At 05.05 2025 N 11592

P

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEAHOT OTIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

JlamuByuH, 150 Mr, TabIeTKH, TOKPHITHIE TUIEHOYHON 000I0YKOM.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytolee BENIECTBO: JIAMUBYIUH.
Kaxxnas tabnerka, HOKphITas MJIEHOYHON 000109KOM, coaepkuT 150 Mr namuByauHa.

[TonHbIl epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTku, MOKPBITHIE TNICHOYHOH 000I0YKOM.

Kpyrieie OBOSIKOBBITYKIIbIE TaOJIETKH, MOKPHITHIE IUICHOYHOH OOOJOYKOW OENoro Wi MOYTH
Oeroro 1Bera ¢ puckoil. Ha monepeuHom paspese TabIeTKH BUIHBI IBa CIIOS: PO MOYTH OEI0ro
I[BETa M TUIEHOYHAs 000JI0UKa.

TabneTKy MOKHO pa3/IeTuTh Ha PaBHBIC TTOJIOBUHBI.

4. KIMHNYECKUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO
[Tpenapat JlaMuByAurH MOKa3aH K MPUMEHEHHIO Y B3POCTBIX U JeTel C Maccoil Tena 6omnee 14 kr

quist nedenns BUY-undexnum B coctaBe KOMOMHUPOBAHHON aHTHPETPOBUPYCHOMN TEpaInu.

4.2. Peskum 103MPOBAaHNS M CIOCO0 MPUMeEHEeHUs!
[Tpenapat JlaMuBY/IMH 10JIKEH Ha3HAYaThCs BPayoM, UMEIOIINUM ONbIT JeueHuss BUY-undexum.

PexxuM 103upoBanus

Bspocnvie

Pexomennyemas no3a namuBynnHa cocrasiseT 300 Mr B cytku: no 150 mMr aBa pasa B CyTKH WU
1o 300 Mr oiMH pa3 B CYTKH.

[Tpu nepexojie OT pexxrMa IpUeMa JiBa pas3a B CyTKH K PeKUMY ITpHeMa OJIMH pa3 B CYyTKHU CIIEAyeT
IPUHATH TEPBYI0 PEKOMEHIYEMYIO OJIHOKPAaTHYIO J03y IpHUMEpHO uepe3 12 dacoB mocie
NOCJIEAHEN TPUHATOM A03bI [0 PEKMUMY ABYKPAaTHOIO IIPUEMA, a 3aTEM IPOAOKATH IPUHUMATh
PEKOMEHIYEMYIO OJHOKPATHYIO 103y NPUMEpHO Kaxiable 24 uaca. IIpu Bo3BpaTe K pexumy
npueMa JBa pa3a B CYTKU CIEIyeT NPHUHATH IEPBYI0 PEKOMEHAYEMYIO J03Y MO PEXUMY

JIBYKPaTHOTO IPHEMa IPUMEPHO Yepe3 24 4acoB MOCIIE MOCIEIHEN TPUHATON OHOKPATHOM JTO3bI.

Crpannna 1 u3 19



COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 05.05.2025 N= 11592

ol ok

[Ipu mepexone or mpuema JaMUBYIWHA B (opme pacf%ﬂéﬂ%ﬁé\ﬁ %M;z'm B I:ll?;: H)UDMG

TabJIeTOK, MM HA000POT, HEOOXOJMMO CIIEI0BaTh PEKOMEHIAIIMAM I10 JO3UPOBAHUIO TpenapaTa,
YCTAHOBJICHHBIM IS KaXKI0H KOHKPETHOM JIEKapCTBEHHOH (POPMBI.

Oco0nlie T'PpYHOIIbI TAIKMEHTOB

Tayuenmsi noscunozo 6ospacma

JlanHble MO MPUMEHEHHIO JAMHUBYIUHA y ATOW KAaTErOpUM MAIlMEHTOB OTCYTCTBYIOT, OJHAKO
clenyeT coOaaTh 0COO0YI0 OCTOPOKHOCTD MPH MPUMEHEHHUHU Tperapara y TaKuxX NaleHTOB B
CBSI3M C BO3PACTHBIMH HM3MCHCHHSIMH, TAaKUMHU KakK yXyAlIeHUEe (PYHKIIMUA TOYEK U M3MEHEHHE
MOKa3aTeyiel KPOBH.

Tayuenmsi ¢ HapyweHuem gyHKyuy novex

VY nanueHToB ¢ HapylieHueM (YHKIMHM TMOYeK CpeIHEd M TSKENOM CTENeHH KOHIEHTpalus
gamuByauHa B 1uasme kKpoBu (AUC — rmromans mox (papMakOKHHETHUECKOW KpPUBOM
«KOHIICHTpAIIHMSI-BPEMsI») MOBBIIICHA BCJICACTBUE CHUKCHUS KIHPEHCA.

[ToaToMy y TamMEeHTOB C KJIMPEHCOM KpearnHuHa MeHee 30 MII/MUH IS CHIDKSHHS 03Bl
HEO0OXOUMO MTPUMEHSTh JAMUBYIUH B JIEKAPCTBEHHOU (popme pacTBOp s IpreMa BHYTPb.

PexoMeHngaluu 1o HOI[6ODV JI03bI Y B3POCJBIX M JICTEH ¢ Maccol Tena He MeHee 25 Kr

KimpeHnc kpearnauna IlepBas no3a [TopnepxuBaromas no3a
(Ma/MuH)
ot 30 go 50 150 mr 150 mr oguH pa3 B CyTKH
MmeHee 30 [TpoTuBONOKa3aHo (JUIsI JaHHOM JeKapCTBEHHOM (OPMBI).

PexoMennyercss TNpuUMEHEHHWE JaMUBYJIMHA B  JIpPYrou

JIEKapCTBEHHOM (opMe («pacTBOP ISl IpUEMA BHYTPHY).

V nereii ¢ maccoil Tena ot 14 kr 10 MeHee 25 KI ¥ HapylIeHHeM (YHKLIUHU [T0YeK HEOOXOIMMO

IpUMEHEHHE JIaMUBY/IMHA B JIEKAPCTBEHHOM (hopMe pacTBOp Il IpUeMa BHYTPb.

THayuenmol ¢ napywenuem yHKkyuu nevenu

JlanHble, MOTy4YeHHbIE Y MAIMEHTOB C HapylleHHeM (YHKIUU TNEYEeHU CpedHEed U TshKeIou

CTETEHH, IMOKa3bIBAIOT, YTO AUCHYHKIMS MEUEHH HE OKa3bIBaeT CYIIECTBEHHOE BIIMSHUE Ha

(bapMaKkOKUHETHKY JIaMUBYJIUHA. VcXoas W3 3THX JAaHHBIX, JUIS MAlMEHTOB C HapyIIEHUEM

(GYHKIMY TeYeHU CPpeAHEN U TSKENOM cTeneHr KOPPEKIUs 103bI He TpeOyeTcsl, 3a NCKII0UEHUEM

CIIy4aeB, KOT/1a HapylleHne (QyHKIMU IIEYEeHU COMIPOBOXKIAETCS HapylIeHneM (QYHKIIUU TTOYEK.
eTH

Jlemu ¢ maccoii mena ne menee 25 ke

PexxnM 103upoBaHus y IeTel ¢ MacCoil Tena He MeHee 25 KI' aHAJIOTHYEH PEeXUMY JO3UPOBAHUS

Y B3pOCJIBIX.
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(NOCNEOOBATENEHOCTE 0001)

Jlemu ¢ maccoti mena om > 20 ke 0o < 25

Pexomenayemas o0miasi cyTouHasi 103a JaMHUBYIMHA COCTABISIET 225 MT:
o s rtabmerku 150 mr (75 mr) yrpom u 1 nienast rabsnerka 150 Mr Beuepom, uiu
e 1 wu ' tabnerku 150 mr (225 Mr) oauH pa3 B CYyTKH.
Jlemu ¢ maccoii mena om 14 ke 0o < 20 ke
Pexomenayemast o0miasi cyrouHasi 103a JaMHUBYIMHA cocTaBisieT 150 mr:
e s rtabnerku 150 mr (75 mr) nBa pa3a B CyTKH WU
e | menas Tabnerka 150 Mr oguH pa3 B CyTKH.
Jlemu ¢ maccoii mena menee 14 ke
[Ipumenenue npemnapata B hopme TabJICTOK y IeTeH C Maccoi Tena MeHee 14 KT mpoTHBOIIOKa3aHO
B CBSI3H C HEBO3MOXKHOCTBIO KOPPEKIIMH 03Bl B 3aBUCHUMOCTH OT Macchl Tena. JlersaM ¢ maccoit
Tesa MeHee 14 Kr ciieayeT Ha3HavyaTh JJAMUBYIUH B (hopMe pacTBOpa IJisi IpueMa BHYTPb.

Cnoco0 nnpuMeHeHus

[Tpenapat JlaMuByIMH MPUHUMAIOT BHYTPb BHE 3aBUCUMOCTH OT MpHUeMa MHIIIH.

s obecrieueHUs] TOYHOCTH JO3MPOBAHUS Mpernapara TableTKU PEKOMEHIYeTCs MpOoriaThiBaTh
MOJIHOCTBIO, 0e3 wu3MenbueHus. /[l mManueHToB, KOTOpPHIE HCHBITHIBAIOT TPYJHOCTU C
nporjaTbiBaHUEM TaOJEeTOK, MpeJHa3Ha4YeHa JIEKapCTBEHHas (opma pacTBOpa Ui TNpHeMa
BHYTpb. B KauecTBe anbTE€pHATHUBBI JIOMYCKAETCS H3MEIbUEHUE TAOJIETOK C IOCIEAYIOLUIUM
nepeMenInBaHuEM C HEOONBIINM KOJIMYECTBOM MOJTYTBEPAON MUIU WIH KUIKOCTH, IPU 3TOM

MOJIYYCHHYIO CMCCh HCO6XOI[I/IMO MPUHATD BHYTPb IMOJIHOCTBIO U HE3aMCJIMTCIILHO.

