COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 07.06.2023 N= 10585

(NMOCNEOOBATENEHOCTE 0002)

OBILIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

JlamuBynuH-OaBanca, 150 mr, Ta0IeTKH, MOKPBITHIC TUICHOYHON 000JI0UKON

2. KAMECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytolee BENIECTBO: JJAMUBYIMH.

Kaxnas Tabnerka, MoKpbITast IICHOUYHOM 000510uK0it, cogepxut 150,00 mr mamuByuHa.
BcenomorarenbHble BelllecTBa, HAJMYME KOTOPBIX HAJO YYUTHIBATh B COCTABE JIEKAPCTBEHHOI'O
npenapara: JSIUTHH COeBbIi (cM. pasnen 4.3.).

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEUIESCTB MPUBEIEH B pazjedie 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTK, MOKPHITHIE INICHOYHOU 000JI0YKOM.
Kpyriibie JBOSIKOBBIYKJIbIE TaOJIETKH, MOKPHITHIC MJICHOYHOH O0OJOYKON OENoro WM MOYTH

0esoro nsetra. Ha IMOIICPCUYHOM Pa3pe3€ AAPO 0e10r0 UiId IMOYTH OEI0T0 OBCTA.

4. KIMHUYECKUE JAHHBIE

4.1. Illoka3aHusl K IPUMEHEHHUIO
JlamuByIMH-OBaHCH MOKa3aH K NPUMEHEHHMIO Y B3pOCIBIX U JIETEH ¢ MAaccod Tejla HE MEHee
25 xr jns neueHuss BUY-undexuuum B cocTaBe KOMOMHMPOBAHHOW aHTHPETPOBUPYCHOU

Tepanuu.

4.2. Pe:kum 103UPOBaHNS U CIIOCO0 MPUMeEHEHHUs

HpenapaT AOJIKCH Ha3HA4YaThCs BpauOM, HMCIOLIUM OIIBIT JICHCHUA BI/ILI'I/IH(I)GKLII/II/I.

PexxuM 103upoBaHus

IIpyn mepexone OT pekMMa IpHeMa JBa pa3a B CyTKM K PEKHUMY IIpUeMa OAWH Pa3 B CYTKH
ClelyeT NPUHSTH MEPBYI0 PEKOMEHIYEMYIO OJHOKPATHYIO 103y IMpHUMeEpHO yepe3 12 9 mocie
MOCJIETHEN TIPUHATOU J03BI 10 PEKUMY JBYKPATHOIO IPHUEMA, a 3aTEM IIPOJOJDKATH IPUHUMATH
PEKOMEHIYEMYIO OJHOKPATHYIO 103y IPUMEpPHO Kaxble 24 4. [Ipu Bo3BpaTe K pesxuMy npuema
JIBa pa3a B CyTKHM CIIEYET NPHUHATH IEPBYI0 PEKOMEHIYEMYIO J103y IO PEKHUMY JIBYKPATHOTO

IIpueMa IpUMEPHO Yepe3 24 4 1ocse NocaeqHed TPUHATON OJHOKPATHOU JT03bI.

Bspocnvie ¢ maccoii mena ne menee 25 ke
Pexomennyemas nosza cocrasisieT 300 mr B cytku — o 150 mr 2 pasa B cytku wiun 300 mr 1 pa3
B CYTKH.

JlamuByIMH TaKKe JOCTYIEH B JIEKAPCTBEHHOU (hopMe pacTBOp JUIsl MpueMa BHYTPb.
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Oco0nlie T'pYHOIIbl TAaMEHTOB

HaL;M@Hmbl NOJ2HCUI020 803pacma

I[aHHBIG o MpUMCHCHHUIO JIAMUBYIWHA Y 3TOM KaTCropuu mnanucHTOB OTCYTCTBYKOT, OJHAKO
CIENYET CO6J'IIO,Z[3TI) OCO6y1-O OCTOPOXXHOCTBE IIpH IIPUMCHCHUU IIpC€IIapaTa y TaKUX IIallUCHTOB B
CBsA3HM C BO3PACTHBIMHM HM3MCHCHHUAMH, TAKUMH KaK YXYAIICHUEC CI)YHKI_[I/II/I ITIOYEK W HM3MCHCHUC

MOKa3aTesie KPOBH.

Tayuenmoi ¢ Hapywenuem hyHKyuu novex

VY manuMeHToB ¢ HapylleHueM (QYHKIHMHU TOYEK CPeIHEeH W TSHKENIOW CTEeNEeHW KOHIICHTpAIUs
namuByauHa B mazme Kposu (AUC) moBsllieHa BCIEICTBUE CHUKEHUS KIIMPEHCa JIAMUBY/IMHA.
[Toaromy mipu KJIIMpeHCE KpeaTHHUHA MeHee 50 MII/MUH 03y mpenapara HeoOXOJUMO CHU3HUTH,

KaK ITOKa3aHO B HpeIlCTaBJIeHHOﬁ HHMXKC Ta6JII/III€.

PeKOMeHaCll/ﬂ/lu no nod60py 003bl 8 3A6UCUMOCINU OM KaupeHnca KpeamuHuha npu HAPYyuWeHUuu

¢yHKL]uu NnoYyeK y 63pOcCiblx C Mmaccou mena ne menee 25 ke:

Knupenc

KpeaTHHHHA [TepBast no3a [ToanepsxuBaromas 103a
(MI1/MHH)

ot 30 1o 50 150 mr 150 mr 1 pa3 B cyTku
menee 30 [TporrBOoMOKa3aHO (I JAHHOM JIEKAPCTBEHHOUN (POPMBI)

Tayuenmoi ¢ napywienuem yHkyuu neveHu

JlanHble, MOJIy4YeHHbIE Y MAIMEHTOB C HapylIeHHMEM (YHKUIMM MEYEeHU CpelHEd U TshKeIou
CTEMEHM, MOKA3bIBAIOT, YTO JUCHYHKIMS MEUEHU HE OKa3bIBAeT CYIIECTBEHHOE BIIMSHHUE Ha
(bapMaKkOKUHETUKY JaMUBYIUHA. McXons W3 3THX AAaHHBIX, JUIS MAlMEHTOB C HapylIEHUEM
(GYHKIMU T€YEeHU CpeJHeH M TsDKeNoM CTemeHu KOppeKIHMM 11036l He Tpedyercs, 3a
UCKJIIOYEHHEM CIIy4aeB, KOI/la HapylleHHe (YHKIUU MEYEHH CONPOBOXKIAETCS HApYyLIEHUEM

(GYHKIIMH MTOYEK.

eTu
Jlemu ¢ maccotii mena ne menee 25 ke:

Pexomenmyemast no3a cocrasinser 300 mr B cyTku - o 150 mr 2 paza B cytku wim 300 mr 1 pa3 B
CYTKHU.

Jlemu ¢ maccoii mena menee 25 ke
[Ipumenenue mnpemnapara JlamuByaun-DnaBancn, 150 Mr, TabneTKH, MOKPHITHIE MJICHOYHOU
000JI0YKOM, Y JeTel ¢ Maccol Teja MeHee 25 KT MPOTHBOMOKA3aHO, B CBSI3M C HEBO3MOXHOCTHIO

KOPPEKLNHU 1036l B 3aBUCUMOCTH OT Macchl Tena. JleTsiM ¢ Maccol Teima MeHee 25 KI CleayeT
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Ha3HayaTh Mpenaparbl JJAMUBYAUHA B JIPyrou J'IeKaDCTBr(l:HHOI/I g‘ opuc

BHYTpPb») U/WUIH JJO3UPOBKE.

Cnooco0 nnpuMeHeHus

[Ipenapar JlaMmuByauH-O1BaHC/I IPUHUMAIOT BHYTPb BHE 3aBUCUMOCTH OT MpUEMa MHILH.

s obecnieueHusi TOUHOCTH JO3UPOBaHMs MpernapaTa, TabJeTKu peKOMEHAYEeTCs MPOriaThiBaTh
MOJTHOCTBIO 03 M3Menb4yeHus. [ Tex manueHToB, KOTOPBIM TPYIHO HPOTJIaThiBaTh TabJIeTKH,
npeHa3HaueHa JeKapcTBeHHas (popMa — pacTBOP Ui IpUeMa BHYTPb.

Opnako B KayecTBe ajbTEpHATUBBI JOIYCKAeTCsl H3MeNbYeHHEe TabJleToK ¢ J00aBlieHueM
HEOOJIBIIOT0 KOJUYECTBA MOJYTBEPAON MUIIM WIM >KUIKOCTH. Bce KOIMYeCcTBO MOIy4eHHOM
CMECH HE0O0XO0AMMO IPUHATH BHYTPb HE3aMEUIUTENBHO.

[Ipu mepexozxe OT mpueMma JIaMUBYIMHA B (hopMe pacTBOpa K MpUEMy JIaMUBYIUHA B (Gopme
TabJIeTOK, WX HAo0OpOT, HEOOXOAMMO CJEelIOBaTh PEKOMEHJAIUsSM 10 JO3UPOBAHUIO

npernapara, yCTaHOBJICHHBIM JJIsl KaX10H KOHKPETHOH JIEKapCTBEHHOM (HOPMBI.

4.3. IIporuBomoka3aHusi

e [UNep4yBCTBUTEIBHOCTh K JAMHUBYIWHY WM K JIIOOOMY M3 BCIIOMOTaTeNbHBIX BEIIECTB,
MEPEYUCIICHHBIX B pazzene 6.1., apaxucy i coe;

e Jletu c maccoi Tena a0 25 Kr (U1 JaHHOU JIeKapCTBEHHOM ()OPMBI U JO3UPOBKH);

e Hapymenne QyHKIMHM TOYEK NMPU KIHpPEHCe KpeaTwHWHA MeHee 30 Mi/MUH (i1 JaHHOU

JIEKapCTBEHHON (DOPMBI).

