COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 10.04.2025 N= 3652

[ SN N 7S

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFO TIPEITAPATA 1004

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

BanranmukinoBup Kanon, 450 mr, TaGlIeTKH, TOKPHITHIE TUICHOYHOW 000JIOUKOMA.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleiicTBytol1€€ BEIIECTBO: BaITaHIIUKIOBHP.

Kaxxnass Tabierka, MOKpHITash TUICHOYHOW 00OJIOYKOM, copep uT 450 Mr BairaHMKIOBHpaA (B
BUJIE THAPOXIIOPHUIA).

[TonHbIl epeyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTK, MOKPHITHIC TNICHOYHOU 000JI0YKOM.
TabneTkn Kpyriable JIBOSKOBBITYKJIBIC, MOKPHITHIC TUICHOYHOW OOOJIOUKOW JKEJNTOTO I[BETa C

KOPHUYHCBATHIM OTTCHKOM. Ha IMOIICPECYHOM Pa3pe3€ — IIOYTHU 0ejoro OBECTA.

4. KINMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

Jleuenwue rutomeranoBupycaoro (IIMB)-peTrHuTa Y B3pOCIIBIX MAIIMEHTOB B Bo3pacTte OT 18 jeT
¢ cuHIpoMoM npuodpeterHoro ummynoaedumura (CIINdom).

[Tpodunaktuka [IMB-unbekuuu nocne TpaHCIUIAHTAIIMM COJIUIHBIX OPraHOB y B3POCHBIX U

JieTel B Bo3pacTte OT 16 JieT U3 rpymibl puckKa.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEHUS
Bo u3bexxanue nepeao3npoBKM HEOOXOIUMO CTPOro COOMI0AaTh PEKOMEHAALUHU IO PEKUMY
J03UPOBAHUS.

PexuMm no3upoBaHus

BanranuukinoBup OBICTPO M B 3HAUUTENBHOW CTENEHU METaOONH3UpPYETCs ¢ 0Opa3oBaHUEM
TaHIMKIJIOBUPA. BMOIOCTYNMHOCTh TaHLMKJIOBUpPA B cllydae MpuemMa BalraHuukioBupa B 10 pa3
BBIIIIC, YEM B CITydae MepopajbHOro mpremMa raHiukioBupa (cm. pasaeist 4.4. u 4.9.).
Heobxoaumo cTporo mpuaepKuBaTbcsi pEKOMEH 1AM 110 JO3UPOBAHUIO, YKA3aHHBIX HIDKE.
Bspocnvie

Tepanus LIMB pemunuma

Nunykiuonnas tepanust [IMB petnnuTa
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cocraBusieT 900 mr (2 tabnerku mo 450 mr) 2 pa3a B cyTku B TeueHue 21 mHs. [[nurenpHas
MHAYKIIMOHHAs Tepanus MOBbIIIAET PUCK MUEIOTOKCUYHOCTH (cM. pa3zaen 4.4.).
[Tonnepxxuaromas tepanust [IMB petunura

ITocne nmpoBeneHus Kypca MHAYKIMOHHOW TEpanmvMy WIM y TMAIMEHTOB C HeakTUBHbIM [IMB-
PETHHHUTOM peKOMEH0BaHHas J103a coctaBisier 900 mr (2 tabierku 1o 450 mr) 1 pa3 B CyTKU.
Ecnu TedeHune permHUTa yXyAIIAE€TCS, KypC MHIYKIHOHHOW TEpanmvy MOXKHO MOBTOPUTH (CM.
BhIle MoAnyHKT « MHaykuuonHas tepanus [IMB perunura» pasnena 4.2.).

JnutenbHOCTh TOACPKUBAIOLICH Tepanuu TOJKHA ONPENeIsIThCSl UHIUBUIYATbHO.