4.3. TlpoTuBONOKa3aHUS
® TUMNEPYYBCTBUTEIHHOCTH K TAMHUBYIMHY W/WUIH K IFOOOMY U3 BCIIOMOTAaTEeIbHBIX BEIIECTB,

MEpPEUNCIICHHBIX B paszzene 6.1.

4.4. OcoOble ykazaHMsl M1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH
ITpumenenue npenapara JlaMmuByIMH B Ka4eCTBE MOHOTEpPAIIUU HE PEKOMEHIYETCSL.

Hapyiienue d)VHKHI/II/I NOYECK

VYV nanueHToB C HapymieHHeM (QYHKIIUU TIOYeK CPEAHEH M TsHKEJIOM CTENeHU KOHIEHTpaIus
JamuByanHa B miasme kpoBu (AUC) moBbliieHa BCIIEACTBHE CHUYKEHUS KITUPEHCa JIAMUBY/IHHA,
MO3TOMY TaKUM MaI[UEHTaM TPeOyeTCs KOPPEKIIHsI TO3bI.

TpoiiHasg HYKIJIEO3UHAA TEPAUI

bbuin mosyueHsl COOOIIEHHS O BBICOKOW YacTOTE CIy4aeB BHPYCOJIOTHYECKOW Heydaud U

BO3HMKHOBCHHUHN PE3UCTCHTHOCTU HA PAHHEM JTalc Npu MpuEME JJaMUBYJIWHA B KOM6I/IHaIII/IH C
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TeHo(oBUpa TU3OMPOKCUIa hymMapaToM H a6aIZaBI/IDOM:: QI%QKMET{EEMQ 'n&z_br}ﬁ'cﬁlénna

dbymapaTroM U TUIAHO3WHOM B PEXXHUME OJIH pPa3 B CYTKH.

OnnopTyHuCTHYECKHE HHPEKIIUU

VY nanueHToB, noaydarouux npenapart JlaMuByiMH win Ipyrue aHTUPETPOBUPYCHBIE IIpenapaThl,
MOTYT Pa3BUTHCS OMMOPTYHHCTHYECKUE MHPEKIMH WU JIpyrue ocioxkHeHus BUY-undexnmn,
MO3TOMY IMAIUEHTHI JOJDKHBI HAXOAUTHCS TI0]] TIIATEIHHBIM HAOIOJCHUEM Bpadeil, HMEIOIINX
OTBIT JieueHwusl manueHToB ¢ BUU-acconmmupoBanHbIMU 3200JICBAHUSIMH.

[Tankpeatut

OnucaHbl peAKUe cllydad pa3BUTHUS NMaHKpeaTUTa MpU NMPUMEHEHHUM JIaMuByauHaA. OQHAKO HE
YCTaHOBJIEHO, BBI3BAHO JIM 3TO OCJI0KHEHUE AEHCTBUEM JIEKAPCTBEHHOTO MPENAPATA WU SBJISETCS
cleZIcTBUEM OCHOBHOTO 3aboneBanus — BUY-undexuun. Jleuenue npenaparom JlamuByaun
HEOOXOAMMO HEMEIJIEHHO TNPEKpPaTHTh TNPH TMOSBJICHUH KIMHHYECKUX CHMITOMOB HWJIH
71a00paTOPHBIX JIaHHBIX, CBUACTEILCTBYIOIIUX O Pa3BUTHH NaHkKpeatuTa (O0nb B KHUBOTE,
TOIIHOTA, PBOTA WJIM TOBBIIICHUE 3HAYCHUN OMOXUMHUYECKUX MapKepoB). CiemyeT mpeKpaTUuTh
MpUEM Mpenapara 10 UCKIOUCHHS JUarHo3a MaHKpeaTuT.

JIakTOoalun103 M BEIpAXKECHHAS I'elaTOMEraans CO CTEaTO30M

HmeroTes cooOIIeHNs O pa3BUTUH JIAKTOAIM103a U BBIPAXKEHHOM reraToMeraiiy co CTeaTo30M, B
TOM YHCJE C JIETAIbHBIM HCXOJOM, BCIEACTBHE AHTUPETPOBUPYCHOW Tepamuu aHajloraMu
HYKJIEO3UJIOB B BHJE OTJENbHBIX IMpPENaparoB WM B KOMOMHAIMM, BKJIIOYas JIAMUBYJIUH.
[TonoGHBIE SIBIIEHUS OTMEUYAIUCH [IaBHBIM 00pa30M y KEHILHUH.

KnuHnyeckre cMMNITOMBI, KOTOPbIE MOTYT YKa3blBaThb Ha Pa3BUTHE JIAKTOAIM03a, BKIHOYAIOT
00111y10 C1a00CTh, AHOPEKCHIO, CTPEMUTENbHYIO0 HEOOBICHUMYIO TIOTEPI0 MACCHI T€JIa, CAMIITOMBI
MOpPAKEHUsSI KEITYJA0YHO-KUIIEYHOTO TpakTa (TOIIHOTa, pBOTa M 0OJIb B JKMBOTE) U OPIraHOB
JbIXaHUs (OBIIIKA U TAXUITHO?), HEBPOJIOTMYECKHE CUMIITOMBI (BKJIFOUYasi MOTOPHYIO ¢1a00CTh).
JleueHne aHajoOraMuM HYKJIEO3WJOB HEOOXOAMMO NPEKpPaTUTh B  CIy4dae pa3BUTHSA
CUMIOTOMATUYECKOW  TUNEpIaKTaTeMUd U MeTabOJIMYEeCKOTOo  aIua03a/JaKToalu/103a,
IPOrPECCUpPYIOUIEH remaToMeraguu Uin ObICTPOro MOBBIIEHUS aKTUBHOCTU aMMHOTpaHcpepas.
JlaxkToa1u103 0OBIYHO pa3BUBAETCS IMOCIE HECKOJIBKHUX MecsleB JiedeHus. CrnenyeTr co0aroaaTh
OCTOPOKHOCTh TpPU NPUMEHEHUU AaHAJOrOB HYKJICO3MIOB JJs JIEYEHUs JI000ro MalueHTa
(0co0EHHO — >KEHIIUH C 0)KMPEHUEM) C TeraToMerainei, renaTUTOM WM IPYTMMH U3BECTHBIMU
dakTopaMy puUCKa TOpPaKEHUS T€YEHM U CTeaTo30M TIeueHu (BKIoyas TpUMEHEHHE
OTIpeIeIeHHBIX JIEKAPCTBEHHBIX IPENapaToB U yNOTpeOIeHNE aTKOToIs).

MutoxoHapuaibHas I[I/ICd)VHKI_II/IH B pC3YyJIbTATC BHVTDI/IVTDO6HOF0 BO3ACHUCTBUS

Anajoru HYKJICO3UJI0B U HYKJIICOTUI0OB CITOCOOHBI BBI3BIBATH PA3IMYHYIO0 CTCIICHD ITOBPCKACHUA

MUTOXOHJIPHI, 4TO HanOoJjee SAPKO MPOSIBISETCS NPU NMPUMEHEHUU CTaByAWHA, AMJIAaHO3WHA U
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COOTEBETCTEYET 3KI(

3UIOBYAMHA. 3aperuCTPUPOBAHbI CIIydaul Pa3BUTHS ': %"EOJ(%%%HJIL%EHE&C iy lKIll'II/]PII \

MY OTYETY

BUY-orpunarenbHbIX  A€TE€H, MOABEPraBUIMXCS  BO3JCHCTBUIO  AaHAJIONOB  HYKIICO3UIIOB
BHYTPUYTPOOHO W/WJIM TIOCNIE POXKICHHS; TJIABHBIM O0pa3oM O3TH ciay4ad ObUIM CBSI3aHBI CO
CXEMaMH JICYEHMS, COIEP)KAIUMHM 3UIO0BYIUH. OCHOBHBIMHM HEKEIATCIBHBIMU PEAKLUAMU
ABJISUIMCh TEMATOJIOIMUECKUE HapYyLIeHUs (aHEMUs1, HEMTPOIIeH!s) ¥ HapyIlleHUs] OOMEHa BELIECTB
(runepnakTtaTeMusi, TUIEPIUIIA3€MHUs). OTH HEXKENaTelIbHblE PEAKIUM YacTO  SBJISJIUCH
TPaH3UTOPHBIMU. BBUIM 3aperucTpUpOBaHbl PEAKUE CIydad HEBPOJOTHMYECKHX PACCTPOUCTB €
[IO3/IHUM Ha4ajoM (MOBBILIEHHE TOHYCA MBIIIL, CYA0pOrd, HapyIIEHUs MOBEACHUs). SIBIAIOTCS
JU JAHHBIE HAPYILIECHUs TPAaH3UTOPHBIMM WM IOCTOSIHHBIMM, B HACTOSIIEE BPEMs HEH3BECTHO.
BeposiTHOCTh pa3BUTHA MUTOXOHAPHAIBEHOW TUC(HYHKIMH CIEAYET pacCMaTpHBaTh y JIIOOOTO
peOeHKa, NOJBEPraBLIErocs BHYTPUYTPOOHOMY BO3AECUCTBHUIO aHAJIOraMM HYKIEO3UJOB U
HYKJIIEOTH/IOB, C BBIP@&XCHHBIMH KJIMHUYECKMMU CHUMITOMaMU HESICHOM J3THUOJIOTHH, B
0COOEHHOCTH HEBPOJIOTHYECKUMH paccTpoiicTBamu. [IpencTaBieHHbIe AaHHBIE HE BIMSIOT Ha
TEKYIINE PEKOMEHAINK 110 IPUMEHEHNIO aHTUPETPOBUPYCHOM Tepanuu y 0epeMEHHBIX KEHIIUH
JUTS PO MIIAKTUKY BepTHKAIBbHON niepenaun BUY-nnpexnnu.