4.4. QOco0ble ykazaHusl 1 Mepbl IPeI0CTOPOKHOCTH NPU NPUMEHEHUH

Oco0ble yKazaHus

[Tpumenenue npenapara JlamuByIuH-DBaHC/ B KAU€CTBE MOHOTEPAIIUU HE PEKOMEHIYETCSI.

llepeoaua BUY-ungexyuu

XoT4 ObUIO J0Ka3aHO, 4TO AP PEKTUBHOE MMOJIABICHUE BUPYCa C MOMOLIbIO aHTHPETPOBUPYCHON
Tepanuy CyIIeCTBEHHO CHIKaeT puck nepenaun BUY npyrum maroasiM npH MOJIOBBIX KOHTAKTax,
UCKJIIOYaTh OJTOT PHUCK TIOTHOCTHIO HEb3s. [loATOMY MaIMeHThl OJDKHBI IPOJIOIKATH

COOJIIOJIaTh COOTBETCTBYIOIINE MEPBI IPEAOCTOPOKHOCTH.

Onnopmynucmuueckue ungexyuu

VY nanmeHToB, MoJy4arIux npenapar JlaMmuByauH-OBaHC WIK Jpyrue aHTUPETPOBUPYCHBIE
npenaparsl, MOTYT Pa3BUTHCS ONIMOPTYHUCTUYECKHME HHQPEKUIUU WM JAPYTUe OCIOXKHEHUS
BUY-unpexnumn, mo3ToMy MalMeHThl JOJKHBI HAXOAWUTHCSA TOJ THIATENbHBIM HaOII0/IEHUEM

Bpaqeﬁ, UMCIOIIUX OIIBIT JICUCHUA ITAITUCHTOB C BI/Iq-aCCOI_II/II/IpOBaHHLIMI/I 3a00JIeBaHUSIMU.
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Hapywenue ¢ynxyuu novex
VY manweHToB ¢ HapylieHHeM (QYHKIMH TMOYeK CPeIHEH M TSHKEeNIOW CTENeHW KOHIECHTpAaIus
namuByauHa B a3me Kpou (AUC) noBbllieHa BCIEICTBUE CHUKEHMS KIMPEHCA JJaMUBYIMHA,

IIO3TOMY TaKUM IallUCHTaM Tpe6yeTc>1 KOppEKIHUA O035bI.

lankpeamum

Ornucanbl penkue ciydau pa3BUTHUS MaHKpeaTHTa MpH NMpUMEHEHHH jJamuByauHa. OJHAKO He
YCTQHOBJICHO, BBI3BAHO JIM O3TO OCJIOXHEHHE JACWCTBHUEM JIEKAPCTBEHHOTO mperapara WiId
SBIISICTCSA  CJIEJICTBHEM OCHOBHOTO 3a0oneBanusi - BUY-undexunu. Jleuenwe mnpenaparom
JlamuByuH-OABaHCA HEOOXOIUMO HEMEUIEHHO MPEKPaTUTh MPHU MOSBICHUM KIMHUYECKHX
CUMITOMOB WJIH J1a00paTOPHBIX AAHHBIX, CBUACTEIbCTBYIOIIUX O Pa3BUTHH MaHKpeaTuTa (00Jb
B KMBOTE, TOITHOTA, PBOTA WJIM TOBBIIICHWE 3HAYCHHI OMOXMMHUYECKHX MapkepoB). Cremyer

MPEKPATUTH IIPUEM TIpenapara 10 UCKIOUYECHUS JUarHo3a NaHKPEaTHT.

.Ha;<moaz4udo3 U 8blPpAINCEHHAA cenamomezcalusl Co cmeamo3om

HmeroTcst cooOIIeHUsT O Pa3BUTHHU JIAKTOAINI03a U BBIPAKCHHOM T'eaTOMETAIMU CO CTEaTO30M,
B TOM 4YHCJIE€ C JC€TAJIbHBIM HCXOIAOM, BCJIICACTBHEC aHTI/IpeTpOBI/IPYCHOI;'I TCpaIi aHajioraMu
HYKJICO3UJ0B B BUAC OTACIbHBIX MMPCIIapaTOB UJIU B KOM6I/IHaIII/II/I, BKJIFO4as JIaMUBYIHH.
[TooOHBIE SIBIICHUS] OTMEUYAIIUCH, TJIABHBIM 00Pa30M, Y JKEHIIKH.

KnuHUYecKre CUMIITOMBI, KOTOPBIE MOTYT YKa3bIBaTh HA Pa3BUTHE JIAKTOAIIM]03a, BKIFOYAIOT
o01Iy10 c1aboCTh, AHOPEKCHUIO, CTPEMHUTEIbHYI0O HEOOBICHUMYIO TOTEPI0 MacChl Tela,
CUMIITOMBI HOPAXXCHUA KCITYJOUHO-KHUIICYHOI'O TpaKTa (TOIHHOTa, pBOTAa U 00JIbL B )KI/IBOTG) u
OpraHoOB JbIXaHWs (OJBIIIKA M TAaXHUITHOD), HEBPOJIOTHUYECKHE CUMMTOMBI (BKIIOYas MOTOPHYIO
cmabocth). JleyeHne aHajmoramMu HYKICO3UIOB HEOOXOIMMO MPEKPATHTh B CIy4yae pa3BUTHUS
CUMIOTOMATUYECKOW  TUMEpIaKTaTeMHUH W METabONIMYeCKOTO  aIuA03a/IaKToaln103a,
IPOrPECCUPYIOUIEH remaToMeraguy Uin ObICTPOro MOBBIIEHUS! aKTUBHOCTU aMUHOTpaHchepas.
JlakToAanmo03 OOBIYHO pa3BUBAETCA IMOCIIE HECKOJIBKHX MecsleB JiedeHus. Ciemayer co0mroaaTh
OCTOPOXXHOCTh MpPH TPUMEHEHUH AaHaJOTOB HYKIJICO3UJOB JJIsi JICUEHHUs IO0Oro MalueHTa
(0cOoOEHHO - KEHIIMH C 0)KMUPEHUEM) C rernaToMeraivei, renaTuToM UIU JPYTMMH U3BECTHBIMH
dakTopaMu pHUCKa TOpPAXKEHUsT TIEYEHHM W CTeaTo30M TMeYeHW (BKJIIOYas NpPUMEHEHUE

OTIpe/ieNIEHHBIX JIEKApCTBEHHBIX MPENapaToB U yIoTpeOsieHre alKoros).

Mumoxonopuanvuas ouc)yHkyus 8 pe3yiomame HymMpuympoOHo20 8030eUcCmaus.

AHAJIOTH HYKJICO3HIOB ¥ HYKJICOTHJIOB CIIOCOOHBI BBI3BIBATh PA3IUUHYIO CTEIICHb TTOBPEIKICHUS
MHUTOXOH/IPHIA, 4TO HanOOjee SIPKO MPOSBISACTCS MPU MPUMEHCHUH CTaByIWHA, JUJAHO3WHA U
3UOBY/IMHA. 3apETUCTPUPOBAHBI CIOydaW pPa3BUTHS MHUTOXOHAPHAIBHONW JUCHYHKIHU Y

BHUY-orpunarensHbix — AeTel, MOABEPraBLIMXCS  BO3JCHCTBHIO  aHAJIONOB  HYKJIIEO3UIOB

4



COOTBETCTEBY ET_ 3_' Kl

o
oT Uy Ug

BHYTPHYTPOOHO W/WIU TIOCIIC POXKIEHUS, TIaBHBIM ogg%gﬁ] %‘%I/; %ﬁ\-}_q%gltglﬁl:ﬁn]_&iaﬂlge{ﬁ;ﬁ co
CXEMaMH1 JICHCHHA, COACPIKAIIMMHU 3UIOBYIUH. OCHOBHBIMH HEXEJIATEIbHBIMUA pCaknuusaMunu
SBJISUITMCH TEMATOJIOTMYECKHE HapylleHHs (aHeMHus, HEHTpOINeHHs) M HapylIeHus OOMeHa
BEIICCTB (THIIEPJIAKTATEMHUsI, TUTICPIIUIIa3eMusl). DTU HEXKelaTeIbHbIC PEaKIIMH YacTO SBIISUIUCH
TPAH3UTOPHBIMU. BBUTH 3aperucTpupoOBaHbl PEIKUE CIydal HEBPOJOTHUECKUX PaCCTPOUCTBA C
IIO3JHUM Ha4dYaJIOM (HOBBIH_ICHI/IG TOHYCAa MBI, CYAOPOIru, HAPYIICHUA HOBCIICHI/IH). SIBngroTcs
JIX JAHHBIC HAPYHICHUSA TPAH3UTOPHBIMU HWJIA ITOCTOAHHBIMH, B HACTOAIICC BPEMA HCHU3BCCTHO.
BeposiTHOCTh pa3BUTHS MUTOXOHAPHAIBLHOW TUCHYHKIMHM CIEIYyeT paccMaTpUBaTh y JIHOOOTO
peOeHKa, TOJBEPraBIIErOCs BHYTPHYTPOOHOMY BO3JICHCTBUIO aHAJIOraMH HYKIICO3UIOB H
HYKJICOTHUAOB, C BBIPA)KCHHBIMUA KJIIMHUYCCKUMHU CHUMIITOMaAMU HEsSICHOU 9THOJIOIruu, B
OCOOCHHOCTH HEBPOJOTHYECKHMH paccTpoicTBamMu. lIpencTaBiieHHbIC JaHHBIC HE BIHSIOT Ha
TEKyIIUE PEKOMCHIAIMM TI10 TNPUMEHCHHIO AHTUPETPOBUPYCHON Tepanuu y OepeMEHHBIX

JKEHIIUH U1 Tpo(UIakTUKU BepTHKanbHOU nepenaun BUY-undexmm.

Cunopom eoccmarno61eHUs UMMYHUmMema

Y BUY-uHGUIMPOBAHHBIX TAIMEHTOB C TKEIBIM HMMYHOAC(HUIMTOM HAa MOMEHT Hadaia
AHTUPETPOBUPYCHOM TEepalmMM BO3MOXKHO pa3BUTHE BOCHAJIUTENBHOW peakuuu Ha (¢oHe
0ECCUMITOMHBIX OMMOPTYHUCTHUECKUX MHQPEKUUH WM UX OCTATOYHBIX SIBICHHUH, YTO MOXET
CTaTh MPUYMHOMN CEPbE3HOI0 YXYALIECHUS COCTOSHUS WIH YCYryOneHust cuMnromMaTuku. OObIYHO
9TH PEaKIUU BO3HUKAIOT B TCUYCHHE IIEPBBIX HECKOJBKUX HENEIb WIM MECALEB IOCIE Hadaja
AQHTUPETPOBUPYCHOM Tepanuu. TUNMYHBIMU TpUMEpPaMM SBJISIOTCS LUTOMEraJIOBUPYCHBIN
PETUHUT, TEHEepalu30BaHHAs W/WIM oOd4aroBas HMH(EKIMs, BBI3BAHHAS MHUKOOAKTEPHSIMH, U
THEBMOHUS, BbI3BaHHas Pneumocystis Jirovecii (Takke W3BeCTHa KaK ITHEBMOIMCTHASI
nueBmonusi, [II1). TlosiBneHue mOOBIX CHUMIOTOMOB BOCHAJICHHUS TpeOyeT HEMEIJIEHHOTO
o0cIie10BaHus U, IPU HEOOXOIUMOCTH, JICUCHHUS.

