCIIE Hayaaa TeparnuH.
€TH
669 nereil B Bo3pacte oT 3 Mmecsues A0 17 ner, uHpuuupoBanHsix BUY-1, koTopble nomyyanu
abakaBup M JIAaMUBYAMH OJUH WIM JIBa pa3a B CYTKH, MPUHUMAJIM y4yacTUE B HCCIEIOBAaHUU
ARROW (COL105677). ¥ nanueHToB JETCKOTO BO3pacTa, MPUHUMABIIHUX Mpenapar OAuH WIH
JIBa pasa B CYTKH, He OBbLIM BBISBJICHBI IONIOJHUTENbHBIE TPOOJIEMBI, CBSI3aHHBIE C 0€30IaCHOCTHIO,
10 CPAaBHEHUIO CO B3POCJIBIMU ITALIUEHTaMHU.

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxxHO co001IaTh 0 0/I03PEBAEMBIX HEXKENATEIBHBIX PEAKIUAX MIOCIIE PETHCTPaLly ITpenapara ¢
[EeNbI0  O0ecreYeHus: HEMpephbIBHOIO MOHUTOPHHIA COOTHOIICHHUS «I0Jb3a — PHCK»
JIEKapCTBEHHOTO Mpernapara. MeIuIuHCKUM pa0OTHUKAM PEKOMEHAyeTcs COOOIIaTh O JIHOOBIX
M0JI03PEBAEMbIX HEXKENATEIbHBIX PEAKIMIX JIEKAPCTBEHHOrO Ipernapara uyepe3 HalMOHAJbHbIE

CHUCTEMBI COOOIICHUS O HEXENAaTeIbHBIX PEAKIUAX TOoCyAapcTB — wWieHOB EBpaswuiickoro
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OKOHOMHUYECCKOI'O COrO3a.

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Poccniickas @enepanvs

@DenepanbHas ciry:x0a 1o Haa30py B cdepe 3ApaBOOXpaHCHHUS
Anpec: 109012, r. MockBa, CnaBsiHcKast 1iiomaib, a. 4, ctp. 1
Tenedon: +7 800 550 99 03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHUKALMOHHON ceTn «HTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMnOTOMBI

Kakue-nmu6o cnenududeckre Npu3HaKu WU CUMITOMBI OCTPON MEPe03UPOBKH JIAMUBYINHOM
HE BBIABIICHBI, 32 HCKJIIOYEHHEM TeX, KOTOpbIe MEepeUHCICHbl B KayeCTBE HEXKEIaTeIbHBIX
peaKuHuii.

Jleuenue

B cnydae nepeno3upoBku clieayeT KOHTPOIMPOBATh COCTOSTHUE MAIUEHTa U 0 HEOOXOAMMOCTH
MPOBOAMTH CTAHAAPTHYIO MOJACPKHUBAIOLIYI0 Tepanuio. [lockoabKy TaMUBYAMH BBIBOAUTCS U3
OpraHu3Ma C TIOMOIIBIO JHAJIN3a, JJIS JICYCHUS TEePEIO3UPOBKHA BO3MOXKHO NPUMEHEHHE

HCIIPCPBIBHOI'O réMOoanain3a, OJHAKO CIICHUAaJIbHBIC HCCIICIJOBAaHHA HE IIPOBOANIINCE.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapMakoTepaneBTUYECKass TPYIIa: MPOTUBOBUPYCHBIE CPEICTBA CHCTEMHOIO JIEHCTBUS;
IPOTHBOBUPYCHBIE CPEACTBA MPSAMOTO JEHCTBHS; HYKJICO3HUIHbIE U HYKJICOTUIHbIE HHIUOUTOPHI
00paTHOMN TPaHCKPUIITa3bl.