Macca Tena 1 00MeH BCIIICCTB

Macca Tena, a Takke KOHUEHTPALMK JUIIUI0B U TNIFOKO3bl KPOBU MOT'YT IIOBBIIIATHECS BO BPEMS
AHTUPETPOBUPYCHOHN Tepanuu. OTH U3MEHEHHUsSI MOTYT ObITh YAaCTHYHO CBSI3aHBI C KOHTPOJIEM
3a0osieBaHusg M 00pa3oM XHU3HU. BbulM MOJy4YeHBl JaHHbIE, MOATBEP)KIAIOIINE B HEKOTOPBIX
CiIy4asx BJIMSHHUE TE€pallMy HA KOHLEHTPALUIO JIMIIUIOB, B OTHOILICHUH YBEJIMYEHHs MAcChl Tejla
TaKHe JaHHbIE OTCYTCTBYIOT. ClielyeT IPOBOAUTH KOHTPOJIb KOHLIEHTPALNUH JIMITHIOB U TIIFOKO3BI
KPOBH B COOTBETCTBHM C YCTAHOBJICHHBIMH peKoMeHAauusMu 1o tepanuu BUY-nndexium.
Hapymenus nunuanoro ooMeHa Heo0X0IMMO KOPPEKTUPOBATh B COOTBETCTBUM € KIIMHUYECKUMU
MIPOSIBICHUSAMU.

CHHAPOM BOCCTAaHOBIICHUS UMMYHHUTETA

Y BUY-uHQUIMPOBAHHBIX MAlMEHTOB C TSKEIbBIM UMMYHOAC(PHUIMTOM Ha MOMEHT Hadaja
AHTUPETPOBUPYCHOM Tepamuu BO3MOXHO pa3BUTHE BOCHAIMTEIBHOW peakuuu Ha (QoHe
0ECCUMNTOMHBIX OMMOPTYHUCTHUECKUX MHQPEKIUH WM UX OCTaTOYHBIX SBJICHHMH, YTO MOXKET
CTaTh MPUYMHOMN CEPhE3HOT0 YXY/IICHHUS COCTOSHUS WM YCYT'yOJIeH!s] CUMITOMAaTHKH. OOBIYHO
3TU PEAKIMN BO3HHMKAIOT B TEUYEHME IEPBBIX HECKOJIBKMX HENENb WIM MECALEB IOCIE Hadajaa
AHTUPETPOBUPYCHOW Tepanuy. THUIHYHBIMU NPUMEPAMH SBISAIOTCS LUTOMETAIOBUPYCHBIN
PETHHMT, TEHEpalM30BaHHAs W/WIKM ouaroBas HWHQEKUHs, BbI3BaHHAs MHMKOOAKTEPUSIMHU, U

THEBMOHUS, BbI3BaHHas Pneumocystis jirovecii (Takke W3BECTHa KaK ITHEBMOIIMCTHAS
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o0cIie1oBaHus U, IPU HEOOXOTUMOCTH, JICUCHUSI.

AytonMMyHHBIe 3a007eBaHus (Takue Kak Oosie3Hb ['peiiBca M ayTOMMMYHHBIN T€TIaTUT) TaKkKe
HaOMoJamich Ha ()OHE BOCCTAHOBIICHHS MMMYHHTETA, OJHAKO BPEMs IMEPBUYHBIX HPOSBICHUIH
BapbUPOBAJIO, M 3a00JICBAaHNE MOTJIO BO3HUKATH YEPE3 MHOTO MECSIIEB IOCIEe Hayajla Teparuu 1
MHOT'/Ia UIMEJIO aTUIINYHOE TEYCHHE.

3aboneBanus IIEUYEHH

[Tatmentsl ¢ XxpoHumdeckuM rematutoM B wm C, nomyyaromue KOMOWHUPOBAHHYIO
AHTUPETPOBUPYCHYIO TEPANMIO, XAPAKTEPU3YIOTCS IOBBIIICHHBIM PUCKOM PA3BUTHS TSKEIBIX U
NOTCHLIUAIbHO JICTAIBHBIX HEKEIATCIbHBIX PEAKUUH CO CTOPOHBI IiedeHH. B ciygae
COILYTCTBYIOILIEH IPOTUBOBUPYCHOU Tepanuu renatura B uinm C ciaenyer Takke 03HaKOMUTBCS ©
COOTBETCTBYIOIIMMH HMHCTPYKLHSAMHM 110 IPUMEHEHHIO JAHHBIX JICKAPCTBEHHBIX IIPENapaTroB.
Pe3ynbTarhl KIMHMYECKHUX MCCIEAOBAaHUM M JaHHbIE IOCTPETMCTPALIMOHHOTO HAOJIIOIECHUS
YKa3bIBalOT Ha TO, YTO y HEKOTOPBIX IMALIMEHTOB C COIYTCTBYIOIIMM XPOHUYECKHM BHPYCHBIM
renatutom B (HBV) mnpu ormMene namuByquHA MOTYT BO3HHKATh KIMHUYECKHE WIIH
nabopaTOpHble MpPHU3HAKM pelUIMBa TenaTuTa, KOTOpble MOTYT HUMETh Oojiee TsKelble
NOCJIEACTBHSI Y TAIIUEHTOB C JIEKOMIIEHCUPOBAHHBIM 3a00J€BaHHEM INeueHU. B ciyyae oTMeHbI
npenapara JlaMMBYyIMH Yy ITalIMEHTOB C COIYTCTBYIOIIMM BHPYCHBIM TIEIATUTOM B ciepyer
paccMOTpeTh BO3MOXKHOCTh IPOBEACHUS HNEPUOJUYECKOr0 KOHTPONId (DYHKIMM TEYEHU U
MapKepoB peILIMKaluy BUpyca renatura B.

VY NanyeHToB ¢ y)Ke CYIIECTBYIOIIMM HapylIeHneM (DyHKIMH IeYeHH, BKIIIOUasi aKTUBHYIO (hopMy
XPOHUYECKOI0 renaTuTa, OTMEYAaeTcsl YBEIMYEHHUE YacTOThl HapyHIeHUH (pYHKIMM MEYEHH BO
BpeMs IPOBEICHN KOMOMHUPOBAaHHOW aHTUPETPOBUPYCHOM Tepanuu. Takue nmanueHThl JOIKHbI
HaXOJUThCS MOJ HAONIOJIEHMEM B COOTBETCTBHM CO CTaHIAPTHOW KIMHUYECKOM MPaKTHKOM.
Heo6xonnmMo paccMOTpeTh BO3MOKHOCTD TPHOCTAHOBIICHUS MITH IPEKpAILleHHs JICYEHUS B CITydae
NPOSIBICHUH YXyILIeHUs 3a001€BaHUs IEYSCHH Y TaKUX MAI[EHTOB.

OcTteoHekpo3

HecMoTpst Ha TO, YTO 3THOJOTUS JTAHHOTO 3a00J€BaHUs SBIAETCS MHOTO(MaKTOPHOHN (BKJIrOYas
IOpUEM TIIOKOKOPTUKOCTEPOUIOB, YMOTPEOJICHHE aJKOTOMs, TSKEIYyI0 HMMYHOCYIPECCHUIO,
BBICOKHMI MHJIEKC Macchl Teja), CIydyal OCTEOHEKpO3a Yallle BCEro BCTPEYaIUCh Y MallMEeHTOB Ha
npoaBuHyToi craguun BUY-unbexkunu w/mnm JUIMTEIbHO NMPUHUMABIINX KOMOWHUPOBAHHYIO
aHTUPETPOBUPYCHYIO Tepamnuto. [larentam crieayeTr oOpaTHUThCA K Bpady, €CIIM OHU UCTIBITHIBAIOT

00JIM ¥ CKOBAaHHOCTbH B CyCTaBax WU TPYAHOCTU ITIPHU ABUKCHUU.
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4.5. B3aumojeiicTBue ¢ JAPYrHMH JieKapcCl Bennun‘aﬂ':“ﬁﬂmg@r%wEi){":ifbyf'yi%:':'ﬂﬁubl

B3aUMO/eHCTBHUS

HccnenoBanus 1eKapCTBEHHBIX B3aUMO/IEHCTBUIN OBIIIN IPOBEIEHBI TOIBKO C yYaCTHEM B3POCIIBIX
HAIUEHTOB.

Metabonnueckoe B3auMOICHCTBHE TAMUBY/IMHA C IPYTHMHU TpenapaTaMyu MaJOBEPOSTHO B CBS3U
C €ro He3HAUYUTEJIbHBIM METa00IM3MOM, OIPAaHUUYEHHBIM CBSA3bIBAHUEM C O€IKaMHM I11a3Mbl KPOBU
U NPAKTHUYECKU MOJIHBIM BbIBEIEHUEM Yepe3 MOUYKH B HEM3MEHEHHOM BHJIE.