AyTonMMyHHbIe 3a00yeBaHMs (Takue Kak Oosie3Hb ['peiiBca M ayTOMMMYHHBIN T'elaTUT) TaKkxke
Ha0JI01aMCh Ha (JOHE BOCCTAHOBJIEHUS UMMYHMTETA, OJTHAKO BPEMsI NEPBUUYHBIX MPOSBICHUIN
BapbUPOBAJIO, U 3a00J€BaHKE MOTJIO BOSHUKATh Yepe3 MHOTO MECSIIEB MTOC/Ie Hayala Tepanuu u

HHOraa UMEJI0 aTUIIMYHOC TCUCHUC.

3abonesanus neuenu

HaLII/ICHTBI C XPOHHYCCKHUM TICIATUTOM B wumu C, MoJIyJarouume KOMGI/IHI/IpOBaHHy}O
AHTHUPCTPOBUPYCHYIO TCPAIINIO, XapPaKTCPU3YIOTCA IMOBBIIICHHBIM PUCKOM Pa3BUTHA TAXCIBIX U
INOTCHIMAJIBHO JICTAJIBHBIX HECKCIAaTCIbHBIX peaKHI/Iﬁ CO CTOpPOHBI IICYCHH. B cirydac
COHYTCTBYIOIJ_IGI\/'I HpOTI/IBOBI/IPYCHOﬁ TCpalru remaTura B umu C CJICAYCT TAKIKC O3HAKOMUTLCA C

COOTBCTCTBYHOIIMMU MHCTPYKIUAMHU 11O IPUMCHCHHUIO JAHHBIX JICKAPCTBCHHBIX MMPCIIAPATOB.
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Pe3ynbrarel KIMHHYECKUX HCCICIOBAaHUN H aHHBIE HOCTD%%/I@T‘[’)laHI/IngHI_OIFO HﬁGﬂ}(;z[eHHﬂ
YKa3bIBalOT Ha TO, YTO y HEKOTOPBIX IMALIMEHTOB C COIYTCTBYIOIIUM XPOHHUYECKUM BUPYCHBIM
renatutom B (HBV) npu orMeHe namMuByaMHa MOTYT BO3HUKATh KIMHUYECKHE WIN
nabopaTOpHble MpPHU3HAKK pelUIuBa TIenaTuTa, KOTOpble MOTYT HUMETh 0ojee TsDKelble
HOCJIEICTBHSl y MAaLMEHTOB C J€KOMIIEHCUPOBAHHBIM 3a00JeBaHUEM IeueHH. B ciydae oTMeHbl
npenaparta JlaMuBynMH-OJBaHCA y NALUMEHTOB C COMYTCTBYIOIIMM BHMPYCHBIM TrenatutoMm B
CJIEZIyeT pacCMOTPETh BO3MOXKHOCThH MPOBENCHHS IEPUOANYECKOr0 KOHTPONISA (DYHKIIMM MEYEeHU
Y MapKepoB peIUIMKalUK BUpyca renarura B.

VY NauuMeHTOB C yXe CYILECTBYIOLIMM HapylleHHeM (GYHKLUUU IEeYeHH, BKIJIIOYas aKTHBHYIO
dopMy XPOHHUYECKOTO TemaTHTa, OTMEYAETCS YBEIMYEHHUE YacTOThl HApyIICHWHA (QYHKIUU
IICYEHN BO BpeMsi KOMOMHHUPOBAHHOW aHTUPETPOBUPYCHOH Tepanuu. Takue mamueHThl TOJKHBI
HAXOJIUThCS MO/ HaOIIOJIEHMEM B COOTBETCTBUM CO CTaHJAPTHOW KIMHUYECKOM MPaKTHKOM.
Heo6xonumMo paccMOTpeTh BO3MOXKHOCTb IPHOCTAHOBKU WJIM MPEKPAIIECHUS JIEYEHUs B CiIydae

HpOHBHCHI/Iﬁ YXyAUICHUA 3a00JIeBaHMs ICYEHU Y TakKuX ManyueHTOB.

Ocmeonexpos

HecmoTpst Ha TO, YTO 3THOJOIUs JAHHOIO 3a00JE€BaHUS SBIAETCS MHOTO(GAKTOPHOHM (BKJIrOYas
IOpUEM TJIIOKOKOPTUKOCTEPOHUIOB, YHOTPEOJIIEHUE aJIKOrOojsl, TKEIY0 HMMYHOCYNPECCHUIO,
BBICOKMI MHJIEKC Macchl Tela), Caydyal OCTEOHEKpO3a Yallle BCEro BCTPEYaAIUCh Y MAlMEHTOB Ha
npoaBuHYTOM cramun BUY-unekumn w/mmm [IMTENbHO NMPUHUMABIIMX KOMOMHUPOBAHHYIO
aHTUPETPOBUPYCHYIO Tepanuto. [lanuentam cienyer oOpaTUTbCS K Bpady, €ClIM OHHM

HCIIBITBIBAIOT OOJIM M CKOBAaHHOCTH B CyCTaBax WU TPYAHOCTH IIPpHU ABUKCHUMU.

Tpotinas nykneo3uounas mepanus

beitn mosydeHbl COOOIIEHHST O BBICOKOM YacTOTE CIIy4aeB BUPYCOJOTMYECKOW HEydaud |
BO3HUKHOBEHUHU PE3UCTEHTHOCTH HA paHHEM d3Tare IMpH MpUeMe JIaMUBYAMHA B KOMOMHAIIUU C
TeHO(OBHpa AU3OMPOKCUIA pyMapaToM U abakaBUPOM, a TakkKe ¢ TeHO(OBHUpa AM3OMPOKCHUIIA

(dbymapaToM U AMIaHO3UHOM B PEKHUME OJIUH Pa3 B CYTKHU.

Macca mena u obmen eeuecnme

Macca TCJIa, 4 TAKXKC KOHOCHTpAUWA JUIIUA0B W TJIFOKO3bl KPOBU MOTYT IMOBBLIIIATHCS BO BPEMA
aHTHpCTpOBHPYCHOﬁ TCpaIrunu. OTH H3MCHCHHUS MOT YT OBITh YAaCTUYHO CBS3aHBI C KOHTPOJIEM
3a00JIeBaHUs U 06pa30M JKU3HHU. bplm MOJIYYCHBI OJAaHHBIC, IMOATBCPIKAAOMIUEC B HCEKOTOPLIX
ClIydasx BJIIMAHHUE TCPAIIMU HAa KOHOCHTPALUIO JUIIWA0B, B OTHOIICHUH YBCIWMYCHHA MACChl TCJIa
TaKHUC JAaHHBIC OTCYTCTBYIOT. CJ'IC}IyeT MMPOBOAWUTE KOHTPOJb KOHICHTpAaUWMW JIMIIKUAOB H

TJIFOKO3bl KPOBHU B COOTBCTCTBUU C YCTAHOBJICHHBIMHU PCKOMCHIAAILIUSAMU II0 TCPAIIUU BUNY-
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uHpeknuu. Hapymenus nunuaHoro oomMeHa

KIIMHUYCCKUMU MPOABICHUAMMU.

B3zaumooeticmsue ¢ Opyeumu 1eKapcmeeHHbIMU CPedCcmeamu
[Ipenapar JlamuByauH-DABaHCI HE CcIeAyeT HPUMEHATh OJHOBPEMEHHO C Tpernaparamu,
CoJIepKallMMH JIAMUBYJIUH WM SMTpulutabus. IlpuMeHeHue namMuByquHA B KOMOWHAIUU C

KJIaApUOMHOM HE PEKOMEHAYETCSl.

Oco0Bble IPVIIILI TAIUEHTOB

Jlemu

B xnuHMYecKkHX HCCIeAOBaHUAX Y JIeTel, MOJIyd4aBIIMX JaMHUBYIUH B (popme pacTtBopa yis

npreMa BHYTPb OJHOBPEMEHHO C JPYTMMH aHTUPETPOBHPYCHBIMHU TIperaparamMu B Qopme
pacTBopa I MpueMa BHYTPb, YaCTOTa CYNMPECCHH BUPYCA U IKCIIO3UIIUS JJTAMUBYIMHA B IIA3Me
KpPOBH OBUTM HWXKE, a PE3UCTECHTHOCTh BHpYyCa pa3BHUBajach Yallle, YeM Yy JICTEeH, MOJIy4aBIINX
npenaparsl B hopme TabIeTOK.

[To BO3MOXHOCTH HEOOXOJUMO HCIIOJIB30BATh PEKHUM aHTUPETPOBHPYCHOH  Teparuw,
BKITIOYAIONITUI BCE mpemnaparsl B popme Tabdietok. JlamuByaua B hopMe pacTBopa Uil mpruemMa
BHYTPb, TIPHUMEHSEMBIH OJHOBPEMEHHO C  COPOHUTOJ-COJIEPKAIIUMHU  JICKAPCTBCHHBIMU
npernapatamu, CJelyeT MPUMEHSATh TOJIBKO B TEX CIIydasxX, KOrJa HEBO3MOXXHO NPUMEHEHHE
peXHMMa Tepamud, BKJIIOYAIONIET0 Bce NpenapaTsl B ¢GopMme TalJeTOK, W KOTJa IO0Jb3a
MIPOBEJICHUS JICUCHUS TPEBBIMIACT BO3MOXHBIC PUCKH, BKIIOYAs HU3KHH YPOBEHB CYIPECCUU
Bupyca. CieyeT pacCMOTpPeTh HEOOXOJAUMOCTh 0OJiee 4acTOro KOHTPOJS BUPYCHON HArpy3Ku
BUY-1 mnpu ogHOBpeMEHHOM NPUMEHEHHWU IJaMUBYAMHA C JUIUTETBHO MPHUMEHSIEMbIMU

COpOUTON-CcOoIepKALIMMU IIPETapaTaMH.