Kox ATX: JOSAF05

MexaHHN3M JIeUCTBUS

JlaMMBYIMH — aHaJOr HYKJIEO3UIOB, OOJaNaOUIMi aKTUBHOCTHIO B OTHOLIEHHM BHUpYcCa
ummyHoaepuiura yenoseka (BHUY) u Bupyca renarurta B (HBV). JlamuBynun noasepraercs
BHYTPUKJIETOYHOMY METa0OJIU3My ¢ 00pa30BaHHWEM aKTHBHOTO IPOM3BOJHOIO — JIAMUBY/HHA
5’-tpudocdara. OCHOBHOI MEXaHHU3M €ro JIeicTBU — OJOKMPOBAaHUE CHHTE3A LIEMH B Ipoliecce
oOparHoii TpaHckpunimu BUHY. Tpudochar obnamaer cenekTUBHOW HMHTHOMpYroOIei
aKTMBHOCTBIO B OTHoIIeHun perummkaimu BUY-1 u BUY-2 in vitro, a Takke aKTHBHOCTBIO B
OTHOIIEHUH PE3UCTEHTHBIX K 3UAOBYAMHY KiuHu4eckux wuzoistoB BUY. He naGmomamuch

aHTaroHucTHyeckue 3G exTsl iN VItro mpu o1HOBpEeMEHHOM MPUMEHEHHH JIAMUBY/IMHA U IPYTUX
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AHTHUPETPOBUPYCHBIX MPEMAPATOB (MCCIETOBAaHHBIC Bemégjrlﬁlét"ggd;%r E&%E&'m? '_I'{élB'I/Irba'm/IH

Y 3UJIOBY/IMH).

Pezucmenmnocmu

PesucrentHocts BUY-1 k namuByauHy oOycliOBlieHa 3aMEHOM aMMHOKHUCIOTHI M 184V BOIM3M
aKTHBHOTO IICHTpa BHUpyCHOW oOpatHoi TpaHckpuntasbel (OT). [laHHBIM BapwaHT MyTaluu
BCTpEUaeTCs KaK B yCJIOBHIX IN VItro, Tak u y napuuupoBanneix BUY-1 nanneHToB, momy4aBuimx
AHTUPETPOBUPYCHYIO TEPAINNIO, BKIKOYAIOIYI0 JaMuBYIuH. [Ipyu myrauun M 184V 3nauntenbHo
CHU)KAETCS YYBCTBUTENBHOCTh K JIAMHMBYIAMHY M YMEHBIIAETCS CIOCOOHOCTh BHpYyca K
pemukaimu N Vitro. B mccnenoBanusax in VItro ObUIO YCTaHOBJIEHO, YTO PE3UCTCHTHBIE K
3UJIOBYJIMHY M30JIAThl BUPYCa MOT'YT CTAaHOBUTBLCS UYBCTBUTEIbHBIMU K €0 JEHCTBMIO, €CIIU Y
TUX H30JATOB OJHOBPEMEHHO pPAa3BUBAETCS PE3UCTEHTHOCTh K JaMuBYAUHY. OJHaKo
KJIMHUYECKOE 3HAYEHHE ATUX JAHHBIX J0 HACTOSIIEr0 BPEMEHHU HE OIPENIETICHO.

Jlauuble in Vitro, Kak mpaBuiIo, YKa3blBAIOT Ha TO, YTO MPOIODKCHHUE MPUMEHEHHUS JJAMUBY/IMHA B
COCTaBE AHTHUPETPOBUPYCHOW TEpanuu, HECMOTps Ha pa3Buthe MyTtanuu M184V, moxer
IIPUBECTU K MOSBJICHUIO OCTATOYHON aHTUPETPOBUPYCHON aKTHUBHOCTHU (BEPOSITHO, B pPE3YNbTaTe
YXYALIEHUS PEIUIMKATUBHON CIIOCOOHOCTH BUpyca). KinnHuueckas 3HaYMMOCTh 3THX Pe3yJIbTaTOB
HE yCTaHOBJEHA. B NeiCTBUTENBHOCTH, JOCTYIIHbIE KIMHUYECKUE JaHHbIE OU€Hb OTPAaHUYEHBI U
HE TO3BOJISIIOT CJENaTh OJIHO3HAUHBIM BBIBOJ B 3TOM oOjactu. B mo0om ciydae, Hayaio
NPUMEHEHHS HYKJICO3UIHBIX HHTHOUTOPOB 00paTHOH Tpanckpuntasbl (HUOT), k koTopeiM BUpyC
BCE €llle YYBCTBUTEJICH, BCEr/a JODKHO ObITh Ooyiee MPEeaNOUYTUTENbHBIM, YEM MPOJI0JDKEHUE
Tepanuy JaMuByIUHOM. TakuM 00pa3oM, MpOJOJDKEHNE Tepanuy JaMUBYAMHOM, HECMOTpPS Ha
nosiBieHne mytanuun M184V, cnepyer paccMarpuBaTh TOJIBKO B ClIydae OTCYTCTBHSI APYTHUX
aktuBHbIX HUOT.