Hpodunaxmuxa LIMB-ungexuuu nocie mpaucniaumayuy COTUOHbIX OP2AHO8

[TaiuenTam, TEpeHECHIMM  TPAHCIUIAHTAI[MIO TIOYKH, HEOOXOJMMO HayaTh TEParuio
BAJITAHIIMKJIOBUPOM B TeueHHe TepBbIXx 10 gHed mociie TpaHcmuaHTtauuud B ao3e 900 mr
(2 Tabnetkn mo 450 wmr) 1 pa3 B Cyrku © mOpomo/pkaTh Tepamuio g0 200-ro  aHS
NOCTTPAHCIUIAaHTAIIMOHHOTO TIepuoa (cM. pasznenst 4.4.,4.8. u 5.1.).

[TatiuenTam, mepeHecuIuM TpaHCIUIAHTAIlUU JAPYTUX COJUAHBIX OPraHOB, HEOOXOAMMO HayaTh
Tepanuio npenapatoM BanrannuknoBup Kanon B Teyenwe mnepBbix 10 gHel mocie
TparcmnanTanuu B o3¢ 900 mr (2 tabnetku no 450 mr) 1 pa3 B CyTKH U MIPOJOIIKATH TEPAIUIO
10 100-ro 1HS NOCTTPaHCIIAHTAIIMOHHOTO MEPUO/IA.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmul nosicunoeo 6ospacma

O¢ddexkTnBHOCT M 0€30MACHOCT, B JIAHHOW MOMYJSALUU MAIMEHTOB HE YCTAHOBJICHBI.
Knunnueckue mccnenoBaHus y MAlMEeHTOB B BO3pacTe > 65 JeT He MPOBOAWINCH (CM. HHXKE
tabmuity 1 u pazgen 5.2.). [IocKoIbKY MOYSUHBIH KIMPEHC C BO3PACTOM CHHIKACTCS, MAllUEHTaM
HOXKWJIOTO BO3pacTa BAITAHLMKIOBHUP CJE€QyeT Ha3HayaTh CTPOro C Y4YeTOM IOKazaresei
(GYHKLNU TOYEK.

Ilayuenmvi ¢ napyuenuem GyHKyuu novex

Heo6xo1uMo mpoBOMTE TIIATEIBHBIN KOHTPOJIh KOHIIEHTPAIIH KPeaTHHIUHA B CBIBOPOTKE KPOBU
WIN PacyeTHOro KIMpeHca KpeaTuHHHA. KoppeKunio 1036l y B3pOCIBIX MAI[MEHTOB MPOBOJAT B
3aBHCHUMOCTH OT KJIIMpPEHCa KpeaTHHHHA, KaK 3TO MOKa3aHo B Tabuuie 1, mpencTaBieHHON HUXKe

(cMm. pasaen 4.4. u 5.2.).



COOTBETCTBYET ZKCNEPTHOMY OTUETY
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PacueTHbIi KIIMpEeHC KpeaTHHUHA PACCUYUTHIBACTCS B 3%&%5‘31@1%; lli'é‘}IL@%ﬂﬂwIﬁbgaﬁﬂnHa

B CBIBOPOTKE KPOBH IO CIEAYIOUIEH (hopmyIie:

(240 - Bo3pacr [net]) X (macca Tena [Kr])
J1g MyK4uuH = ----------- mmmmmmmmmmeemeeen = oo
(72) x (0,011 X KOHIIEHTpALIUS KPEATHHHHA B CBIBOPOTKE KPOBU [MKMOJIB/TI|)

JU1s1 KeHIIUH = 0,85 X 3HaueHue J11 MY>KUYMH

Tabmuua 1. Pexxum 103upoBaHus IPHU NOYEUHOW HEIOCTaTOYHOCTH

Knupenc kpearnnuna | Jlo3a mist uHaykuroHnHou |Jlo3a aiist moaepkuBaroiieit
(MI1/MUH) Tepanuu Tepanuu/mpoPUIaKTUKH
> 60 900 mr 2 pa3a B CyTKH 900 mr 1 pa3 B cyTku
40-59 450 mr 2 pa3a B CyTKH 450 mr 1 pa3 B cyTku
25-39 450 mr 1 pa3 B CyTKH 450 Mr xKaxkaple 2 aHA
10-24 450 Mr xaxasle 2 qHs 450 Mr 2 pa3a B HEZIETTIO
<10 IIPOTUBOIIOKAa3aHO IIPOTUBOIIOKA3aHO