45. BzaumojeiicTBHEe ¢ JPYrMMH JeKAPCTBEHHBLIMU TMpenapaTamMu W Jpyrue BHUAbI
B3auMOJAEHCTBHUA

UccnenoBanusi J€KapCTBEHHBIX B3aMMOJICUCTBHIM OBLIM TPOBEACHBI TOJIBKO C Yy4YacTHEM
B3POCIIBIX MAI[MEHTOB.

MeTtabonuueckoe B3aMMOJCICTBHE JaMHUBYIUHA C JPYTUMH IpernapaTaMd MajoOBEpPOSTHO B
CBSI3U C €T0 HE3HAYUTEITHLHBIM METa00JIM3MOM, OTPAHUYECHHBIM CBSI3BIBAHUEM C OCJIKAMU I1JIa3Mbl
KPOBH M ITPAKTUIECCKH ITOJTHBIM BBIBEJICHUEM Uepe3 OYKHA B HEU3MEHEHHOM BHJIE.
OnHOBpeMEHHOE MPUMEHEHHEe KOMOMHAIIMN TPUMETONpUM+CyiIb(pamMeTokca3oi B 1o3e 160 mr +
800 Mr (KO-TpUMOKCa30J1) BBI3BIBAET MOBBIIMICHHWE JKCMO3UIMK JamuByauHa Ha 40 %, 4To
00YCJIOBJICHO HAJIMYUEM TPUMETONPHUMA; HATHMYHUE CYIh(aMeTOKCca30Jia HE OKa3bIBACT BIIHSHUS
Ha (apMaKOKMHETHKY JamMuByAauHa. OJHaKO, 3a MCKIIOYEHHEM TAIMeHTOB C IOYCUYHOU

HEAOCTAaTOYHOCTBIO, KOPPCKIUA HO3bI JIaMUBYJIHWHA HEC Tpe6yeTc;1. HaMI/IBy,HI/IH HEC OKa3bIBacT
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BIUSHUS Ha (apMaKOKMHETHKY TPUMETOINpPHMA WU &/ﬂb?b;MgrtiKCalgﬂa Iﬁ CHVééle R orma
OJIHOBPEMEHHOE IPUMEHEHHE KO-TPUMOKCA30Jla SBJIAETCS ONPABJAHHBIM, NALUEHTH! JOJIKHBI
HAXOJUTHCS TOJ KIMHUYECKUM HabmopenueMm. Crenyer u30erarb COBMECTHOTO NMPUMEHEHUS
JAMUBY/IMHA C KO-TPUMOKCA30JIOM B BBICOKHMX [03aX MAJs JICYEHUS IHEBMOHMH, BBI3BAHHOU
Pneumocystis jirovecii, u Tokcormiasmo3sa.

CrnenyeTr yuuThIBaThb BO3MOXKHOCTb B3aUMOJCHCTBUS JaMHUBYJUHA C JPYTMMHM OJHOBPEMEHHO
NPUMEHSIEMBIMH JIEKAPCTBEHHBIMHU IperapataMi, B 0COOEHHOCTH TEMH, Y KOTOPBIX OCHOBHBIM
MEXaHU3MOM BbIBE/ICHUS SIBJIETCS AKTHBHAs KaHAJIBLIEBAs CEKPELUs Yepe3 CUCTEMY TpaHCIopTa
OpraHMYECKHUX KaTHOHOB (Hampumep, Tpumeronpum). /[lpyrue neilcTByrouue BeliecTBa
(HampuMmep, paHUTHAMH, LUMETHAMH) JHIIb YAaCTUYHO BBIBOAATCA C IOMOIIBIO YKa3aHHOI'O
MEXaHM3Ma U HE B3aUMOJCHCTBYIOT C JIAMUBYAMHOM. AHAJIOTM HYKJIEO3UAOB (HaIpUMep,
JUJIaHO3MH, 3UJOBYJIMH) HE BBIBOJATCS IOCPEACTBOM JAaHHOIO MeEXaHW3Ma, U HX
B3aMMO/IEHCTBHE C JAaMUBYAMHOM MaJOBEPOSITHO.

[Ipy 0HOBPEMEHHOM NPUMEHEHUH JIAMUBYJMHA M 3UI0BYJIMHA HAOIIOJAeTCsl YMEpEHHOE (Ha
28 %) yBenmueHne Cmax 3UJOBYIMHA B IIa3Me KPOBH, MpH 3ToM obmas 3kcrnoszunus (AUC)
CYIIECTBEHHO HE U3MEHsEeTCs. 3UJJOBY/IMH HE BIUsET Ha (papMaKOKMHETHUKY JIaMUBYIMHA.
JlaMuBYZIMH He cienyeT MPUHUMaTh OAHOBPEMEHHO C JPYIMMU aHAJIOraMH LUTUAMHA, TAaKUMU
KaK SMTPULUTA0MH, B CBSI3U C €ro CXOJCTBOM C JaHHbIMU Tnpemnaparamu. Kpome Toro,
JaMHUBYJIUH HE CJEQyeT NPUHMMATh C JIOOBIMU JPYTMMHU JIEKaPCTBEHHBIMHU IIperapaTaMi,
coJepXKalMMH JaMUBY/IHH.

In vitro namuByqMH HMHTUOMpPYET BHYTPHKICTOYHOE (GOCHOpUIHNpOBAHUE KIaapUOMHA, UYTO
o0yCllaBIMBaeT NOTEHUUANbHBIA pPHUCK TOTepH dSPPEKTUBHOCTH KiIagpuOMHA B ciydae
KOMOMHHMPOBAHUS B YCIOBHUSX KIMHUYECKOM mpakTuku. Hekoropble KIMHHYECKHE IaHHbIE
TaKXe MOJATBEPKIAI0T BO3MOXKHOCTh B3aMMOJAEHUCTBHS MEXIY JIAMUBYJUHOM U KJIAJPUOMHOM.
[TosTOMy OTHOBpEeMEHHOE MPUMEHEHUE JaMUBY/IMHA U KJ1aJipiOrHa HE PEKOMEHJOBAHO.
[utoxpom CYP3A He BoBjiedYeH B MeTa0OIHM3M JIAMHBYJIMHA, TOJTOMY B3aUMOJICUCTBHE C
JIEKapCTBEHHBIMHU TpenaparaMu, KOTOpble METaOOJIM3UPYIOTCS 3TOM cucTteMoil (Hampumep, ¢
MHTHOUTOpaMU MPOTEa3bl), MaJIOBEPOSITHO.

OnHoBpeMeHHOE TpUMeHeHHe pacTBopa copoutona (3,2 1, 10,2 1, 13,4 1) ¢ oqHOKpaTHOM 10301
namuBynnHa 300 mr B ¢opme pacTBopa Uid NpHEMa BHYTPb Y B3pPOCHBIX 3/I0POBBIX
J0OPOBOJIBIIEB MPUBOIWIO K J10303aBUCHMOMY CHIKEHUIO dKcro3uiuu JamuByauHa (AUC,) Ha
14%, 32% n 36% u Cpax TamuByuHa Ha 28%, 52% u 55%. I1o Bo3MOKHOCTH cieayeT n3berath
OJTHOBPEMEHHOT0 TMPUMEHEHHUs JaMUBYJIMHA M COpPOUTOI-COAEpIKAIIMX IpenapaToB, JIHOO

ClIeZlyeT pacCMOTPETh BO3MOXHOCTH 0o0Jiee 4acTOro KOHTpOJIsi BUpYCHOM Harpy3sku BUY-1 B
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CiIydasx, Korga HEBO3MOXHO Hn30exaTh JJINIEIb

IpenapaToB.

4.6. @DepTUIBHOCTDH, 0€PEMEHHOCTH H JAKTALUS

bepemeHHOCTB

Kak npaBuiio, npu NpUHATHM pelIeHUs 00 MCIOIb30BaHMM aHTHPETPOBUPYCHBIX IpErnapaToB
i nedeHuss BUY-undexnym y 6epeMeHHbIX KEHIIUH, U, KaK CIEICTBHE, /Ul CHUKCHUS PHCKa
BepTUKaIbHOH mepenaun BUY-uHpeKknun HOBOPOXKACHHOMY CIEAYyeT YYUTHIBATh JaHHBIC
UCCIICIOBAaHUIM Ha JKMBOTHBIX, @ TaKXXe KJIMHUYECKUH ONBIT NPUMEHEHUs y OepeMEHHBIX
JKEHILHH.

HccnenoBanust 10 NPUMEHEHUIO JIAMUBYAMHA Yy JXKMBOTHBIX ITOKa3ajad YBEIMYEHUE DaHHEU
IMOPHOHAIEHOW CMEPTHOCTH Y KPOJIMKOB, OJHAKO y KpbIC MaHHBIN 3¢ddekt He Habmromamcs.
bBuI0 ycTaHOBIIEHO, YTO y YEJIOBEKA BO3MOXKHA IIepeiadya JaMUBYIMHA YE€PeE3 IIIALCHTY.

VY GepeMeHHbIX >KEHIIMH, [0JIy4aBIIuX JaMUBYauH, 6oxee 1000 ncxonoB 6epeMeHHOCTH MOCIE
OpUMEHEeHHUs BO BpeMs mepBoro tpumectpa u Oonee 1000 mcxomoB OGepeMeHHOCTH MOCIe
IIPUMEHEHHsT BO BpPEMS BTOPOIO M TPETbETO TPHUMECTPA JIEMOHCTPUPYIOT OTCYTCTBHUE
MalTb()OPMAaTHBHOTO M (EeTaTbHOr0/HEOHATATBHOTO BO3JEHCTBUA. JIekapCcTBEHHBIN Mpenapar
JlaMuBYIMH-D/BaHCA MOXHO INpPUHUMAaTh BO BpeMs OEPEMEHHOCTH B cilydae KIMHUYECKOM
HeoOxonumocTi. Ha ocHOBaHMM JOCTYIHBIX JAHHBIX MOXKHO CZAEJIaTh BBIBOJA O TOM, YTO IpHU
IPUMEHEHUU Mpenapara JlaMuByAMH-DJBaHC] y 4YeJlOBEKa PHUCK BPOXKIEHHBIX IaTOJIOTUI
MaJIOBEPOSTEH.