Myranus OT MI184V mnpuBOIMT K pPa3sBUTUIO NEPEKPECTHOM PE3UCTEHTHOCTH TOJBKO K
AHTUPETPOBUPYCHBIM MpenapaTaM Kjacca HyKJICO3UAHBIX HHTHOUTOPOB. 3UJJOBY/IUH U CTaBYIUH
COXPaHSIIOT CBOI AHTHUPETPOBUPYCHYIO AaKTHUBHOCTh B OTHOIIeHWMH mTammos BUY-1,
PE3UCTEHTHBIX K JaMHUBYJIUHY. AOakaBUp COXPAHSET CBOIO aHTUPETPOBUPYCHYIO aKTMBHOCThH B
oTHomeHNH mTaMMoB BIU-1, pe3ucTeHTHBIX K JJaMUBYAMHY U 00J1aJal0MIUX TOJIBKO MyTaluen
M184V. Illtammsr ¢ myranued OT M184V nemoHCTpUpYIOT MEHEe ueM 4-KpaTHOE CHM)KEHHE
YYBCTBUTEJIBLHOCTHU K JUIaHO3UHY; KIMHUYECKOE 3HAUE€HUE ITUX JIaHHBIX HEU3BECTHO. TecThl Ha
qYBCTBUTEIBHOCTD IN VItr0 He OBUTH CTaHAAPTU30BAHBI, U UX PE3YJIbTAaThl MOTYT BapbUPOBATh B
3aBHCUMOCTH OT METOJIOJIOTHUECKUX (PaKTOPOB.

In vitro namMuByaMH oOKa3bIBaeT claboe€ LUTOTOKCHYECKOE JeiicTBME Ha JHUMQOLUTHI
nepudeprudyeckoil KpoBU, Ha yCTONYMBBIE JIUM(OLUTAPHBIE U MOHOLIUTAPHO-MakpodaraibHbie

KJICTOYHBIC JIMHUU U PAJ KIICTOK-IIPEAICCTBEHHUKOB KOCTHOI'O MO3Ta.
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5.2. ®DapmakoKHHeTHYECKHE CBOMCTBA

AOGcopbuus

JlaMMBYZIMH XOpOIIO BCACHIBAECTCS M3 IKEIyJOYHO-KUIIEYHOTO TpakKTa, OWOJOCTYITHOCTD
JaMHUBYJMHA y B3POCIbIX MOCIE NMpuemMa BHYTpb 00bIdHO cocTaBiseT 80—85 %. [locne mpuema
BHYTPh cpeaHee BpeMs (tmax) AOCTHKEHHS MaKCUMAIbHONW KOHLIEHTPALUU JIaMUBYAMHA B
ceiBopoTKe KpoBH (Cmax) coctaBiseT okoino 1 4. Ha ocHOBaHWM [aHHBIX, MOJIYYCHHBIX B
UCCIICIOBAaHUHU C YYaCTHEM 3/J0POBBIX TOOPOBOJIBIIEB, IPH IPHUEME TeparneBTUIeCKOi 10361 150 Mr
nBa pasa B cyTku cpeauss (KB — koaddunuent Bapuanun) paBHoBecHast KOHIEHTpaUUs Cmax U
Cmin JlaMuByaMHa B Iuta3Me kpoBu cocrtaBisieT 1,2 Mkr/mia (24 %) u 0,09 mxr/mu (27 %)
coorBerctBeHHO. Cpenusist (KB) AUC (mnomans mox  (papMakOKMHETHUECKOW KPHUBOU
«KOHIEHTpaIMA-BPEMs») B UHTEpBaje MeX 1y nprueMamu 12 u cocrasnset 4,7 Mxrxu/mi (18 %).
[Tpu TepaneBTuueckoii no3e 300 mr oauH pa3 B cytku cpeansisi (KB) paBHOBecHas KOHIIEHTpaLus
Cmax, Cmin 1 AUC B unTepBane mexay npuemamu 24 4 cocraBisiorT 2,0 mir/miu (26 %),
0,04 mMxr/ma (34 %) u 8,9 Mxrxu/mi (21 %) COOTBETCTBEHHO.