OnHOBpeMEHHOE TNPUMEHEHHWE KOMOHMHALMU TPUMETONPHUM + Cylb(haMeToKca3ol B J/103€
160 mr + 800 mr (KO-TpUMOKCa30J1) IPUBOAMT K MOBBILIEHUIO 3KCIIO3UIMU JaMuByAuHa Ha 40 %,
4T0 OOYCJIOBJICHO HAJIMYMEM TPUMETOIPHMA; HAIWYHE Cylb(aMeToKca3oa HE OKas3bIBaeT
BJIMSIHUA Ha (hapMaKOKMHETUKY JIaMuByIuHa. OHAKO, 32 UCKIIOUEHHEM IMAl[MeHTOB C MOYEYHON
HE/I0CTaTOYHOCTBI0, KOPPEKLUs J03bl JIAMUBYJUHA He TpeOyercs. JlaMMByAMH He OKa3bIBaeT
BIMSIHASA Ha (PAapMaKOKMHETHKY TPHUMETONpUMa WM cyiabpamerokcasona. B ciydae, korma
OJIHOBPEMEHHOE IMPUMEHEHHUE KO-TPUMOKCA30Jia SIBJISETCS OIpPAaBJAHHBIM, HNAI[UEHTHI JOJIKHBI
HAXOJUTHCS TOJA KIMHUYECKUM HabmopeHueMm. Crenyer m30eratb COBMECTHOTO TMPUMEHEHUS
JAaMUBY/IMHA C KO-TPUMOKCA30JIOM B BBICOKHX J03aX JJs JICYEHUS IHEBMOHUHU, BBI3BAHHOU
Pneumocystis jirovecii, u Tokcomiasmo3sa.

CnenyeTr yuuThIBaThb BO3MO>KHOCTh B3aUMOJECHCTBHS JaMHMBYJUHA C JPYTMMH OJIHOBPEMEHHO
IPUMEHSIEMbIMH JIEKAPCTBEHHBIMU ITpenapaTaMu, B 0COOEHHOCTH C TEMHU, Y KOTOPhIX OCHOBHBIM
MEXAHU3MOM BBIBEJICHUS SBJISIETCS AKTHBHAs KaHAJbLIEBAsl CEKPELHs YEPE3 CUCTEMY TPAaHCIIOpTa
OpraHMYECKUX KaTHOHOB (Hampumep, TpuMmeTonpum). [Ipyrue nelcTByroIIMe BelecTBa
(Hampumep, paHUTHAWH, LTUMETHAMH) JIHIIb YAaCTUYHO BBIBOJIATCS C IMOMOILNBIO YKa3aHHOTO
MeXaHU3Ma ¥ He B3aUMOJAEUCTBYIOT C JAMHUBYAMHOM. AHAJIOTM HYKJIEO3HJIOB (Hampumep,
JUJAHO3MH, 3UI0BY/IMH) HE BBIBOJATCS ITOCPEACTBOM JAHHOIO MEXAHU3MA, U UX B3aUMOJIEHCTBHE
C JIJAMUBYAMHOM MaJIOBEPOSTHO.

[Ipy 0oAHOBpEMEHHOM NPHUMEHEHUU JIaMUBY/IMHA M 3UJ0BYIMHA HaOIIOJaeTcsl yMepeHHoe (Ha
28 %) yBennyeHne MaKCUMaJIbHOW KOHIEHTPAIMH (Cmax) 3MI0BYIMHA B IUIa3Me KPOBH, TIPH 9TOM
obmas skcno3unus (AUC) CylmecTBEHHO HE UW3MEHseTcs. 3UAOBYIUH HE BIMSIET Ha
(bapMaKOKMHETHUKY JIAMUBY/MHA.

[Tpenapat JlamuBynuH He ciieyeT IPUHUMATh OJHOBPEMEHHO C IPYTUMH aHaJIOTaMU IIUTH/IMHA,
TaKUMHU KaK SMTPULIUTAONH, B CBSI3U C €r0 CXOJCTBOM C JaHHBIMH Inpenaparamu. Kpome Ttoro,
npenapat JlaMuByIMH He cleayeT MNpPUHUMATh C JIIOOBIMH JPYTUMH  JIEKapCTBEHHBIMU
npenapaTamu, CoIep>KallliMu JIAMUBY/IUH.

In vitro namuBynMH HMHTHOMpYeT BHYTpUKIeTOYHOEe (ochopuinpoBaHue KiaapuOMHA, YTO
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KOMOMHHUPOBAHUS B YCIIOBUSAX KIIMHUYECKOM MPakTUKU. HekoTopble KIIMHUYECKUE TaHHBIE TaKKe
MOJITBEPKJIAI0T BO3MOKHOCTD B3aUMOJICHCTBHS MEXAY JJAMUBYIUHOM U KiaapuOuHoM. [TosTomy
OJTHOBPEMEHHOE TNPUMEHEHHUE JIAMUBYJMHA M KIAJApuOMHA HE pPEKOMEeHIoBaHo. LluToxpom
CYP3A He BoBjeueH B MeTa0O0IM3M JIAMUBYIUHA, IOITOMY B3aUMOJICHCTBHE C JIEKAPCTBEHHBIMHU
npenapaTamM, KOTOpble MeTaOOJIM3UPYIOTCA 3TOM cUCTeMOW (Hampumep, C HHTHOUTOpaMu
IPOTEa3bl), MAIIOBEPOSATHO.

OnHoBpeMEHHOE TTpUMEHEHHe pacTBopa copourtona (3,2 1, 10,2 1, 13,4 r) ¢ OqHOKpaTHOM T030H
namuByauHa 300 Mr B popMe pacTBopa Ui IpreMa BHYTPb Y B3POCIBIX 3/I0POBBIX 100POBOJIBIIEB
IPUBOJMIO K 10303aBUCUMOMY CHUKEHUIO 3Kkcno3unuu JiamuByanHa (AUCx) Ha 14 %, 32 % u
36 % u Cmax mamuByamHa Ha 28 %, 52 % u 55 %. Ilo BO3MOXXHOCTH CclleflyeT Hu30erarb
OJIHOBPEMEHHOTO TPUMEHEHHsI JIAMUBYAMHA M COPOHUTON-COAEpKAIIMX IMpernapaToB, OO
CIelyeT pacCMOTPETh BO3MOXKHOCTH 0OJiee 4acTOoro KOHTpOJs BUpycHOW Harpy3ku BHUY-1 B
Cllydasix, KOrJla HEBO3MOXKHO H30€XaTh [JIMTEIBHOTO OJHOBPEMEHHOTO MPHUMEHEHHS STHX

IperapaToB.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTALMS

bepemeHHOCTD

Kak npaBuiio, npu OpuHATUN pelieHust 00 NCI0JIb30BaHUN aHTUPETPOBUPYCHBIX IPENapaToB AJs
nedyeHuss BUY-unpexkunn y OepeMeHHBIX KEHIIMH U, KaK CJIEeACTBHE, JJI CHIDKEHUS pHUCKa
BepTUKaIbHON mnepenaun BUY-nH(pekuuu HOBOPOXKIEHHOMY, CIEIyeT Y4YHUTHIBaTh JaHHBIE
UCCIIEIOBaHUN Ha ’KUBOTHBIX, a TAK)KE KIMHUYECKUH OMBIT IPUMEHEHHS y OepeMEHHBIX KEHIIHH.
HccnenoBanust 1Mo NPUMEHEHHUIO JIAaMUBY/AMHA y JKMBOTHBIX II0Ka3ajld YBEJIMYEHUE paHHEH
HMOPHOHAIILHOM CMEPTHOCTH Y KPOJIMKOB, OJTHAKO Y KPbIC TaHHBINA 3P peKT He Habmoaancs. beuio
YCTaHOBJIEHO, YTO Y YEJIOBEKA BO3MOKHA NIEpeaya JaMUBY/IMHA Yepe3 TUIALEHTY.

VY GepeMeHHbIX JKEHIIMH, MOJIy4aBIIUX JaMUBYAuH, 6oiee 1000 ncxomoB OepeMEeHHOCTH Mocie
IpUMEHEHUs BO Bpems mepBoro Tpumectpa u Oosiee 1000 mcxonoB OGepeMEHHOCTH TMOCTe
IPUMEHEHHUS BO BpeMs BTOPOTrO U TPETbEr0 TPUMECTpPa JAEMOHCTPUPYIOT OTCYTCTBHUE
MaJib(hOPMATUBHOTO U (PETATLHOIO/HEOHATAILHOTO BO3ACHCTBUS. JIaMUBYIMH MOKHO IPUHUMATh
BO BpeMsi OEpeMEHHOCTH B ciydae KIMHUYECKOH HeoOxoanmocTu. Ha ocHOBaHMHU OCTYITHBIX
JAHHBIX MOXHO CZeNaTh BBIBOJ O TOM, YTO NpPU NPUMEHEHUH JIAMUBYAMHA y YeJOBEKa PHUCK
BPOKACHHBIX MaTosioruii manoseposiTeH. s BUU-nHpuunpoBaHHbIX XKEHIIKH C KO-UH(pEKInen
BUPYCOM IelaTUTa, MoJIy4yarouX TePanHio JaMUBYIMHOM, B CIy4ae HACTYIUICHUS! OEpEeMEHHOCTH

CICAYCT YYUTBIBATH BO3MOXHOCTL pCHOUANBA TICIIATHTA IIOCJIC MPCKpAlICHUA IMPUMCHCHUA
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(NOCNEOOBATENEHOCTE 0001)

JJaMUBYAWHA.