Jns BUY-uHQUUUPOBAHHBIX JKEHIIMH C KO-MH(EKIHeH BHPYCOM TIelaTuTa, MOJy4aroIluX
TEpanuio JIAMUBYIMHOM, B CJIy4ae HAcTyIUIEHUs OEpeMEHHOCTH CIIeAyeT YYUTHIBATh

BO3MOXHOCTDb p€HAMBA I'€IIaTUTA ITOCJIC MPEKPAIICHUA IPUMCHCHUA JIAMUBYIWHA.

Mumoxonopuanvras oucynkyus

B uccrnenoBanusx in Vitro u in Vivo ObIJIO MPOAEMOHCTPHUPOBAHO, YTO AHAIOTH HYKJICO3HUIOB H
HYKJICOTH/IOB CIOCOOHBI BBI3BIBATh TMOBPEKICHUS MHUTOXOHIPUM pa3iNYHON cTereHu. beumn
3apErUCTPUPOBAHBI COOOIICHHSI O MUTOXOHIPHAILHON TUCHYHKIIUN y JIETEH, MOABEPraBIITNXCs

BO3/ICIICTBUIO aHAJIOTOB HYKJICO3U0B BHYTPUYTPOOHO W/WIIK B IOCIEPOAOBOM NEPUOJE.

JlakTanus

[Tocne mpuema BHYTPh JAMUBYIWH BBIJAENIACTCS B TPYIHOE MOJIOKO B KOHIIGHTPAIMSX,
AHAJIOTUYHBIX KOHLCHTpAlHAM, 06H3py>1(eHHI)IM B CBIBOPOTKE KpPOBH. Ha ocHoBanuu
pe3ynbpTaToB HccienaoBaHusi Oonee 200 map «MaTh/peOEHOK», TodydaBImuMX Tepanuio BIY-
WH(pEKINY, KOHIIEHTPAIUs JJAMUBYHHA B CHIBOPOTKE KPOBH JIeTeH, HAXOMALIUXCS HA TPYIHOM

BCKapMJIMBaHUM y Marepel, mony4aBmux Tepanuio BUY-undexuuu, ouenp HU3Ka (< 4 % ot

9
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KOHIIEHTPAlLlM! B CBIBOPOTKE KPOBU MaTepH) U 'IOCTeHeHI;I{G VMg%IIIgeT-IC-ﬂ z[g Hg;)HDéI[éJ'IHé'MOFO
YPOBHS TpU JOCTM)KEHUU TPYIOHBIMU JE€TbMU 24-HenenbHOro Bo3pacra. JlaHHbIE 1O
0€30MacHOCTH NPUMEHEHUs JIAMUBY/IMHA Yy JIeTell Miajlle TpeX MecdAleB oTcyrcTByror. BUY-
MHOQULIHUPOBAHHBIM KEHIIMHAM HU MPU KAKUX OOCTOSITENbCTBAX HE PEKOMEHAYETCs MPOBOIUTH

rpyJaHOE BCKapMJIMBaHUE BO n3bexkanue nepeaaun BUY pedenky.

DdepTUabHOCTD

P€3y.TIBTaTLI I/ICCJIGILOBaHI/Iﬁ Ha KUBOTHBIX ITOKa3ajikd, 4YTO JIAaMHUBYJIHWH HC OKA3bIBACT BJIMAHHUC HA

(bepTUIBHOCTD.

47. BJausiHMe HA CNMOCOOHOCTH YNPABJISITh TPAHCHOPTHBIMH CpeICTBAMHU U PadoTaTh ¢
MeXaHHU3MaMu

CreunanbHble WCCIENOBAaHUS O M3YYCHHIO BIHUSHUS CPEICTBA Ha CIOCOOHOCTH YIPABISATh
aBTOMOOMIIEM n ABVKYIIUMUCH MCEXaHHU3MaMHu HEC MMPOBOANIIMCE. YuurtniBas
(hapMakoJIOTHYECKHUE CBOMCTBA JaMUBYAMHA, TAKOE BIUSHUE MAJIOBEPOSTHO. TeMm He MeHee, TTpu
OIICHKE CIIOCOOHOCTH MAlleHTa YIPaBIsATh aBTOMOOMIEM/MEXaHU3MaMU CJIe1yeT MPUHUMATh BO

BHUMAaHHE €ro 00IIee COCTOSIHUE, a TAKKE XapaKTep HeXKENATSIbHBIX PEaKIHii TaMUBYINHA.
4.8. He:xenaTejbHble peakHu

PesroMe HexxenaTenbHbBIX PEaKIUi

OnucanHbple B 3TOM pa3jielic HeXelaTelbHble peaklud OTMEeYaluch npu Jjedenun BUY-
UHQEKIIH JJAMUABYIUHOM.

HexenarenbHble peakiuu, KIacCH(OUIMPOBAHHBIC KaK CBSI3aHHBIC MJIM BO3MOXKHO CBSI3aHHBIC C
Tepanuel JaMUBYTUHOM, TIEPEUUCIICHBI HIDKE B COOTBETCTBUHU C TIOPAKCHUEM OPTaHOB M CHCTEM
OpraHOB W 4YacTOTOH BCTpedaeMOCTH. YacToTa BCTPEYaeMOCTH OIPENENSETCS CIEAYIOIMINUM
oOpa3om: oueHb yacto (>1/10), wacto (>1/100, Ho <I/10), Hewacto (>1/1000, Ho <I/100), penko
(>1/10000, HO <I/1000), ouenb pemko (<1/10000). B mpemenax Kaxaoi KaTeropHH YacTOTHI

HEXKECJIATCIbHBIC PCAKIINH ITPCACTABJICHBI B ITOPAIKE Y6I>IBaHI/I$I CCPBEC3HOCTH.

Onucanue OTACIBHBIX HEXKCIIATCIbHBIX DeaKHHfI

Hapywenus co cmopoHbl Kposu u tumgpamuieckoui cucmembyl
Heuacro: HelfTpornienus v anHemus (MHOTJa B TshKeJIol ¢popme), TPOMOOLUTOIICHHSL.

OueHp PEAKO: UCTHUHHAS SPUTPOLUTAPHAA alljia3usl.

Hapywenus memabonusma u numanus
Yacrto: runepiiakraTeMusl.

OueHb PEAKO: JIAKTOAUI03.

10
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Hapywenus co cmoponsl nepeHoil cucmembl
Yacro: rosoBHasa 00jb, OECCOHHMIIA.

Ouens peako: nepudepuyeckas HelHponaTus, B TOM YHCIIE TapeCTE3NN.

Hapywenus co cmoponvl OvixamenbHOU cucmemvl, Op2aHo8 cpYOHOU KIemKU U CpedoCmeHsl

Yacro: Kamenb, Ha3aIbHBIC CUMIITOMEL.

JKenyoouno-Kuueunvie HapyuleHus

Yacro: TOIIHOTA, pBOTA, 00Jb WIIM CIIa3MbI B KHUBOTEC, 1Uapes.

Pe,I[KOZ IMMAaHKPEAaTUT, IMOBBINICHUE aKTHBHOCTHU CBIBOpOTO‘lHOﬁ aMUJIa3bl.

Hapywenus co cmoponul neuenu u sicenyuedbl8o0auux nymeti

Hewacto:  TpaH3WTOpPHOE  TIOBBIIICHHE  AKTHUBHOCTH  «II€YCHOYHBIX)
ananuHamMuHOTpaHchepassl (AJIT), acnapraramunorpancdepassl (ACT).
Penxo: remmatur.

Hapywenus co cmopoHbl Kodcu u NOOKOMCHBIX MKAHel

YacTo: CBIITb, aJIOIEIH.

Penko: aHTHOHEBPOTHUYECKUI OTEK.

Hapywenus co cmopoHuvl mbiuieyHotl, cKkeiemHotl U coOeOUHUMeNbHOU MKAHU
Yacro: apTpanrusi, MbIILIEYHbIC HAPYILICHUS.

Penko: pabgomuonus.

Obwue Hapywenus u peakyuu 6 mecme 68e0eHUs.

Yacro: YYBCTBO YCTAJIOCTHU, HCAOMOT'aHUEC, JINXOpaJKa.

3aperucTpUpoOBaHbl  CIy4aW Pa3BUTHS OCTEOHEKPO3a, B YaCTHOCTH,

bepmeHTOB -

y TAalHeHTOB C

oOlIeNpU3HAHHBIMU (aKTOpaMu pHUCKa, Ha NpojaBUHYTOM crtaauun BUY-undexkumn wnm npu

JIINTEIIbHOMU KOM6HHHpOBaHHOﬁ aHTHpeTpOBHPYCHOﬁ TCpaIrunu. Yacrora BCTPECHACMOCTH 3TOr'0

SIBJICHHUS HEU3BCCTHA.

Bo Bpems npoBeneHHsI aHTUPETPOBUPYCHOM TEpalMy MOKET OTMEYAaThCs YBEIMYEHHE MAacCChl

TCJIa, a TAKKEC MMOBBINICHUC KOHLUCHTPAIWU INIFOKO3bI U JIMITKI0B B KPOBHU.

Yy BI/II’I-I/IH(I)I/II_II/IPOBE[HHBIX NalMCHTOB C TAXKCIIBIM I/IMMYHO,Z[C(I)I/II_II/ITOM Ha MOMCHT Hadala

KOMOMHHMPOBAaHHOW aHTUPETPOBUPYCHOM TEpamuu BO3MOXKHO pa3BUTHE

BOCHAJIUTEILHON

pPC€aknun Ha (I)OHG 0eCCHUMIITOMHBIX OIMMOPTYHUCTUICCKUX I/IH(l)CKI_[I/Iﬁ nin MuX OCTAaTOYHBIX

SBJICHUNA. AyTOMMMYHHbIE 3a00jeBaHus (Takue Kak Oone3Hb ['peliBca M ayTOMMMYHHBIN

renaTuT) TakKe HaOIIoJamiuch Ha (OHE BOCCTAHOBIICHMS HWMMYHHTETA, OJIHAKO BpeMs

11
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IIOCJIC HaYaJla TCpalru.

eTu
669 nereil B Bo3pacte oT 3 mecsues a0 17 ner, nunpunupoBanubix BUY-1, kotopeie nomxydanu
abakaBUp M JAMUBYIWH OJUH WM JBa pa3a B CYTKH, IPUHUMAIN Y4acTHE B HCCIICOBAHUU
ARROW Trial (COL105677). ¥ maumueHToB OETCKOTO BO3pacTa, MPUHUMABIINX JIAMHBYAHH
OJIMH WM JIBa pa3a B CYTKH, HE ObUIM BBISBIICHBI JOTOJHUTEIBHBIC MPOOJIEMBI, CBSI3aHHBIE C

6630HaCHOCTBIO, I10 CPAaBHEHUIO CO B3POCIBIMHU IIalUCHTAMMU.