[Tpuem namMuByIMHA BMECTE C IHIIEH BBI3bIBaeT yBenndeHne Tmax u cHmkerne Cmax (Ha 47 %),
OJIHAKO HE BJIMAET Ha OOIIYyI0 cTerneHb abcopOLru TaMUBYANHA (PACCUMTAHHYIO HA OCHOBAHHUHU
BennuuHbl AUC).

He oxxupaercsi, 4To nmpreM U3MENbYSHHBIX Ta0JIETOK C HEOOIBIINM KOJMYECTBOM IOIYTBEPHAOH
MUIIK WK JKAIKOCTH TTOBJIHSAET Ha (papMaKoIOruyecKre CBOMCTBa penapara H, ClIeZI0BaTeNIbHO,
HA  KIMHUYEeCKHH  3(dekrT. DTOT BBIBOJ OCHOBaH Ha  (U3UKO-XMMHYECKHX U
(apMaKOKMHETUYECKHX JaHHBIX MPU YCIOBUH, YTO MALUEHT U3MEIbYACT U CMEIINBACT C MUILEH
niH kuKocThio 100 % TabneTku U MPUHUMAET He3aMeIUTEINBHO.

CoBMecTHOE TIPUMEHEHHE 3HUIOBYAMHA TPUBOJIUT K YBEIHMUCHHIO SKCIO3WIIMU 3HIOBY/AMHA Ha
13 % u yBennueHHI0 MaKCUMaJIbHOW KOHIIEHTpAllUU B IU1a3Me KpoBH Ha 28 %. DTo siBIeHUE HE
CUMTAETCs 3HAUUMBIM JUIsl O€30MaCHOCTH MAallMEHTOB M, ClIe0BaTEIbHO, HEe TpeOyeT KOPPeKLnuu
1103.

Pacnpenenenne

[To naHHBIM KIMHMYECKHX HWCCIICAOBAaHUM NpU BHYTPUBEHHOM BBEACHUU CpPEIHMA 00beM
pacripeniesieHus JJaMuByIuHa coctapisier 1,3 si/kr. CpeqHuil CUCTEMHBIM KIMPEHC JIAaMUBYIHHA
coctapisieT npubnuzutensbHo 0,32 1/4/Kr, GOJNBIIYI0 YacTh KOTOPOTO COCTABIISIET MOYEUYHBIN
KIIUPEHC Yepe3 CUCTEMY TPAHCIIOPTa OpraHMYECKUX KaTHOHOB (Oosee 70 %).

JlaMHMBYZIMH TIpOSIBISIET JUHEWHYI0 (apMaKOKMHETUKY NpU NMPUMEHEHHH B TepaneBTHUYECKOM
JMana3oHe 7103 W HU3KYI0 CTENEHb CBSA3BIBAHMS C OCHOBHBIM OEJIKOM  IJIa3MBbI
KpoBH — anbOymuHOM (<16 %-36 % 1O CpaBHEHHMIO C CBHIBOPOTOYHBIM albOYMHHOM B

UCCIIeIOBaHMsIX IN Vitro).
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CUCTEMY U CHMHHOMO3roByro xuiakoctb (CMXK). Uepes 2—4 u mocie nmepopajJbHOTO IpHeMa
COOTHOIIEHUE KOHIIeHTpauuu JamuByarnHa B CMXX u cbIBOpOTKE KpPOBH B CPEIHEM COCTaBJISIIO
npuomuTenbHo 0,12, VcTuHHAs cTereHb MPOHUKHOBEHMS, a TAKXKE CBS3h C KIMHUYECKOU
3 PEKTUBHOCTHIO HEU3BECTHBI.