THayuenmoi ¢ HapywieHuem QYHKYuU neveHu
Db bekTUBHOCT 1 6€30MaCHOCTh HE YCTAHOBIICHBI (CM. paszen 5.2.).
Hayuenmor ¢ msdicenol netikoneHuell, Helimponeuuel, auemueu, mpomooyumoneruetl,
NAHYUmMoneHueu
[lepen nauanoM Tepanmuu cMm. pasaen 4.4. YV MaluueHTOB, MOJYYAIOUUMX BaJTAHLIMKIOBUD (U
TaHIMKJIOBUP), OTMEYaJUCh CIy4ad THKEIOW JEHKOMeHUH, HEUTPONEHUH, AaHEMHUH,
TPOMOOLIMTONICHUH, TMAHIIUTONICHUH, HEIOCTATOYHOCTH KOCTHOTO MO3Ta M ariacTH4YeCcKOn
anemuu. JledeHue He cCllelyeT HAYWHAThH, €CIH a0COJIOTHOE YHCIO HEHUTPO(PUIOB MEHBIIS
500 kirerok B 1 MKJI Wi 9uciio TpoMOonuToB MeHbIne 25000 kneTok B 1 MKII, a Takke B ciaydae,
eciu remoryiooun Hiwke 80 /1 (cM. paszaen 4.8.).
Tayuenmoi, Haxoosawuecsa Ha cemoouanuse
Y manMeHToB, HaXOIAIMMUXCS Ha TeMoauanu3e (KiupeHc KpeatmHuHa < 10 MiI/MuH),
PEKOMEHJIAINH TI0 JIO3MPOBAHHIO BAJITAHIIMKIIOBUPA OTCYTCTBYIOT. TaOJIETKH BaJTaHIIMKIIOBHUPA
HE CJIeyeT MPUMEHSTh y TAKUX MaIMeHTOB (CM. pa3znensl 4.4. u 5.2.).

eTH

Tepanus [[MB-pemunuma
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[Ipenapar BanranuukinoBup Kanon He cnenyer anMeth;lﬁ:'y-'ME&TF&E%%'HEEL%%&&%IHH

MY OTYETY

[IMB-petunuta, Tak kKak 3PQPEKTUBHOCTh U OE30MACHOCTh NMPUMEHECHHS BAITAHIIUKIOBHpA Y
JTaHHOW BO3pPAcTHOM T'PYIIIBI [10 JAHHOMY IIOKa3aHUIO HE YCTAHOBJICHBI.

Ipogunaxmuxa [{MB-unghexyuu nocie mpancnianmayuu CONUOHIX OP2AHO8

Pexxum no3upoBanus y nereit B Bo3pacte ¢ 16 10 18 et He oTiinyaeTcs oT pexxuma J103UpOBaHUS
y B3pocibiX (cM. Bbimie moanyHKT «lIpodunaktika LIMB-nn(ekiuu mocie TpaHCIUIaHTALIUH
COJIMIHBIX OpraHoB» B MyHKTe «B3pocibie» pasmena 4.2.). TaOneTku BairaHIMKIOBHpA He
CleyeT MPUMEHATh y IETeH M MOAPOCTKOB 110 16 neT ¢ nensto npodunaktuku [IMB-undexnmnn
nocjie TPaHCIUIAHTALMKM COJNUIHBIX OPTraHoB, Tak Kak 3(QQeKTUBHOCT MU 0€30IaCHOCTh
IPUMEHEHHUS BAJITaHLUMKIOBUPA Y JAHHOW BO3PACTHOMN I'PYIIIBI HE YCTAHOBJICHBI.