Mumoxonopuanvhas oucghynkyus

B uccaenoBanusx in Vitro u in Vivo ObLIO MPOJEMOHCTPUPOBAHO, YTO AHAIOTU HYKJICO3HJIOB U
HYKJICOTU/I0B CIIOCOOHBI BBI3bIBaTh IOBPEXKIECHUS MUTOXOHJIPUHN pa3iauyHON creneHu. bbumm
3aperuCTPUPOBAHbI COOOIIEHUS O MUTOXOHAPHAIBHON AUCHYHKIMU y JEeTel, MOABEpraBIINXCs
BO3/ICCTBHUIO aHAJIOTOB HYKJICO3UIOB BHYTPHYTPOOHO W/WIIH B TIOCIEPOJOBOM MEPHOIE.
JlakTanus

[Tocnie mpuema BHYTPh JaMHUBYIUH BBIICIAETCS B TIPYyJHOE MOJOKO B KOHLEHTPALHMSAX,
AQHAJIOTUYHBIX KOHIIEHTPALUsAM, OOHApYKEHHBIM B CBIBOPOTKE KpoBU. Ha ocHOBaHMM pe3ynbTaToB
uccnenoBanus Oonee 200 map «MmaTh/pebeHOK», mHoiydaBmux Tepanuio BUY-undexium,
KOHLEHTpalusl JIaMUBYJMHA B CBIBOPOTKE KpOBU JIeT€H, HaxoJsAIIMXCAi Ha TPYyAHOM
BCKapMJIMBAaHUU y Marepeif, monyvaBmux tepanuto BUY-unpexuuu, odenb Huska (<4 % ot
KOHIIGHTPALlUU B CHIBOPOTKE KPOBU MAaTEpH) U MOCTEIIEHHO YMEHBIIAETCS JJO HEONPEAEIIeMOro
YPOBHSI IIPU TIOCTH>KCHUH TPYAHBIMU ACTHhMU 24-HeIeTbHOT0 Bo3pacTa. JlaHHbie 1o 6€301macHOCTH
IIPUMEHEHHUS JIJAMUBY/IMHA Y IETeH MIIaJiiie Tpex MecsieB oTcyTcTBYI0T. BUU-nnduunpoBaHHbIM
KEHIMHAM HHU TIPpM  KAaKUX OOCTOSTENbCTBAX HE PEKOMEHAYETCs NPOBOJUTH IPYIHOE
BCKapMIIMBaHKe BO u3z0exxanue nepenaun BUY pebenky.

DdepTUabHOCTD

P€3y.HI>TaTI)I I/ICCJIGI[OBaHI/II\/JI Ha KMBOTHBIX ITOKa3ajik, 4YTO JIAMUBYAHWH HC OKAa3bIBACT BJIMAHUC HA

(bepTUIBHOCTD.

4.7. Biusinde Ha CNOCOOHOCTH YNPABJSTH TPAHCMOPTHBIMU CpPeICTBAMH M PadoTaTth ¢
MeXaHUu3MaMH

CreuuanbHble WCCIENOBAaHHUS MO HM3YYCHHIO BIUSHUS CPEICTBA HA CIOCOOHOCTH YIPABISThH
ABTOMOOMIIEM U JBHKYITUMUCS MEXaHU3MaMHU HE TPOBOAMINCE. Y YUThIBas (hapMaKOIOTHIECKUE
CBOMCTBA JJaMUBY/JMHA, TAKOE BIUSHUE MAJIOBEPOSITHO. TeM He MeHee, ITPHU OIIEHKE CIIOCOOHOCTH
MalKUeHTa YIPaBIsTh aBTOMOOMIIEM/MEXaHU3MaMH1 CJIETyeT MPUHUMATh BO BHUMAaHHE €T0 00111ee

COCTOAHUC, a TAKIKC XapAKTEP HECKECIATCIIbHBIX peaKI_II/Iﬁ JIaMUBYIHWHA.

4.8. HexkesaTeibHbIe peakuu

TabnuuHoe pE3I0ME HEKENATCIILHBIX PEAKINH

OnucanHble HIKE HEXKElIaTeIbHBIS pCakiiun OTMCYUAIIMCh TIpU JICUCHUHN BI/Iq-I/IH(I)CKI_[I/II/I
JIAMUBYIOHUHOM.
HexxenarennHbIe pc€aKkuuu, KJ'IaCCI/I(l)I/IHI/IPOBaHHBIe KakK CBs3aHHBIC WJIM BO3MOKHO CBsA3aHHBIC C

Tepanneﬁ JJaMUBYAWHOM, IEPCUYUCIICHBI HUXKE B COOTBETCTBUU C MOPAXKCHUCM OPraHOB U CUCTEM
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obpazom: ouens yacmo (> 1/10); uacmo (> 1/100 mo < 1/10); reuacmo (= 1/1000 go < 1/100);

peoko (>1/10000 mo < 1/1000); ouens peoko (< 1/10000); yvacmoma neuzsecmua (He MOXKET OBITH

OLICHCHA Ha OCHOBE HMCIOIIHUXCA ,I[aHHBIX).

CucreMHO-

OpTaHHBIC KJIACChI

Yacto

Heuacto

Penxo

Ouensb penko

Hapywenus co
CMOPOHLL KpPOBU U
aumpamuyecxou

cucmemul

HEUTPOTICHUS u
aHemMus (WHOTJa B

dopme),

TPOMOOIIUTOTICHHS

TSKEIION

UCTUHHAs
SpUTpOLIUTAPHAS

arjiasus.

Hapywenus
memaboausma u

numaxus

THUIICPJIAKTATCMU A

JJaKTOAIua03

Hapywenus co
CMOpOHbL  HEPBHO

cucmemosl

roJIOBHAS 00J1b,

OeccoHHUIA

nepudepuyeckas
HEWponarus, B TOM

YUCJIC ITaPCCTC3UHU

Hapywenus co
CMOpPOHbI
ObIXamenbHoll
cucmemvl, Op2aHos

2PYOHOU KIemKUu U

cpedocmenust

Kalejib, Ha3aJIbHBIC

CHUMIITOMBI

Kenyoouno-
KuuleuHvle

HapyuweHus

TOIIHOTa,  PBOTA,
00JIb MIIH CITa3MbI B

JKUBOTE, Hapes

[TaHKPEATHUT,
MIOBBIIICHUE
AKTUBHOCTH
CBIBOPOTOYHOM

aMHJIa3bl
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Hapywenus co TPAH3UTOPHOS
CMOPOHbL nevenu u MTOBBILLICHHE
JHCENUEBLLBOOSUUX AKTUBHOCTH
nymeil ITEYEHOYHBIX
bepMeHTOB
ATAHUHAMUHOTPAHC
depasbl (AJIT),
acrapTaTaMHUHOTpa
Hchepassl (ACT)
Hapywenus CO | ChbIIlb, AJIOTIEIHUS AHTHOHEBPOTUYECK
CMOPOHbL  KOJCU U HH OTEK
NOOKOJCHBIX
mKauel
Hapywenus co | apTpairus, padIoMHOIN3
CMOPOHbL MBIIIEYHEIE
MBILUEYHOL, HapyIICHUs
CKenlemHou u
COCOUHUMENIbHOLL
MKaHU

Obwue Hapywenus
u peakyuu 6 mecme

86€0eHUs

YyBCTBO yCTAJIOCTH,
HEJIOMOTaHue,

JIMXopaaka

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKIII/Iﬁ

3aperucTpupoBaHbl

CJlydyan pa3BUTUSA

OCTCOHCKpO3a, B

YaCTHOCTH,

y IAlHEHTOB C

oOImIenpu3HaHHbIMUA (DakTOpaMH pHUCKa, Ha MpOoABHHYTOH craguun BUY-undexkumu wnm npu

JINTEIIbHOM KOM6HHHp0BaHHOﬁ aHTI/IpeTPOBI/IpyCHOI‘/’I TCpaIinu. Yacrota BCTPCYACMOCTU 3TOT'O

SABJICHHUS HCU3BCCTHA.

Bo Bpemsi mpoBelieHHsI aHTUPETPOBUPYCHOM TEpanmuy MOXKET OTMEYAThbCsl YBEJIIMYEHUE MACChI

TCJIa, a TAKKC MOBBINICHUC KOHICHTPAIWU INIFOKO3bI U JIMIIKUIO0B B KPOBHU.

Yy BI/Iq-I/IH(I)I/II_[I/IpOBaHHBIX NalMCHTOB C TAXCIIBIM I/IMMyHOI[C(i)I/II_II/ITOM Ha MOMCHT Hayalia

KOMOWHHUPOBAHHOM aHTUPETPOBUPYCHOU TEPAITUH BO3MOKHO Pa3BUTHE BOCTIATUTEIILHON PEAKITUN

Ha (poHEe 6ECCUMNTOMHBIX ONIOPTYHUCTUUYECKUX MH(PEKIUI NN UX OCTaTOYHBIX sBJIeHUH. Takxke
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OBLIM 3apeTUCTPUPOBAHbBI CIIy4au Pa3BUTHS aw“OHMMVﬁEE&::slg%Eﬁ%E%Q %Bﬂf;lzﬂngﬁﬁe%éa u

AyTOMMMYHHBIM T'ernaTuT) Ha (OHE BOCCTAHOBJICHUS MMMYHHUTETA, OJHAKO BPEMs NEPBUYHBIX
NPOSIBJIICHUI BapbHPOBAJIO, U 3a00JIeBaHUE MOTJIO BO3ZHUKATh Yepe3 MHOTO MECSIIEB MOCIe Havaa
TEparnuu.
eTu

669 nereii B Bo3pacte ot 3 Mmecsues A0 17 ner, napuuupoBanusix BUY-1, koTopbie momydanu
abakaBUp M JIAMUBYAMH OJMH WIM JIBa pa3a B CYTKM, IIPUHUMAJIM y4acTUE B MCCIEIOBAHUU
ARROW (COL 105677). Y maumieHTOB JETCKOTO BO3pacTa, MPUHUMABIIHNX MpErapaT OJuH HIN
JIBa pa3a B CYTKH, HE ObLIH BISIBJICHBI JOMOJIHUTEIbHbBIE TPOOJIEMBI, CBsI3aHHBIE C 0€30M1aCHOCTHIO,
10 CPAaBHEHUIO CO B3POCJIBIMU ITALIUEHTAMHU.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0maTh 0 TOI0O3pEBaeMBIX HEXKENATEIbHBIX PpEaKIMAX IOCIAE pPEerucTpaluu
JIEKapCTBEHHOT'O Tpernapara ¢ 1eIbl0 00SCIICUCHHS HEPEPLIBHOTO MOHHUTOPUHTA COOTHOIIICHUS
«IoNb3a — PHUCK» JICKAPCTBEHHOTO mpernapara. MeTuluHCKUM pa0OTHUKAM pPEKOMEHIYETCS
CO00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKEIIATEIBHBIX PEAKIUAX JCKApPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBbI COOOIIECHUS O HEKEIATeNbHBIX PEaKIMIX TOCyIapCTB — YICHOB
EBpazuiickoro 3KOHOMHYECKOTO CO03a.