Buorpancdopmarus

HepI/IOI[ IMMOJIYBBIBCACHUSA JIaMUBYAWHA H3 IUIA3Mbl KPOBH IIOCJIC IpHEMa BHYTPb COCTAaBJISACT

18

19 4y, a nmua ero axkTUBHOM (POPMBI

BHYTPUKIJIETOYHOTO  JIAMUBYJIMHA
Tpudochara — KOHEUYHBIN MEPUOJ MOTYBBIBEICHHS U3 KJIETOK coctaBiser 16—19 4. CoriacHo
JaHHBIM, TIONy4eHHBIM y 60 B3pOCIBIX 3I0pOBBIX JOOPOBOJIBIEB, (apMAKOKUHETHUECKUE
napameTpbl JIJAMUBYJIMHA B PABHOBECHOM COCTOSIHUU pu Tipueme B 03¢ 300 Mr oJiuH pa3 B CYTKH
SKBUBAJIEHTHBI TAKOBBIM IIpH Iipreme B Ao3e 150 mr aBa paza B cyTku B oTHOEHUU AUC24 11 Crax
JUTsI BHYTPUKJIETOUHOTO JIaMUBYAMHA TpHrdocdara.

JlaMuBYIMH TIPEUMYIIIECTBEHHO BBHIBOAUTCS B HEU3MEHEHHOM BHJE MOYKaMu. MeTtabonuueckue
B3aUMOJICUCTBUS JJTAMUBYUHA C JPYTHUMH JICKAPCTBEHHBIMU TIpenapaTaMy MaJOBEPOSITHBI BBUY
HE3HAYUTeNbHOro MeTtabonusma B neueHu (5—10 %) u HU3KOM cTeneH CBA3BIBaHUS C OeTKaMu
J1a3Mbl KPOBH.

DJIMMUHALHS

B uccnegoBanusix ¢ yuactveM HalMEHTOB C MOYEUYHON HEAOCTAaTOYHOCTHIO OBUIO MOKAa3aHO, YTO
HapylleHne (QYHKIMM TOYEeK BIMSIET Ha BHIBEJACHHE JIAMUBYAMHA. PeKOMEHIyeMblil pexuM
JO3UPOBaHUsSL JJsl TMAalMEHTOB C KIMPEHCOM KpeaTWHWHa MeHee 50 MI/MUH TpUBEICH B
paznene 4.2.

B3aumopeiictBue ¢ TpPUMETONPHUMOM — KOMIIOHEHTOM KO-TPUMOKCA30ja — TPUBOJUT K
MOBBIIICHHUIO SKCIIO3UIMU TJaMUBYIuHA Ha 40 % 1py MPUMEHEHNHU B TEPANleBTUYECKUX /103aX. TeM
HE MEHee, 3a UCKJIIYEHUEM MaIlMEHTOB C MOYEUYHOM HEIOCTATOYHOCTHIO, KOPPEKUHUs O3Bl HE
Tpebyercsa. Cremayer TIIATETbHO OIEHMBATh BO3MOXXHOCTH OJHOBPEMEHHOTO MPUMEHEHUS
KO-TPUMOKCA30J1a C JIJAMUBYJITMHOM Y TAIIMEHTOB C MOYEUYHON HEJOCTATOYHOCTHIO.

Oco0bIe I'pynnbl HJaMCHTOB

Tayuenmor nodxcunozo eospacma

Jannble o (hapMaKOKMHETHKE JIAMUBYAMHA Y TALIUEHTOB CTapIie 65 JeT OTCYTCTBYIOT.
Tayuenmol ¢ napywenuem @yHKYuu nouex

VY nanueHToB ¢ HapynieHueM (QyHKIIMY ITOYeK KOHIIEHTpalus JJaMuByiuHa B ria3me kposu (AUC)
MOBBIIIIEHA BCJIEJCTBUE CHUKEHHOTO KiIMpeHca. Takum o0Opa3oM, HalMeHTaM C KIMPEHCOM