COO6H.I€HI/I5I 0 IMOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmare 0 TMOAO3pEBaEMBbIX HEXKENIATENbHBIX pEAKIHSIX TI0CIEe PETUCTPAINH
JICKaPCTBEHHOTI'O Mperapara ¢ IeNbio 00eCIeUeH s HelTPEPhIBHOTO MOHUTOPHUHIA COOTHOIICHUS
«I0NTb3a-pPUCK» JICKAPCTBCHHOTO Ipemnapara. MeJIUIMHCKAM pa0OTHUKAM PEKOMEHIYETCS
€000IIaTh O JIOOBIX IMOA03PEBAEMbIX HEXKEIATEIbHBIX PEaKIMIX JCKAPCTBEHHOI'O Iperapara
Yyepe3 HAllMOHAJIbHBIC CUCTEMbI COOOIICHHS O HEXKEIAaTeIbHBIX PEAKIUAX TOCYJapCTB — YWICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccniickas @enepanys

Anpec: 109012, r. MockBa, CriaBsiHCKas IUIOIIa b, 1.4, cTpoeHue 1

DdenepanbHas ciry:x0a 1o Haa3opy B cdepe 3apaBooxpanenus (PocapaBHanzop)

Tenedon: +7 (499) 578-02-63, +7 (800) 550-99-03

dakc: +7 (495) 698-15-73

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

Anpec B uHTepHETE: WWW.roszdravnadzor.gov.ru
4.9. Ilepeno3mpoBka

CHMITOMBI

JloCTyIIHBI OTpaHWYEHHBIE JTaHHBIE O TIOCIEJCTBUSIX OCTPOW IMEPEO3WPOBKU JIAMUBYIWHA Y
yenoBeka. Ciydaum JIeTaJbHOTO MCXOJa HE YCTAHOBJIEHBI, COCTOSHME BCEX IMAllMEHTOB
HOopManu3upoBaiock. Kakue-mnbo crenupuyeckue NMpU3HAKA WM CUMITOMBI MEePEI03UPOBKU

JJaMUBYAWHA HEC BBISABJICHBI.

Jleuenue
B cnydae nmepeno3upoBku clieayeT KOHTPOIMPOBATh COCTOSIHUE MAIIMEHTa U TI0 HEOOXOAUMOCTH

MNpOBOAWUTH CTAHAAPTHYIO NOAACPKUBAIOIIYIO TCPAIHIO. HOCKOJILKy JJAaMUBYJIUH BBIBOOUTCA H3

12
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HEMIPEPBIBHOT'O réMoanain3a, OJHAKO CIICHUAJIbHbIC NCCICIOBAHUA HE MPOBOANIINCE.

5. PAPMAKOJOT'MYECKHUE CBOMCTBA

5.1. ®dapmakoamHaAMHYecKHe CBOHCTBa
dapmakoTepaneBTHUECKass TIpyMna: [POTUBOBUPYCHBIE CPEJICTBA CHCTEMHOIO JEHCTBHUSA;
IPOTHBOBUPYCHBIE CPEACTBA MPSIMOTO JIEHCTBHS;, HYKJICO3UIHBIC U HYKICOTHIHBIE HHTHOUTOPHI

00paTHOM TPAHCKPUNTA3bI.

Kon ATX: JOSAFO05

MexaHu3M IeHCTBUS

JlamuByIMH — aHaJoOr HYKJIEO3UJO0B, OOJalalolMii aKTHUBHOCTBIO B OTHOLIEHHM BHpYcCa
ummyHoedunurta yenoBeka (BUY) u Bupyca rematura B (HBV). JlamuByaun moasepraercs
BHYTPUKIIETOYHOMY MeTab0JIn3My ¢ 00pa30BaHUEM aKTUBHOI'O ITPOM3BOIHOIO — JJaMHUBY/AMHA 5'-
tpudocdara. OCHOBHOM MeXaHHU3M JAECUCTBUS — OJOKMpPOBAHUE CHUHTE3a LM B IpoLEcce
oOparHoii tpanckpunimu BHUY. Tpudochar obnamaer CceneKTUBHOW HMHTHOMpYOIIEH
aKTHBHOCTBIO B OTHoIIeHHH perummkanmu BUY-1 u BUY-2 in vitro, a Takke aKTHBHOCTBHIO B
OTHOILEHUM PE3UCTEHTHBIX K 3UIOBYIMHY KiIuHMuYeckux uszoiasitoB BUY. He naGmromanuchk
aHTaroHucTHYeckue 3pdexTrI in Vitro mpu 0JHOBPEMEHHOM NMPUMEHEHHUH JTAMUBYIUHA U APYTUX
AHTUPETPOBUPYCHBIX IpenapaToB (MCCIEIOBAaHHBIE BeELleCTBA: abakaBUp, JIUIAAHO3MH,

HEBUPAIIUH U 3UJIOBY/IMH).

PesncreHTHOCTD

PesuctentHocts BUY-1 k namuBynuHy o0yciaoBieHa 3aMeHONH aMUHOKUCIOTHI M184V BOmu3u
aKTUBHOI'O IIEHTpa BHUpPYCHOM oOparHoW TpaHckpuntassl (OT). JlaHHBI BapuaHT MyTaluu
BCTpeUyaeTcss Kak B YCJIOBHAX IN Vitro, Tak u y uHQuuupoBanHsix BWY-1 mnamnueHToB,
MOJIyYaBUINX AHTUPETPOBUPYCHYIO TEPAMUIO, BKIIOYAIOUTYI0 JJaMUBYAUH. [Ipu Mmyrauuu M184V
3HAYUTEIbHO CHIDKACTCS YYBCTBUTENIBHOCTh K JIAMUBYJMHY W YMEHBILIAETCS CHOCOOHOCTh
BUpyca K perukanuu in Vitro. B wuccriemoBaHusx N Vitr0 OBLIO  yCTaHOBJEHO, 4TO
PE3UCTEHTHBIE K 3WIOBYJIMHY H30JIATHl BHpyCa MOT'YT CTAHOBHUTBCS UYBCTBUTEIBHBIMH K €T0
JIEHCTBHIO, €CIIN Y ATUX M30JTOB OJHOBPEMEHHO Pa3BUBAETCA PE3UCTEHTHOCTH K JIAMHUBY/IHHY.
OpnHako KIMHUYECKOE 3HAUEHUE ITUX JIaHHBIX 10 HACTOSIIETO BPEMEHHU HE OIIPEJIENIEHO.

JanHble in Vitro, kak mpaBmIiIo, YKa3bIBalOT HA TO, YTO MPOJODKEHNE MPUMEHEHHS JIAMUBYIUHA
B COCTaBE€ AHTHUPETPOBUPYCHOM TEpamuy, HECMOTPs Ha pa3BuTue Myrtauuu M184V, moxer
IIPUBECTH K MOSBICHUIO OCTATOYHON aHTUPETPOBUPYCHOI aKTUBHOCTH (BEPOSTHO, B pE3yJIbTaTe

YXyACHUusA pCHHHKaHTHOﬁ CIIOCOOHOCTHU Bprca). Kinuandeckas 3HAUMMOCTD 3THX PE3YJIbTATOB
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" EOCOBA DCTE 00027
HE yCTaHOBJIEHA. B AelCTBUTENTLHOCTH, TOCTYIHEIC KJ'II/IHI/IIIGCKI/Ié:LHaHHBIg 5‘{5 Om'éHHqé'Hm u

HE TO3BOJSIOT CJAeJaTh OJHO3HAYHBIA BBIBOA B 3TOH oOnactu. B mobom ciydae, Hadano
NPUMEHEHHS HYKJICO3UAHBIMH MHrHOuTOpamMu obpatnoil Tpanckpuntassl (HUOT), k koTOpbIM
BUpPYC BCE €Ile YYBCTBHUTENEH, BCErJa JOJKHO OBITh 0Oojiee MPEeArnoYTUTEIbHBIM, YeM
MPOJOHKEHHUE Tepanuu JaMUBYIUHOM. TakuMm 00pa3oM, MpoI0JKEHHE TEPANuU JIAMUBYAUHOM,
HECMOTpsl Ha mosBieHue Mmyrtanuu MI184V, crnenyer paccmarpuBaTh TOJBKO B Clydae
orcyrcTBUs Ipyrux aktuBHbIx HUOT.

Mytanuss OT MI184V npuBOIUT K pPa3BUTHUIO MEPEKPECTHON PE3UCTEHTHOCTH TOJBKO K
AHTUPETPOBUPYCHBIM MpenaparaM Kiacca HyKJICO3UAHBIX MHTUOUTOPOB. 3UOBYIMH U CTaBYAUH
COXPAHSIIOT aHTUPETPOBUPYCHYIO aKTUBHOCTH B OTHOLIEHUH mTaMMOB BUY-1, pe3aucTeHTHBIX K
JaMUBYIMHY. AGaKaBUp COXpaHIET aHTUPETPOBHPYCHYIO aKTUBHOCTh B OTHOIICHUH IITAMMOB
BUU-1, pe3ucTeHTHBIX K JIAMUBYAMHY U 00JafaromMX ToJIbko MyTanuei M184V. Illtammerl ¢
mytanueid OT M184V nemMoHCTpUpPYIOT MEHEe ueM 4-KpaTHOE CHUKEHUE YYBCTBUTEIBHOCTH K
JUJAHO3MHY; KIMHUYECKOE 3HAYEHHUE 3THUX JIAHHBIX HEU3BECTHO. TeCThl Ha YyBCTBUTEIHHOCTH
In Vitro He OBUTM CTaHAAPTU30BAHBI, U UX PE3yJIbTAaThl MOTYT BapbHPOBaTh B 3aBUCHMOCTH OT
METOIOIOTUYECKUX (PaKTOPOB.