Cnoco0 npuMeHeHus

[Ipenapat Banranuukinosup KaHoH ciemyer mpuHUMATh BHYTPh BO BpeMs elibl (M. pasnen 5.2.).
Mepor  npedocmopodichocmu, npuHuMaemvlie nepeo HPUMEHEHUeM Npenapama uiu npu
obpawenuu ¢ HUM

TabneTku HeNb3s pa3liaMbIBaTh WU pa3MeNbdarh. [I0CKOIBKY BAITAaHIIUKIOBHD MOTCHIIMATBHO
TEPAaTOTCHEH M KaHIEPOreHEH JUIS YeJOBEeKa, HEOOXOIUMO COOJIIOJaTh OCTOPOKHOCTH, €CIH
TabyieTka pazioMuiach (cM. paznen 4.4.). Ciaenyet uzderaTh NpSMOTro KOHTAKTa pa3IOMUBILIEHCS
WA Pa3MeNTbueHHON TabJIETKH ¢ KOXKEH U CITU3UCTBIMH 000JI0YKaMHu. B cirydasx Takoro KOHTaKTa
HY)KHO TIIATEIBHO MPOMBITh 3TO MECTO BOJIOW ¢ MBUIOM, IIPH MMOTMAJaHUH B TJ1a3a WX TIIATEIBHO

IIPOMBIBAIOT CTEPUIIBHOM BOJIOM, a IPH €€ OTCYTCTBUM — IIPOCTON BOJOM.

4.3. IIlpoTuBONOKA3aHUS
— I'urepdyBCTBUTENBHOCTh K  BAJITAHIMKIOBHPY, TaHIUKIOBHPY WIH JIoOOMy  H3
BCIIOMOTaTeIIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1.;

— Ilepuox rpyanoro BckapmiiuBaHusi (cM. pazzaen 4.6).

4.4. OcoOble ykazaHusl 1 MepPbl NPeI0CTOPOKHOCTH NPH NIPUMEHEHUH

[IepekpecTHas TMIEPYYBCTBUTEIBHOCTD

N3-3a cXOQHOrO XMMHMYECKOTO CTPOEHHS TaHLIMKIOBUpA, AalMKIOBHpa M BaJallMKIOBHpa
BO3MOXXHBI PEAaKIMU TEPEKPECTHON T'HMIEepYyBCTBUTEIBLHOCTH K 3TUM Impemapatam. Cremyet
coOnroAaTh  OCTOPOKHOCTh ~ MPU  HA3HAYEHWM  BAJTAHIMKIOBHpA  MallMeHTaM  C
TUIIEPYYBCTBUTEIBHOCTBIO K  alMKJIOBUPY, NEHIUKIOBUPY WM HMX  IpOJEKapcTBaM
(BayanMKIOBUPY U (PaMLIUKIOBHPY, COOTBETCTBEHHO) B aHAMHE3E.

MyTareHHOCTb, TEPATOr€HHOCTh, KAHIIEPOIr€HHOCTh, PEPTHILHOCTE M KOHTPALIEIIIHS
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COOTBETCTBYET ZKCTEPTHO
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My OTYETY

B skcnepumenTax Ha )KMBOTHBIX OBLJIO BBISBICHO Mwarég{;%_é;%@r%ﬁg@@éﬁégﬁh‘%l‘:‘éﬁaoe

U KaHIEPOTCHHOE JICHCTBUE, a TaK)K€ HEraTUBHOE BIIMSHUE TAHIMKIOBUPA Ha (EPTUIHHOCTS.
BanranuukioBup cienyeT CUMTaTh IMOTEHIMAIBHBIM TEPATOTEHOM U KaHLEPOTCHOM JJis
YeJI0BEKa, MPUMEHEHHE KOTOPOTO MOXKET BhI3BIBATh BPOXKIACHHBIC TIOPOKH pa3BUTHS U pak. [lepen
Ha4yaJIoM JICYEHHUS TaHIUKJIOBHUPOM IIAlIMEHTOB CIlIeAyeT NPOUH(POPMUPOBATH O crocobax
KOHTpAIEMIUX U BO3MOXKHBIX pUCKax /s 11oa. KpoMe Toro, BairaHIIMKIOBUP MOKET BPEMEHHO
WA HEOOpaTHMO MOIABIISATH CIIEPMATOICHE3 Y YelioBeKa (cM. pa3aena 4.2., 4.6., 4.8. u 5.3.).