Poccniickas @enepanus

®denepanbHas cnyx0a Mo Haa30py B chepe 3apaBoOOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBsiHcKasi 1iomiaib, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOpMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

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

4.9. llepeno3npoBka

CHMITOMBI

Kakue-mu6o cnenuduyeckne MpPU3HAKK WIM CHMITOMBI TEPETO3UPOBKU JIAMUBYAHMHOM HE
BBISIBJICHBI, 32 HCKJIIOUEHUEM TeX, KOTOpbIE TIEPEUYNCIIEHBI B KAUeCTBE HEXKENIaTeNbHbBIX PEaKIIHil.
JleueHme

B ciydae mepeo3upoBKy clieayeT KOHTPOIHPOBATh COCTOSTHUE MAITUCHTA M TI0 HEOOXOAMMOCTH
MPOBOANTH CTAaHAAPTHYIO MOACPKHUBAIOIIYIO0 Tepanuio. [l0CKoIpKy TaMUBYAUH BBIBOAUTCS W3
OpraHW3Ma C TIOMOIIBIO JAMaNu3a, AN JICUYCHUs TMepPelO3UPOBKH BO3MOXKHO TMPUMEHEHUE

HEMIPEPBIBHOT'O réMoanain3a, OJHAKO CIICHUAJIbHBIC NCCICIOBAHUA HE MMPOBOANIINCE.
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5. DPAPMAKOJIOTMUYECKHUE CBOIMCTRA. W=/ IEAOBATENBHOCTS 000T)

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTUUYECKass TPyIIa: MTPOTHBOBUPYCHBIE CPEACTBA CHCTEMHOTO JICHCTBUS,
HpOTI/IBOBI/IpyCHBIe CpCIICTBa HpSIMOFO Z[CI\/JICTBI/ISI; HyKJICOSI/II[HBIC 148 HyKJIGOTI/IIIHBIe I/IHFI/I6I/ITOpr
00paTHOM TPAaHCKPUNITA3bI.

Koa ATX: JOSAF05

MexanusM aeiicteus U hapMakoauHaMuueckre dhheKThl

JlaMuBYZIMH — aHAJIOT HYKJIEO3UJ0B, O0JIaarouii akTUBHOCTBIO B oTHOmEeHnH BUY u Bupyca
HBV. JlaMmuByuH noBepraercsi BHyTPUKIETOYHOMY METabo0JIM3My ¢ 00pa30BaHHEM aKTUBHOTO
MpOW3BOAHOTO — JamuByauHa S’-tpudocdara. OCHOBHON MEXaHU3M €ro JEHCTBHS —
OJIOKMpOBAaHKME CHHTE3A IeTH B mpoliecce oopatHoi Tpanckpurnuu BUY. Tpudocdar obnamaer
CCIICKTUBHOW MHIMOUPYIOIIEH aKTHBHOCTRIO B OTHOIICHHUH perutukarun BUY-1 u BUY-2 in vitro,
a TaK)Ke€ aKTUBHOCTBIO B OTHOLIEHUH PE3UCTEHTHBIX K 3UJOBYANHY KIMHUUECKUX n30isiToB BIY.
He nHaOnronmanucy aHtaroHuctuyeckue 3(dexTsl in Vitr0 mpu OZHOBPEMEHHOM NPUMEHCHHUH
JaMUBY/IMHA U IPYTHX aHTUPETPOBUPYCHBIX IpenapaToB (MCCIeI0BaHHbIC BElleCTBa: abaKaBup,
JUAHO3MH, HEBUPAIIUH U 3UJ0BY/IHH).

Peszucmenmnocmo

Pesucrentnocts BUY-1 k namuBynuHy o0ycioBieHa 3aMeHOW aMHHOKUCIOTE M184V BOmm3u
aKTUBHOIO IIEHTpa BHUpPYCHOM oOpatHoil TpaHckpunrtassl (OT). [laHHblii BapuaHT MyTaluu
BCTpEUAETCs KaK B YCJIOBHSIX IN VItro, Tak u 'y napunupoBanubix BUU-1 nannueHToB, mosy9qaBIimx
AHTUPETPOBUPYCHYIO TEPAIUIO, BKIIOYAOLTYI0 JaMuBYAuH. [Ipu mytanun M184V 3nauntensHo
CHIDKAeTCs 4YYBCTBUTEIBHOCTh K JIAMUBYIMHY UM YMEHbBINAETCS CIHOCOOHOCTh BHpyca K
permkanuu N Vitro. B uccrnenoBanusx N VItro ObUIO YCTAHOBJIEHO, YTO PE3UCTEHTHBIC K
3UJIOBYJIMHY M30JIAThl BUPYCa MOTYT CTAHOBUTBHCS YYBCTBUTEIBHBIMHU K €r0O JIEHCTBHUIO, €CIH Y
TUX H30JATOB OJHOBPEMEHHO pPAa3BUBAETCS PE3UCTEHTHOCTh K JaMuByAUHY. OjgHaKo
KIIMHUYECKOE 3HaYCHHUE ITUX JAaHHBIX /10 HACTOSILErO0 BPEMEHH HE OIPEIEIICHO.

JlanHsbIe in Vitro, kak npaBmUiIo, YKa3pIBAIOT HA TO, YTO MPOJODKCHUE IPUMEHEHHS JIAMUBY/IMHA B
COCTaBe AaHTHPETPOBUPYCHOM Tepamuu, HECMOTps Ha pa3Butue Mmytamumum M184V, moxer
MPUBECTU K MOSBICHUIO OCTATOYHON aHTUPETPOBUPYCHON aKTUBHOCTH (BEPOSTHO, B pe3yJbTaTe
YXYALIEHUS PEIUIMKaTUBHON criocoOHOCTH Bupyca). KinnHuueckas 3HaUMMOCTh 3TUX PE3yIbTaTOB
HE YCTaHOBJIEHA. B NEHCTBUTENBHOCTH, TOCTYIIHBIE KIMHUUYECKHUE JTaHHbIE OYEHb OTPAaHUUYEHBI U
HE TO3BOJISIOT CJeNaTh OJHO3HAUHBIA BBIBOJ B 3TOH oOmactu. B mobom ciydae, Hauano
npumenenus HUOT, k KOTOpsIM BUpYC Bce ellle UyBCTBUTEJEH, BCErja JOHKHO ObITh Ooiee

MPEOYTUTENBHBIM, YEM MPOI0JDKEHUE Tepay JaMUBYIUHOM. TakuM o0pa3oM, IpoAoIKEeHNE
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Tepanuy JIAMUBYIWHOM, HECMOTpS Ha TOSBICHUE MVT':ﬂQH:Rﬁl%ﬁ'@,“g@ﬂbyf:ﬁagawﬁﬁ&éau

TOJIBKO B CiIydae OTCYTCTBHS Apyrux akTuBHbIXx HUOT.

Mytammuss OT M184V npuBOIUT K pa3BUTHIO TEPEKPECTHONW PE3UCTEHTHOCTH TOJIBKO K
AHTUPETPOBUPYCHBIM MpenaparaM Kiacca HyKJICO3UAHBIX HHTUOUTOPOB. 3UIOBYIUH U CTaBYIHH
COXPAHSIIOT aHTUPETPOBUPYCHYIO aKTUBHOCTh B OTHOIIEHUH MTaMMOB BUY-1, pe3sUCTEHTHBIX K
JamMHUBYIUHY. AOakaBUp COXpaHSET aHTUPETPOBUPYCHYIO aKTUBHOCTH B OTHOILIEHUM IITAMMOB
BUY-1, pe3uCTeHTHBIX K JaMUBYAMHY M oOJafgaromux Toyibko mytamuedn M184V. Illtammel ¢
mytarueit OT M184V neMoHCTpHUPYIOT MEHEe YeM 4-KpaTHOE CHUKEHUE YYBCTBUTEIHHOCTH K
JTMJIaHO3KMHY; KIIMHUYECKOE 3HAUCHHE 3TUX JAHHBIX HEM3BECTHO. TECThl HA YyBCTBUTEIHLHOCTS IN
VItrO He ObLIM CTaHIAPTU30BaHBI, U UX PE3YJIbTAThl MOT'YT BapbUpPOBAaTh B 3aBUCHMOCTH OT
METOIOJIOTUYECKUX (PaKTOPOB.