In vitro JaMuByIMH OKa3biBaeT Cilab0e MUTOTOKCHYECKOE JEHCTBHE HA JTUM(OLUTHI
nepuepuyeckoil KpoBH, Ha M3YYEeHHBIC JUM(OIMUTAPHBIE M MOHOIUTAPHO-MaKpodaraibHbIe

KJICTOYHBIC JIMHUU U PAJ KIICTOK-IIPEAICCTBECHHUKOB KOCTHOI'O MO3Tra.

5.2. ®@apmakoKHHeTHYeCKHUe CBOHCTBA

AOGcopbuus

JlamMMBYIMH XOpOILIO BCACHIBAETCS M3 JKEIYJOYHO-KMILIEYHOIO TpakTa. buomocTynmHoOCTh
JaMHUBYJIMHA y B3pOCIBIX IOCIIE MpHeMa BHYTpbh 00bIuHO cocTtaBiser 80-85 %. Ilocne mpuema
BHYTpb cpefHee BpeMs (tmax) AOCTHKEHHS MaKCUMaJbHOM KOHLIEHTPALlUM JIaMUBYAHMHA B
cbIBOpoTKEe KpOBU (Cpmax) coctaBisieT okojo 1 u. Ha ocHOBaHMM NaHHBIX, NOJyYEHHBIX B
UCCIICIOBAaHUM C YYacCTHUEM 3J0POBBIX TOOPOBOJIBIEB, HpPU IMpHUEME TEPaNeBTHUECKOW J103bI
150 mr gBa pasa B cytku cpeassst (KB - koaddunuenT Bapuanmum) paBHOBECHAsI KOHIICHTPALIUS
Cmax ¥ Cpin TaMHBYJMHA B T1a3Me KpoBH coctaBisieT 1,2 Mxr/mi (24%) u 0,09 mxr/mi (27%),
coorBercTBeHHO. Cpennsisst (KB) AUC (miomans mnoj  (papMakOKHMHETHYECKOM KpUBOU
«KOHIICHTpAIMS-BPEMsI») B MHTEpBaJIe MEKXAY puemamu 12 u cocrasisiet 4,7 Mkrxu/mi (18%).
[Ipu TepaneBTueckoit mo3e 300 mMr ommn pa3 B cyrku cpeaass (KB) paBHoBecHas
KOHTEHTPAUA Chax, Cmin 1 AUC B uHTEpBajie Mexay npruemamu 24 49 coctapisieT 2,0 MKT/MIT

(26%), 0,04 mxr/mn (34%) u 8,9 Mxrxu/mi (21%) cOOTBETCTBEHHO.
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N CHUKCHHE ™

[Ipuem namuBynMHA BMECTE C MUIIEH BBI3bIBAGT

OJTHAKO HE BIIMSET Ha OOIIYyIO CTereHb adcopOLuu IaMUBYIMHA (PAaCCUUTAHHYIO HA OCHOBAHUU
BenmuuuHbl AUC).

He oxwunaercs, 4To mpueM U3MEIbUYEHHBIX TabJETOK ¢ HEOOJBIIUM KOJIUYECTBOM MOIYTBEPAOI
MUIIA WK SKUJIKOCTH MOBJIHSET Ha (papMaKoJIOrnyecKre CBOMCTBa penapara u, CJie0BaTeIbHo,
HA  KIWHUYECKHH  3(dekr. DTOT BBHIBOJI OCHOBAaH Ha  (U3HKO-XUMHYECKHX U
(apMaKOKMHETUYECKHUX JaHHBIX TIPU YCIOBUH, YTO MAMEHT U3MEIbUACT U CMEIINBACT C MHIIEH
niH kuKocThio 100% TabiieTku, ¥ MPUHUMAET He3aMeIJIUTEIIBHO.

CoBMecTHOE IPUMEHEHHUE 3UAO0BYIMHA NMPUBOJUT K YBEIWYCHHUIO SKCIIO3UIIMU 3UJOBYAMHA HA
13% u yBEIMYEHHIO MaKCUMaJIbHOM KOHLEHTpPAlUU B IUIa3Me KpOBU Ha 28%. 3TO sBJIEHUE HE
CUMTAETCS 3HAUUMBIM JUIsi OE30MaCHOCTH MAlMEHTOB M, CJIEJ0BATEIbHO, HE TpeOyeT KOPPEeKLIUu

JI03.

Pacupenenenue

[To nmaHHBIM KIMHUYECKUX MCCIIECOBAHUN NpPU BHYTPHUBEHHOM BBEACHHUU CPEIHHI 00BeM
pacrpenenenus JaMUByIMHA cocTaBisieT 1,3 J/Kr, a HabI0JaeMblil TIEpHO TOTYBBIBEACHUS —
5 - 7 u. CpeHuil CHCTEMHBIN KIMPEHC JJAMUBYAMHA COCTaBIsieT npubauszurenbHo 0,32 ni/4/kr,
OOJBIIYI0O YacThb KOTOPOIO COCTAaBIISIET IOYEYHBIH KIUPEHC dYepe3 CUCTEMY TpaHCIopTa
OpraHu4eckux KaTuoHos (6osee 70 %).

JlaMUBYZIMH TIPOSIBISIET JTUHEWHYIO (apMaKOKMHETUKY NpU MPHUMEHEHHH B TEPANeBTUYECKOM
JMana3oHe 703 M HU3KYI0 CTENEeHb CBS3bIBAHHS C OCHOBHBIM O€JIKOM IJa3Mbl KpPOBH —
anbOyMuHOM (< 16% - 36% 1O CpaBHEHHIO C CHIBOPOTOYHBIM allbOYMHHOM B UCCIICAOBAHUSX N
Vitro).

OrpaHudeHHbIE JaHHBIE YKa3blBalOT HAa TO, 4YTO JIAMUBYJIUH NPOHUKAET B LEHTPAJIbHYIO
HepBHyl0 cucreMy (LIHC) m cnuaHOMO3roByro xkuiakocte (CMIXK). Yepes 2 - 4 u mocne
NIEPOPAJILHOTO NPpHUEMA COOTHOIIEHNE KOHIIEHTpanuu jJamuByauHa B CMOK u ceIBOpoTKe KpoBHU
B cpeaHeM cocTaBisuio npubiausutenbHo 0,12. McTuHHaAs creneHb NPOHUKHOBEHUS, a TaKKe

CBSI3b C KIIMHNYECKON 3()(hEKTUBHOCTHIO HEU3BECTHBI.

buorpancdopmarms

AxTuBHas ¢opma JaMHUBYIWHA, BHYTPUKJIETOUHBIA JaMuByIuHa Tpudocdar, nmeer Ooiee
JUINTENIbHBIA KOHEYHBIH TMepHoja TMONyBbIBEACHUS M3 KIeToK (16-19 1) mo cpaBHEHHMIO C
MEPUOJOM TOJYBBIBEIEHUS €0 U3 IIa3Mbl KpoBu (5-7 4). CorinacHO JaHHBIM, MOJTYYEHHBIM OT
60 B3pOCIBIX 3I0POBBIX JTOOPOBOJBIEB, (PAPMAKOKMHETUYECKHUE MMapaMeTPhl JIAMUBYJWHA TIPU

npueme B 1o03e 300 mr 1 pa3 B CyTKHM B paBHOBECHOM COCTOSIHUM SKBHBAJIEHTHBI TAKOBBIM IPH
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npueme B no3e 150 mr 2 paza B CyTKH 1O MOK aTessaM. nn Ianﬁ]l;oEz[ lKl’EI/IBIG-I/Jfl ;i(b-lljlﬁe;{tff)élﬂl/m-
Bpemsi» Ha npoTsukeHnn 24 1 (AUC4) u Ciax VIS BHYTPUKIIETOYHOTO TaMUBYAUHA Tpudocdara.
JlaMUBYIMH TPEUMYIIIECTBEHHO BBIBOJAMTCS B HEM3MEHHOM BHUE NoukaMu. MeTtabonnueckue
B3aMMOJICHCTBYS JIAMUBYAMHA C IPYTUMHU JIEKAPCTBEHHBIMU ITperapaTaMu MaJlOBEPOSITHBI BBULY
HE3HAYUTeNIbHOro MeTtabonu3Ma B neueHu (5-10 %) um HU3KOM cTereHu CBS3bIBAaHUS C OelKaMu

IJ1a3Mbl KPOBHU.

DIMMUHALIUA

B nccnenoBanusx ¢ ydacTHeM NAlMEHTOB C MOYEYHOW HEAOCTaTOYHOCTHIO OBUIO TOKa3aHO, 4TO
HapylieHHe (QYHKIMM IOYEeK BIMSACT HA BHIBEJCHHE JIAMUBYAWHA. PEKOMEHIyeMblil peXuM
JO3MPOBAHUS JUIS TAIIMEHTOB C KJIMPEHCOM KpeaTMHHHA MeHee S0 MJI/MHMH MPUBEJIEH B pasene
«4.2. Cnioco0 mpuMeHEeHus 1 103bD».

BzaumopeiicTBue ¢ TPUMETONPUMOM — KOMIIOHEHTOM KO-TPUMOKCAa30ja — TPHUBOAMUT K
HOBBIIIEHUIO YKCIO3ULUHU JaMuByauHa Ha 40 % Mpu NpUMEHEHUU B TEPaNleBTHUECKUX J103aX.
Tem He MeHee, 32 HCKIIFOYCHHEM TTallMEHTOB C MMOYEYHON HEJTOCTATOYHOCTHIO, KOPPEKIHS JTO3bI
He TpeOyercs. CieayeT TIaTeabHO OIIEHUBATh BOSMOXKHOCTH OJTHOBPEMEHHOTO MPUMEHEHUS KO-

TPUMOKCa30Jia C JIaMUBYJIHUHOM Yy IMAHUCHTOB C IMOYECYHOM HEAOCTAaTOYHOCTBIO.

JInia mo)Kujaoro Bo3pacra

Jlannbie o (hapMaKOKWHETHKE JJAMUBYIMHA Y ITALIMEHTOB CTapIIe 65 JeT OTCYTCTBYIOT.

IToyeyHas HETOCTATOYHOCTD

VY manueHToB ¢ HapylmeHHeM (PYHKIMHM MOYeK KOHILIEHTpAalUs JaMUBYJIWHA B IUIa3Me KPOBU
(AUC) mnoBblmieHa BCIEICTBUE CHUKEHHOTO KiUpeHca. Takum o0pa3oM, HalMeHTaM C

KIIMPEHCOM KpC€aTHMHHHAa MCHEC 50 mu/MuH 03y JIJaMUBYAWHA HCO6XO}II/IMO CHUMXKATh.