KpeaTnHuHa MeHee 50 MiI/MUH HE00X0IUMO YMEHBIIICHUE 10361 JTJAMUBY/IHHA.
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Ilayuenmul ¢ Hapywenuem ynKyuu neveHu

COOTBETCTBYET ZKCNEPTHOMY OTUETY

JlaHHBIC O TPUMEHEHUH JIAMUBYIHA Y MAIIMEHTOB CO CPEAHEH U TSHKETIOM CTENICHBIO HapyIICHUS
(YHKLIMU MEYEHN CBHJETEIBCTBYIOT O TOM, YTO HapylIeHHEe (PYHKIIUH MEUYEHHU CYIIECTBEHHO He
BIUSET HAa (DApPMAKOKUHETHKY JJAMUBYINHA.
bepemennocms
dapMaKOKHMHETHKA JIAMUBYIUHA TP OEPEMEHHOCTH HE OTIMYAETCS OT ero (papMaKOKMHETHKH B
ciydae OTCyTCTBUSI OepeMeHHOCTH. KOHIeHTpalus JaMyUBYIMHA B CBIBOPOTKE KPOBH JIeTeH MpH
pPOXKIeHUH Obljla aHAJIOTUYHA TAKOBOIl B CHIBOPOTKE KPOBH MAaTepH U IyNIOBUHHON KPOBU Ha
MOMEHT POAOpa3pelIeHusi, YTO COIJIaCyeTcs C JaHHBIMU O I1aCCUBHOM TPOHUKHOBEHHUU
JaMUBY/IMHA Yepe3 TUIALEHTY.

eTH
AOcomoTHass OMOJOCTYIMHOCTh JIaMUBYyAMHA (mpuMepHo 58—66 %) Obuia Hibke U Oonee
BapuabenpHa y gereil mmaame 12 ner. Ilpuem namuBynuHa y neredd B gopme TabieTok
OJTHOBPEMEHHO C IPYTMMHU aHTUPETPOBUPYCHBIMH IIperapataMu B (hopMe TabsIeToK oOecieynBat
6onee Boicokue 3HaYCHUS AUCy 11 Cmax TJaMUBYIMHA B TUTa3Me KPOBH 110 CPABHEHHUIO C PACTBOPOM
JUIsE TIpUeMa BHYTPb, NPUHUMAEMbIM OIHOBPEMEHHO C JPYTUMHU aHTUPETPOBUPYCHBIMU
npenapatamu B popme pacTBopa s IpreMa BHYTPh. Y JeTei, Moay4yaBIIkX JaMUBYIMH B opMme
pacTBopa Jjs MpHeMa BHYTPb B COOTBETCTBHHM C PEKOMEHJOBAHHBIM PEXKHMOM J03UPOBAHUS,
ObUIa TOCTUTHYTA DKCIIO3MLMS JJAMUBYAMHA B IUIa3Me KPOBHU, 3HAYCHHUS KOTOPOI HAXOAWJIHCH B
JUana3oHe, MOJTYYeHHOM Y B3POCIBIX MAlMEHTOB. Y JeTel, IPUHUMABIINX JIAMUBYAHH B (hopme
TaOJIETOK B COOTBETCTBUHM C PEKOMEHJOBAHHBIM PEXHUMOM O3UPOBAaHUS, HKCIIO3UIUS
JaMHUBYJIMHA B TUIa3Me KPOBW ObLIA BBINIE, YeM Y JIeTeH, MPUHUMABIINX JAMHBYJIUH B (opme
pactBopa i TIpHieMa BHYTpPb, TOCKOJIBKY B (popMe TaOJETOK MalMeHTHI MOIyJaroT OoJee
BBICOKHME JI03bI B TIepecyeTe Ha MI/KI Macchl Tejla, W JaMHBYAMH B (GopMe TablIeTok
XapakTepusyercss 0osiee BBICOKOM OMOIOCTYMHOCThIO. DapMaKOKMHETHUECKUE HCCIEeOBAHUS
NpUMEHEeHHS JIAMUBYAMHA Y JeTel B popMe pacTBopa sl IpreMa BHYTPh U B popMe TaOIeTOK
MoKa3alli, 4TO MPHEM IIperapara OJUH pa3 B CYTKH JKBUBaJeHTeH 1o mokaszaremo AUCo 24
npueMy MpemapaTta JBa pa3a B CYTKM IpHU OJUHAKOBOW oOIIel cyTouyHoi no3e. [laHHBIE MO
dbapMakOoKMHETHKE TMpenapara y JAeTeid B Bo3pacTe Miaiimie 3 MecslleB OTpaHHuYeHBL. Y
HOBOPOXKJICHHBIX Ha TIEPBOM HEJENe JKU3HM KIUPECHC JIAMUBYAWHA TPU MPUEME BHYTPH OBLI
CHIDKEH TI0 CPaBHEHUIO C JIETbMHU 0OJIee cTapIiero BO3pacTa, BEPOSITHO, BCIEJICTBHE HE3PEIOCTH
BBIICTTUTENLHON (DYHKIIMU MOYEK U HEMOCTOSHCTBA MOKazarenei abcopOiuu. Takum oOpazom,
JUISL JOCTHIKEHHS! SKCIIO3UIIMH, CXOIHOM C TAKOBOM Y B3pOCIBIX U JE€TEH, COOTBETCTBYIOIIAs 1032
JUTSI HOBOPOJKJICHHBIX COCTABIISIET 2 MI/KT JIBa pa3a B CyTKH. JlaHHBIE 110 MPUMEHEHUIO Iperapara