In vitro JaMuByIMH OKa3biBaeT Ciaboe MUTOTOKCHYECKOE JEHCTBHE Ha JTUM(OLUTHI
nepudeprudeckoil KpoBU, Ha yCTONYMBBIC JTUM(OIUTAPHBIE U MOHOLIUTAPHO-MakpodaraibHbie

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

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

JlaMMBYIMH XOpOIIO BCAChIBACTCA M3 IKENyIOYHO-KUIIEUHOTO TpakTa, OHOJOCTYIMHOCTDH
JAMUBYZIMHA y B3POCIBIX IMOCIE MpuemMa BHYTph 00bdHO coctaBiser 80-85 %. Ilocne mpuema
BHYTpb cpenaee BpeMs (fmax) JOCTHKeHHS Cmax JIAMHBYIHMHA B CBIBOPOTKE KPOBH COCTaBIISCT
okojno 1 yaca. Ha ocHOBaHMU JMaHHBIX, NOJYYEHHBIX B MCCIEJOBAaHUHU C yYacTHEM 30POBBIX
JOOpPOBOJIBIIEB, MPH MpHEMe TepaneBTHYeckor 703bl 150 Mr aBa pasza B cytku cpenuss (KB —
KOd(UITMEHT Bapuannn) paBHOBecHas KOHICHTPAIUS Cmax U Cmin JJAMUBYIMHA B TIa3ME KPOBU
cocraisiet 1,2 Mxr/mi (24 %) u 0,09 mxr/mn (27 %) coorBerctBenno. Cpennsisi (KB) AUC B
WHTEpBalie Mexay npuemamu 12 yacoB coctasnset 4,7 MKT X u/mi (18 %). Ilpu TepaneBTHYECKOM
no3e 300 mr onuH pa3 B cytku cpeansis (KB) paBHoBecHast koHueHTpaus Cmax, Cmin 1 AUC B
UHTEpBaie Mexay npuemamu 24 gaca cocrasistor 2,0 Mxr/mi (26 %), 0,04 mxr/mia (34 %) u
8,9 Mkr x u/mit (21 %) COOTBETCTBEHHO.

Mexny B3pOCHBIMU TMAllMEHTAMU U JAETbMU HAOMIOAANUCh pa3udus B CTEIIEHU BCACHIBAHUS
(cM. mozapazaen «OcoOble TPYNIbl HalluEHTOBY).

[Tprem maMHUBYIHHA BMECTE C MHIICH BBI3BIBACT YBEINYEHUE tmax U CHIDKeHHE Cmax (Ha 47 %),
OJIHAKO HE BJIMSET Ha OOILIYyI0 CTerneHb abcopOuuu JIaMUBYMHA (PAaCCUMTAHHYIO Ha OCHOBAHUU
BenmmurHbl AUC).

He oxxmmaercsi, 9T0 MpreM H3MENbYSHHBIX Ta0JIETOK C HEOOIBIINM KOJMIECTBOM ITOITYTBEPAOH
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MMHUIIHA WIH )KUIKOCTH MOBJIMSIET HA Q)apMaKonoqueCKHe':gggﬁ:clga]ﬁ_ﬁ%ﬁg&%'E[%EJ@&QF%P&HO,

HA  KIWHUYECKHH  3(dekrT. DTOT BBHIBOJI OCHOBaH Ha  (U3UKO-XUMHYECKHX U
(hapMaKOKMHETHYECKUX JAHHBIX MPU YCIOBUH, YTO TAIIMCHT U3MENIbYaeT M CMEIINBACT C MUIICH
niu kuakocthio 100 % TabneTku, U MPUHUMAET He3aMeIJIUTEIIBHO.

CoBMecTHOE IPUMEHEHHE 3UAOBYAMHA NMPUBOIUT K YBEIMYCHHUIO SKCIIO3UILIMU 3UIOBYAMHA Ha
13 % u yBenmuueHUt0 Cmax B Ia3Me KpoBu Ha 28 %. DTO sSBIEHUE HE CUYUTACTCS 3HAUUMBIM JIS
0€30MacHOCTH MAIMEHTOB U, CJIEIOBATEILHO, HE TPEOYeT KOPPEKIIUHU J03.

Pacopenenenue

[Io maHHBIM KIMHUYECKUX HCCIEAOBAHUN MpPU BHYTPUBEHHOM BBEACHUU CpPEAHHI 00BeM
pacripeniesieHus JJaMuByIuHa cocTtaBisieT 1,3 J/Kr, a HaOoqaeMblil Iepruo/] OTYBBIBEICHHUS —
5-7 gacoB. CpeiHUI CUCTEMHBIN KIMPEHC JJAMUBYIMHA COCTaBISAET npubausureabHo 0,32 i/4g/kr,
OOJBIIYI0 YacTh KOTOPOTO COCTAaBJSIET MOYEYHBIH KIMPEHC Yepe3 CUCTEMY TpaHCIopTa
OpraHHYecKux KaTHoHOB (Oonee 70 %).

JlaMUBYIMH TIPOSIBIIICT JIMHEHHYIO (aPMAKOKWHETHKY TIPU NMPUMEHEHUH B TEPANCBTHYCCKOM
JUarna30He 703 W HU3KYI0 CTCICHb CBS3BIBAHUS C OCHOBHBIM OCJIKOM TIUIa3Mbl KPOBU —
anbOymuHOM (< 16 % — 36 % 1o cpaBHEHHIO C CHIBOPOTOYHBIM ILOYMHHOM B UCCIIEJOBAHMSIX
in vitro).

OrpaHuYeHHBIC JaHHBIC YKA3bIBAIOT HA TO, YTO JIAMHUBYIMH IIPOHHUKACT B IIEHTPAIHHYIO HEPBHYIO
CUCTEMY M CIIMHHOMO3TOBYIO kHUIKOCTh (CMIK). Uepes 2-4 yaca mocie rnepopaibHOro mpueMa
COOTHOIIIEHUE KOHIeHTpanuu JamuByanHa B CMXK u cbIBOpOTKE KPOBHU B CPETHEM COCTABIISLIO
npubmusutensHo 0,12, VIcTuHHAs cTeneHb MPOHMKHOBEHMS, a TaKXKe CBSI3b C KIMHHYECKOMN
3¢ (PEKTUBHOCTHIO HEM3BECTHBI.

buorpaucdopmarms

[Tepuon mosryBbIBEICHUS JTAMUBYIMHA U3 TIa3Mbl KPOBU TIOCIIE TIpU€Ma BHYTPh cocTaBiser 18-
19 4, a qys ero akTUBHOUM (POPMBI — BHYTPUKIETOYHOTO JaMHUBYIUHA TpUdochaTra — KOHSUHBIN
NEepPUO/I TIOJIYBBIBEJEHUS U3 KIETOK cocTaBisieT 16-19 4. CornacHO 1aHHBIM, MOJYy4YE€HHBIM y 60
B3POCJBIX 3/IOPOBBIX JTOOPOBOJIBIEB, (hapMAKOKMHETHUYECKUE TMapaMeTphl JIaMUBYJIWHA B
PaBHOBECHOM COCTOSIHUHM Mpu npueme B 103¢ 300 Mr ouH pa3 B CYTKH SKBUBAJIEHTHBI TAKOBBIM
npu npueme B 103e 150 Mr nBa pasa B cyTku B oTHOIIEHUH AUC24 1 Cimax 17151 BHYTPUKJIETOYHOTO
JaMUBYAMHA TpudochaTa.

JlaMuBYIMH TIPEMMYIIIECTBEHHO BBHIBOAUTCS B HEM3MEHEHHOM BHJI€ MTOYKaMU. MeTaboandeckue
B3aUMO/ICUCTBUS JAMUBYUHA C JPYTUMU JIEKAPCTBEHHBIMU MIpenapaTaMy MajoOBEPOSITHbI BBUY
HE3HAYMTEIbHOro Mertabonm3Ma B reueHu (5-10 %) u HU3KOM CTENeHU CBS3BIBAaHUS C OCIKaMHU

IJ1a3Mbl KPOBH.
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OIMMUHALNS

B uccnenoBaHusax ¢ ydacTHEM MalMEHTOB C MOYEYHON HEAOCTATOYHOCTHIO OBLJIO MOKA3aHO, YTO
HapylmeHne (YHKIUU TMOYEeK BIHMSET HAa BBIBEACHHE JAMUBYAWHA. PEeKOMEHIyeMBbIH peXuM
JTO3UPOBAHUS JUIsl NALIMEHTOB C KJIMPEHCOM KpeaTHHUHa MeHee 50 MJI/MUH NpPUBEAEH B pas3jeie
4.2.