IIeueHOUHAS HEAOCTATOYHOCTD

I[aHHBIe 0 IHNPUMCHCHHU IJIaMUBYJIHHA Y IIAIIUCHTOB CO cpe):[Heﬁ U TSKEIOH CTEIEHbBIO
HApYUICHUA (bYHKI_II/II/I Ne4YeHn CBUACTCIBLCTBYHOT O TOM, YTO HAPYHICHUC (I)yHKI_II/II/I IICYCHHU

CYILIECTBEHHO HE BIMSIET HAa ()apMaKOKHMHETHUKY JIAMUBY/MHA.

bepemeHHOCTD

dapMaKOKMHETHKA JJAMUBYIUHA MTPU OEPEMEHHOCTH HE OTJIMYAETCS OT e€ro (apMaKOKHHETHKU Y
HeOepeMeHHBIX. KOHIIeHTpaIis TaMUBYAHHA B CBIBOPOTKE HOBOPOXKICHHBIX JTETEH HAa MOMEHT
poXaeHusl Obla Takas ke, KaKk B CHIBOPOTKE KPOBH MaTepu W MYMOBUHHOW KPOBH, YTO

COTJIaCy€eTCA C fIaHHBIMU O IMMAaCCMBHOM IMMPOHUKHOBCHUHU JIAMHUBY/IMHA Y€PE3 TIJIALICHTY.
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AbcomoTHass OMOIOCTYNHOCTh JIaMHUBYAMHA (TpuUMepHO 58-66 %) Obuta Hmke u  Oomee
U3MEHUYMBON y neredl mutammie 12 mer. Ilpwem nammBymuHa y agereid B (opme TabIeTOK
OIHOBPEMEHHO C JPYTUMH AaHTUPETPOBUPYCHBIMH IIpernaparaMu B Qopme TabJeToK
obecrieunBanl Oosiee BhicOkHe 3HaueHU AUC, um Cpax JIaMHBYIMHA B IUla3M€ KPOBH TIO
CpPaBHEHHMIO C PacTBOPOM JJisi MpHEMa BHYTpPb, NMPUHHUMAEMbIM OIHOBPEMEHHO C JIPYTUMHU
AHTUPETPOBUPYCHBIMH TIpemaparaMd B (opMe pacTBopa JUIs IpueMa BHYTpb. Y JIeTei,
MOJIyYyaBUIMX JIAMUBYIMH B QopMme pacTBopa [uis IpueMa BHYTPbh B COOTBETCTBUU C
PEKOMEH/IOBaHHBIM PEKHUMOM JI03UPOBAaHMSI, ObLIa JOCTUTHYTA JKCHO3UIMS JIaMUBYIHWHA B
IUIa3Me KpOBH, 3HAYCHHS KOTOPOH HaXOAWINCh B [MANa3oHE, IOJYyYEHHOM Y B3POCIBIX
NAlMeHTOB. Y JeTei, NMPUHUMABIIMX JAMHUBYIAHUH B (opMe TableTOK B COOTBETCTBUU C
PEKOMEH/IOBAaHHBIM PEXUMOM JO3HPOBAHMS, SKCIO3UIIMS JTaMUBYIWHA B IJa3Me KpOBH Oblia
BbIIlIE, YEM Yy JeTeil, MPUHUMABIIUX JAMUBYAHMH B ¢dopMe pacTBopa [Uisl MpHEMa BHYTPb,
MOCKOJIBKY TIpU TIpUEME Ipernapara B Gopme TabJIeTOK MAIMEeHTHI MOJy4aroT OoJiee BBHICOKHE
JI03bI B IEepecyeTe Ha MI/KI' Macchl Tela, ¥ JAaMHUBYAMH B (opMe TabJIETOK XapaKTepU3yeTcs
Oosee BBICOKOM OHMOAOCTYMHOCTHIO. DapMaKOKMHETUYECKUE UCCIICOBAHUS TMPUMEHEHUS
JamMHUBYyJIUHA B (hopMe pacTBOpa AJid IpUeMa BHYTPh M TaOJIETOK y JeTel MoKaszalld, 4TO MpHEM
npenapara 1 pa3 B cyTku skBuBajieHTeH 1o nokasarento AUCy.o4 mpueMy mpenapara 2 pasza B
CYTKH B TOH k€ oO11ell cyTouHOM J03e€.

Jannsle no hapmMakoKWHETHKE MpernapaTta y AeTel B BO3pacTe Milajiie 3 MecsleB OrpaHUYCHBI.
Y HOBOPOXIEHHBIX Ha TIEpBOM HeZAENe JKU3HM, BEPOSTHO, BCIEACTBUE HE3PEIOCTH
BBIIETIUTENIbHOM (YHKIIMM TIOYEeK U HENOCTOSHCTBA IOKa3arened abcopOuuu, KIMPEHC
JaMUBY/IMHA TIpU TIpUEME BHYTPh ObUT CHIDKEH IO CPaBHEHHIO C JIETbMH OoJiee CTapIiero
Bo3pacTta. TakuMm o0pazom, A TOCTUIKEHUS SKCIO3UIMH, CXOJHON C TaKOBOM Y B3POCIBIX U
JeTelf, peKOMEHJOBaHHas J03a i HOBOPOXKJIEHHBIX COCTaBJIsleT 2 MI/KI 2 pa3a B CYTKH.

JlanHble IO MPUMEHEHHUIO MIpenapaTa y HOBOPOXKACHHBIX cTapiie 1 HeAeau OTCyTCTBYIOT.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BcOMOraTe/bHbIX BellleCTB

Snpo TadIeTKn

Marnus creapat
Kpockapmemnnosa HaTpus

[enmrono3a Mukpokpuctanaeckas (tun 102)
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(NOCNEQCBATENEHOCTE 0002)

[1nenouHast 000JI0YKa

['otoBoe nmokpeiTHe 6enoro Beta WT-10019P Genprii:
I1oNMMBUHUIOBBINA CIIUPT

JlenmuTHH COEBBIN

Makporoxa 4000

Turana qguokcung

Tanbk

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpox rogHocTH (CPOK XpaHeHHUs1)

2 roza.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUHU

B 3amunienHom ot cBeTa Mecte Ipu Temieparype He Boiie 25 °C.

6.5. Xapakrep u coaepxkaHue NePBUYHONH YIAKOBKH

ITo 10 TabieTox B CTpUI U3 AITFOMUHUEBOMN (DOJIBIH.

ITo 1, 3, 6 win 10 cTpunoB BMECTE C HHCTPYKIUEN 10 MEAULIMHCKOMY IPUMEHEHUIO B MaUKy U3
KapTOHa Ul NOTPeOUTEIbCKON Taphl THIA XPOMOBBIN HJIM XpOM-3p3all.

ITo 10 Tabnerok B 6ucTep u3 mieHku [I1BX u Gonasru amroMuHneBo.

ITo 1, 3, 6 unu 10 GiucTepoB BMECTE C MHCTPYKLIMEH MO MEAULIMHCKOMY MPUMEHEHHIO B TaUKy
U3 KapTOHA Ui OTPEOUTEIHCKOM Taphl TUIIA XPOMOBBIN MIIM XpOM-3p3all.

[To 10, 30, 60 umu 100 TabneTok B IUIACTUKOBYIO OaHKy W3 NOJMATWIEHTepedTanarta,
YKYIOPEHHYIO IUIACTMKOBOM KpPBIIIKOM W3 TOJMATUJICHA BBICOKOW IIOTHOCTHM W HHU3KOIO
JIaBJICHUSI, C KOHTPOJIEM IIepBOro BCKpbITUSA. Ha OaHKY HaKk/IeUBalOT 3TUKETKY U3 Oymaru nucuein
WJIU Y TUKETOYHOM.

1 OaHKy BMecTe C HMHCTPYKIHMEH 10 MEIUIMHCKOMY NPUMEHEHHUIO B MAayKy M3 KapTOHa I

HOTpG6HTCJ’IbCKOﬁ Tapbl TUIIA XpOMOBLIﬁ HJIU XpOM-3p3all.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TNPHM  YHUUYTOXKEHHMH  HCIHOJb30BAHHOIO
JIEKAPCTBCHHOI'0 nmpemapara nJIn 0TX0/10B, MOJTYYCHHBIX mnmocJjie NMPUMEHECHUSA
JIEKAPCTBEHHOI'0 MpenapaTra v JIpyrue MaAaHUMyJISIIUN C PenapaToM

OcoOble TpeOOoBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHU A

Poccus
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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(NOCNEQCBATENEHOCTE 0002)

000 «2aBancy @apmay

308010, benropoackas o0i., MyHUIMNAJIbHBIM paiion benropoackwii, r.n. mocenok CeBepHBIH, MIT.
Cesepubli, ya. bepesonas, 31. 5.

Ten.: +7 (4722) 20 23 19

e-mail: factory@atcl.ru

7.1. lIpeacraBuTeib AepKaTesisi PerucTPAIIMOHHOTO YA0CTOBEPEeHUSA

[Iperen3uu noTpeduTeneil HaNPaBIATH 110 aPECY:

Poccus

000 «2aBancy @apmay

308010, benroponackast 06:1., benropoackuii paiton, nrr. CeBepHsIii, yi. bepe3osas, 31. 5.
Ten.: +7 (4722) 20 23 19

e-mail: factory@atcl.ru

8. HOMEP PETUCTPAIIMOHHOI'O YJOCTOBEPEHUS

9. TATA NEPBUYHOM PETHCTPALIMM (MOATBEPXIEHUS PETUCTPAIIUU,
INEPEPETUCTPALIMN)

JlaTta mepBoii perucTpaiuu:

10. JATA HEPECMOTPA TEKCTA
OOmast xapakTepUCTHKa JIEKapCTBEHHOro mpemnapara JlamMuByauH-DJIBaHCH JOCTYIHA Ha
MH(OPMaLIOHHOM rnopraie EBpazuniickoro SKOHOMHUYECKOI0 COr03a B

nH(pOpPMAIIMOHHOKOMMYHHUKAIIMOHHOM ceTn «HTepHeT» http://eec.eaeunion.org/
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