y HOBOPOXKJIEHHBIX B BO3pacTe cTapuie 1 Helean OTCYyTCTBYIOT.
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6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Caxapo3sa

IIponuneHrnmKosb

Harpus uurpara nurugpar

JIMMOHHOM KUCITOTHI MOHOTHUIPAT
ApomaTtuzatop NepCUKOBBIi
Apomartuzarop KIIyOHUYHBIHA
HetunnupuauHus Xia0pua

Huuarpus saerara turuapar

Bona ounienHas

6.2. HecoBMeCTHMOCTD

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)
2 roja.

[ocne nepBOro BCKPBITHS

30 gue.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTb 1pu Temieparype He Bolie 25 °C B KapTOHHON yIaKoBKe (Mavyke).

YcnoBus XPaHCHUS ITOCJIC IICPBOI'0 BCKPLITUSA JICKAPCTBCHHOI'O IIPCIIapara CM. B pa3aciic 6.3.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

ITo 240 mu1 pacTBOpa BO ()JIaKOH CTEKIISTHHBIA U3 KOPUYHEBOTO CTEKJIAa WK (DJIAKOH U3 MOJIMATUIICHA

BBICOKOW IJIOTHOCTH, CHaO>KEHHBIA aJanTepoM s HINpPUIA, YKYHOPEHHBIH KpBIIIKOH BUHTOBOW

HOJ'IHHpOHPIJ'ICHOBOfI C KOHTPOJIEM ITIEPBOT'O0 BCKPBLITUA WUIH C CHCTEMOM «HAXKATb-TIOBCPHYTH».

Ha ¢naxon Hak1enBaOT ITUKETKY CaMOKJIESIILYHOCS.

OJII/IH q)HaKOH BMECTEC C HHCTPYKHHCﬁ nmo MCIAWIHUHCKOMY HNPUMCHCHHIO, d TAKXC MIIIPUICM

JIO3UPYIOLINM MTOMEUIA0T B KAPTOHHYIO YIAKOBKY (ITAUKYy).

6.6. Oco0Oble Mepbl NPEAOCTOPOKHOCTH

JIEKAPCTBCHHOI'0 nmpemapara HJIH 0TX0/10B,

npu

YHUUTOXKCHUH HCIMOJb30BAHHOTO

MOJTYYCHHBIX mnmocJjie NMPUMEHECHUSA

JIEKApPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYJISIUM C IPenapaToM

Het oco06bIx TpeGoBaHUH K YTUIU3AIMH.