B3aumoneiictBue ¢ TpPUMETONPUMOM — KOMIIOHEHTOM KO-TPUMOKCA30jla — IPUBOAMUT K
NOBBILIEHUIO FKCIIO3ULIMU JaMuByIuHa Ha 40 % npy NpUMEHEHUH B TEPANleBTUUECKUX Jj03axX. Tem
HE MEHee, 3a UCKJIIOUEHHEM MALUEHTOB C MOYEYHON HEJOCTaTOYHOCTBIO, KOPPEKLUsS /103bl HE
Tpebyercs. Creayer TIIATEIbHO OLIGHUBAaTh BO3MOXKHOCTb OJHOBPEMEHHOI'O IPUMEHEHHUs
KO-TPUMOKCA30J1a C JIJAMUBYAMHOM Yy NAIIUEHTOB C IOYEYHON HEOCTATOYHOCTBIO.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmur nodxcunozo eospacma
JlanHble o (hapMakOKMHETHKE JaMUBY/IMHA Y MALIUEHTOB CTaple 65 JeT OTCYTCTBYIOT.
Tlayuenmol ¢ napywienuem @yHKyuu nouex
VY nmanueHToB ¢ HapyleHueM (YHKIIUHU OYeK KOHIIEHTpaIHs JaMiUByArHA B Tu1a3Me Kposu (AUC)
IOBBIIIIEHA BCJIEJCTBUE CHUKEHHOIO KiIMpeHca. Takum oOpa3oM, HalMEeHTaM C KIMPEHCOM
KpeatuHuHa MeHee 50 MJI/MUH HEOOXOMMO YMEHbIICHHUE A03bl JAMUBYIHMHA.
Tlayuenmol ¢ napywenuem @ynKyuu nevenu
JlaHHblE O IPUMEHEHUH JIAMUBY/IMHA Y ALIUEHTOB CO CPEAHEN U TSHKEJION CTENEHBIO HapyLLIEHUs
(GYHKLUU [1€YEHN CBUJETEIbCTBYIOT O TOM, YTO HapylIeHHe (PYHKIUH [EUYEeHHU CYLIECTBEHHO He
BJIMSIET Ha (DAPMAKOKUHETHUKY JIAMUBY/IMHA.
bepemennocmo
®apMaKOKMHETHKA JIAMUBY/IMHA NPU OEPEMEHHOCTH HE OTJIMYAETCS OT €ro (papMaKOKMHETHUKH B
cilyyae OTCyTCTBUS OepeMeHHOCTH. KOHIeHTpalus JaMUBYIMHA B CBIBOPOTKE KPOBH JIeTel Mpu
pOXJIeHUM Oblja aHAJIOTMYHA TAKOBOM B CHIBOPOTKE KPOBU MaTepu M IMYNOBUHHONH KPOBU Ha
MOMEHT pOAOpa3pelIeHusi, YTO COIJIacyeTcs C JaHHBIMU O I1aCCUBHOM IPOHUKHOBEHUU
JaMHUBYJIMHA Yepe3 IUIALIEHTY.

€TH
AbcomoTHass OMOJOCTYNHOCTh JIaMUBYAHMHA (MpuMepHO 58-66 %) Obula Hmke u Oonee
BapuabenpHa y jgered muamme 12 mer. Ilpwem nmamuBynmHa y nereid B dopme TabieTox
OJIHOBPEMEHHO C JPYTMMH aHTUPETPOBUPYCHBIMU MpenaparaMu B popme TabieTok odecneunBan
6osee Bbicokue 3HaueHUs AUCoo u Cmax JaMUBYAMHA B IUIa3ME KPOBH 110 CPaBHEHUIO C
pacTBOpoM  Juid  IpUEMa  BHYTpb, IPUHMMAEMbIM  OJHOBPEMEHHO C  APYTHUMH
AHTUPETPOBUPYCHBIMH TpenaparaMu B (opMme pacTBopa s IpUeMa BHYTpPb. Y JeTei,

MoJIydyaBIINuX JIAaMHUBYJAUH B q)opMe pacTBOpa A Ipu€Ma BHYTPb B COOTBETCTBHUH C
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PEKOMEHIOBAaHHBIM DPEKUMOM TO3UPOBAHUsA, ObLIa gé@%ﬁ%ﬂ%ﬁbﬁﬁ%':' -IEI‘I?'IBJVIII,'II/I la B

I1a3Me KPOBH, 3HAYCHHS] KOTOPOH HAXONWINCh B JUaNa3oHe, IMOMYYEHHOM Y B3POCIBIX
MAIUeHTOB. Y JeTei, NMPUHUMABIINX JIAMUBYIUH B (opme TabIETOK B COOTBETCTBHH C
PEKOMEHIOBaHHBIM PEKUMOM JO3MPOBAHMS, SKCIIO3UILIMS JAMUBYIWHA B IJa3Me KpPOBH Oblia
BbIIlIE, YEM Yy JeTeil, NPUHUMAaBIIUX JIAMUBYAUH B ¢opMe pacTBopa [Uisl IMpHEMa BHYTPb,
MIOCKOJIBKY ITPH IIpUeMe TpenapaTa B hopMe TabIeTOK NalUeHTHI OJIy4aroT 00J1ee BEICOKHE JT03bI
B TIepecyeTe Ha MI/KI MacChl Teia, U JaMUBYIWH B (opme TabIETOK xapakTepusyercst Oolee
BBICOKOM OMOJ0CTYIMHOCTHI0. PapMaKOKMHETUYECKUE UCCIIeI0BAHUS IPUMEHEHHS JTaMUBYIUHA Y
nete B ¢opMe pacTBopa AJid IpueMa BHYTPh M B (opme TabJIeTOK IOKa3alld, YTO MpHEM
npenapara oJiMH pa3 B CyTKU SKkBUBajieHTeH o nokasarento AUCo-24 ipuemy nmpenapara Jasa pasa
B CYTKHU TIPH OJMHAKOBOW 00mIel cyTouHo# no3e. [lanHble 10 apMakOKHHETHUKE Mpernapara y
JeTell B Bo3pacTe Miajiiie 3 MecsleB OrpaHUYeHbl. Y HOBOPOKJICHHBIX Ha NMEPBOU He/lesIe KU3HU
KIIMPEHC JIAMUBY/IMHA NP NIPHEMe BHYTPh ObLIT CHUXKEH 0 CPABHEHUIO C IETHbMH 00Jiee CTapIIero
BO3pacTa, BEPOSTHO, BCICACTBHE HE3PEJIOCTH BBIICTUTEILHON (PYHKIIMH ITOYEK U HEITOCTOSHCTBA
nokasareseil abcopouuu. Takum 0Opazom, ISl JOCTHXKEHHS YKCIIO3HUIINHU, CXOIHOW C TAKOBOH Y
B3pOCIIBIX U JETEH, pEeKOMEHI0BaHHAs /1032 JUIsl HOBOPOXKIEHHBIX COCTABIISET 2 MI/KT J1Ba pa3a B
cyTkd. J[aHHBIE IO MPUMEHEHUIO IMpernapaTa y HOBOPOKICHHBIX B BO3pacTe cTapiie 1 Hemenu

OTCYTCTBYIOT.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. Ilepeuenb BcoMoOraTe/ibHbIX BelIECTB
[emtono03a mukpokprctaumdeckas (MKII-102)
KapOokcumerunnkpaxman HaTpus

I'unpomernosa

Marnus creapat

CocraB 000JI0YKH:

I'unpomernosa

Turana qUOKCUL

Maxkporon-4000

6.2. HecoBmecTHMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 roxa.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU

XpaHuTh npH TemnepaType He Boie 25 °C B KapTOHHOH yIakoBKe (TMayke).
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6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

I[lo 7, 10, 20, 25, 30 Tabnerok B KOHTYPHYIO SYECHKOBYIO YHAKOBKY U3 IUICHKU
MOJIMBUHWJIXJIOPUIHON, JHOO TIJICHKU TOJMBHHUIXJIOPUIHOW/TIOJIMBUHUINACHXIIOPUIHON ¢
(b oJIbTH aTIOMHUHUEBOM IMEYaTHOM JIAKUPOBAHHOM.

Nma mo 7, 10, 20, 25, 30 TabneTok B KOHTYPHYIO SYEHKOBYIO YIAaKOBKY W3 MaTepuala
KOMOMHUPOBAHHOTO Ha OCHOBE (hOJIBIH (TPEXCIOWHBINA MaTepuall, BKIIOYAIONINI aTlOMUHHEBYIO
¢doIbry, MICHKY U3 OPUCHTUPOBAHHOTO TOJUAMI/IA, TOTUBUHIIXJIOPUIHYIO TJICHKY) U (OIBIH
AJTIOMUHUEBOM NEYaTHOM JTaKMPOBAHHOM.

1,2,3,4,5,6,7,8, 9 unu 10 KOHTYpHBIX STYEHKOBBIX YIMAKOBOK BMECTE C MHCTPYKLMEH IO

MEIUIIMHCKOMY IPUMEHEHHUIO (JIMCTOK-BKIIAJIBIII) TOMEIIAIOT B KAPTOHHYIO YIIAKOBKY (MAUKY).

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPHM  YHMYTOXKEHUH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUus
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUMYJIALUMHU ¢ PenapaToM

Yrunuzauus

Bech ocraBimiics jekapCTBEHHBIN penapaT U OTXO/AbI CIeIyeT YHUYTOXKUTh B COOTBETCTBUH C

YCTAHOBJICHHBIMH 3aKOHOAATCJILCTBOM Tpe60BaHI/I$IMI/I.

7. AEPXKATEJIb PETUCTPALIMOHHOI'O YOCTOBEPEHUSA
Poccus
000 «ATomn»

445351, Camapckas o0:1., r. XKurynesck, yi. ['uapoctpourenei, a. 6.

7.1. IlpencraBuTe/ib AepaKaTelisi perHCTPALIMOHHOIO YI10CTOBepPeHus

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

Poccus

000 «O308»

445351, Camapckas 06011., r.0. Kurynesck, r. XKurynesck, yi. ['uapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETMCTPAIIMOHHOTI'O YAOCTOBEPEHUA
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9. JIATA TIEPBHYHOW PErUCTPATHIU-"“AIOHTREPHKAEHUS

PETUCTPALIUU, HEPEPETUCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmast  XapakTepuCTUKa  JIGKQpCTBEHHOTO  mpenapata JlaMuBynuH  JOCTynHa  Ha
uH(pOpMallMOHHOM TMopTaje EBpa3suiickoro »KOHOMHYECKOTO COr03a B HH(OPMAlMOHHO-

KOMMYHHUKAIMOHHOM cetn «MuTepHeT» https://eec.eaeunion.org/.
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