HMHCTPpYKIMS 110 MCIOJIH30BAHUIO JTO3UPVIOMIETO MINPHUIA

[IpunaraeMslii JO3UPYIONIMI LINPHI] MPEIHA3HAYEH JUII TOYHOIO OTMEpPHBAHMUS HAa3HAYECHHOU

J103bI Ipenapara JIaMuByAvH, pacTBOP JJIsl IpUEMa BHYTPb.

1. CHumuTE KpBIIKY C (prIakoHa.
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2. [110THO BCTaBBTE IO3MPYIONINHA MITIPHIT B otBepcte widntepe | ETEADCTS 0002)

3. [lepeBepuute QakoH.

4. [ToTsHYB 3a MOpIIEHH MO3UPYIOMIETO IIMPHUIA, OTMEPHTE TOYHOE KOJMYECTBO MEPBOM
MOpIKHU OT Ha3HAYEeHHOM Bam mosHo# 10361 npenapara.

5. [TepeBepHuTE (hi1aKOH TOPIIBIILIKOM BBEPX, U3BJIEKUTE HIMPUI] U3 a/1arTepa.

6. [TomecTuTe KOHYMK MITIPHIIA 33 MKy U MEIJICHHO HA/JIaBlIMBalTe HA MOPIICHD MITPHIIA,

IIOCTENIEHHO IIporiarbiBas npenapar. He HamaBnuBaiTe Ha MOPLICHb CIMIIKOM CUJIBHO U HE
HaIlpaBJIsANTe MIIPHULL HA 33IHIOK0 CTEHKY IJIOTKH, MOIA/IaHue CTPYH PACTBOPA HA 33IHIOK CTEHKY
IJIOTKU MOJKET BBI3BaTh yJYIIbE.

7. [ToBTOpUTE 3TaIBI 2-6 10 OTYyYEHUS OTHON JO3BI.

8. [Tocne ucmonp30BaHMs M3BJICKUTE MINPHIL U3 (JIAKOHA U TIIATEIBHO MPOMOMTE YHCTOM
BoZ0. [103BOJIbTE MINTPUILY ITOJIHOCTHIO BBICOXHYTh JI0 CJIEAYIOLIErO UCIIOIb30BAHMUS.

9. [TnoTHO 3aKkpoiiTe (PJIaKOH KPBIIIKOM.

He crnenyer npuHHMAaTh ocTaBOIUiCS BO (hIaKoHE mpemapar mo ucredeHun 30 qHei ¢ MOMeHTa

NEPBOTO BCKPHITUS (hIIaKOHA.

7. AEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA

Poccus
000 «ATomn»

445351, Camapckas 001., r. XKurynesck, yi. ['mapoctpoutenei, 1. 6.

7.1. IlpeacraBurenb AepKaTe/ss perHCTPALMOHHOIO YA0CTOBEPEeHH

[Iperen3uu HOTDC6I/ITCJ'IGI\;I HalpaBJIATH IO agpPeECy:

IIpu npouzsoocmee na OO0 «O30n»

Poccus

000 «O308»

445351, Camapckas 0611., T.0. JKurynesck, r. XKurynesck, yiu. ['ugpocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

Ipu npouzsoocmee na OO0 «O3zon Dapmy

Poccus

000 «O30n Dapm»

445043, Camapckas 00:71., 1.0. Tonbsitta, Tep. O3 IIIIT, maructpans 3-4, 31. 11, cTp. 1.
Ten.: +79874599993, +79874599994
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(NOCNEQCBATENEHOCTE 0002)

E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP PETHCTPAIIMOHHOTI' O YAOCTOBEPEHMUSA

9. JATA TMEPBUYHOM PEIMCTPAIIMU (IIOATBEPXIEHUSI
PETUCTPALIMMU, IEPEPETUCTPALIMN)

Jlara nepBoii peructpanumu:

10. JATA IIEPECMOTPA TEKCTA

OOmiass  xapakTepucTUKa  JIEKapCTBEHHOro  mpenapara JlamuBynuH — gocTynmHa — Ha
uH(pOPMallMOHHOM TmopTaje EBpasuiickoro »KOHOMHYECKOTO COr03a B HWH(OPMALMOHHO-

KOMMYHHUKaIMOHHOM cetn «MuTepuer» https://eec.eaeunion.org/.
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