Bo Bpems iedenuss u B TeyeHue MuHUMYyM 30 gHEH 1OCI€ OKOHYAHUA JICYCHUS
BAJITAHITUKJIOBUPOM JKEHIIMHAM C PENPOIYKTUBHBIM TOTCHIIMAIOM CIICIYyeT PEKOMEHIOBATh
MCIIOJIb30BATh HAJICKHBIC METO/ABI KOHTpaIeniuu. Bo BpeMs JiedeHUS W B TCUYCHHUE MUHUMYM
90 nHell TmoCie €ro OKOHYAHWS MYXYHHAM, BEIYIIAM TIOJOBYIO J>KHU3Hb, PEKOMEHIYETCS
UCIIOJIb30BaTh OapbepHBIA METOJl KOHTPALICTINH, 32 UCKIIOYECHHEM CITy4yaeB OTCYTCTBHUS PHCKa
BO3HHUKHOBEHUS OCPEMEHHOCTH Yy MapTHepIu (cM. pasaen 4.6.).

Muenocynpeccus

JlnurenbHas MHIYKIMOHHAS TEPANus BAJTAHLUKIOBUPOM IOBBIIIAET PUCK MUEIOTOKCUYHOCTH.
BanranuukiioBup cienyer NpUMEHSATh C OCTOPOYKHOCTBIO y MAllMEHTOB C IeMaToJIOrHn4ecKoi
UTONEHUEeH (B TOM 4YHWCIE MPU HAIMYUM TEeMaTOJOTMYECKON IUTONEHHUH, BbI3BAaHHOMN
JIEKapCTBEHHBIMU CpPEJICTBAMU B aHAMHE3€), a TAK)KE Y MalMeHTOB, MOJYYaBIIMX JIyYEBYIO
Tepanuto (cMm. pazzaen 4.2.). B xone nedeHus: peKOMEHIYeTCsl PETYISIPHO MPOBOAUTH KOHTPOJIb
pa3BepHyTOM (GOpMysBl KpOBH M TPOMOOIMTOB Yy BceX MaiueHTtoB. [lamueHtam ¢ Tskenon
JeKoneHuen, HelTporeHnel, aneMue U/uiM TpOMOOIUTONICHUEN PEKOMEHIYeTCs Ha3HAYUTh
reMOIO3THYECKHE (haKTOPhI POCTa U/WIIK MPEPHIBATh pUeM npernapara (cM. paszaeist 4.2. u 4.8.).
Tepanuio He cieayeT HauMHATh, €CIM abcoioTHoe yucio HeltpodunoB (AYH) cocrasmser
<500 knerok B 1 MK, yucino tpomboruroB < 25000 B 1 MKJ, WM C YPOBHEM reMOIio0MHa
< 80 /71 (cMm. pa3aenbr 4.2. u 4.8.).

Hapviienne dVHKIIMY TTOYEK

[TanmeHTaM ¢ MOYEYHON HEJOCTATOYHOCTHIO PEKOMEHIYETCSI YCUIIEHHBIA KOHTPOJIb Pa3BEPHYTOU
(dopMynbl KpOBH, MHUHMMYM KaXKIbId pa3 HpU MOCEHIEHWH TPAHCIUIAHTALIMOHHOM KIIMHUKH.
[TanmenTam ¢ MOYEYHOH HEJOCTATOYHOCTHIO TPEOYeTCsl KOPPEKIUs J03bl C YUeTOM KIIMpeHca
KpeaTuHuHa. [lanMeHTamM ¢ KJIMpeHCOM KpeaThHHHa MeHee 10 MJI/MUH TpUMEHEHue
BaJITAHIIMKJIOBHMPA MMPOTHUBOIMOKa3aHo (cM. pasmern 4.2.).

[IpuMeHeHNE ¢ IPYTUMHU JI€KaPCTBEHHBIMU CPEACTBAMH

HpI/I OOTHOBPEMCHHOM NPHUMCHCHUU T'aHIUKIIOBUpA U I/IMI/IHeHeMa/I_II/IJ'IaCTaTI/IHa Y HanucHTOB

oTMeuanuch cygoporu. Crenyer u3deratb OAHOBPEMEHHOI'O MPUMEHEHHUS BaJTaHIIMKIOBUpA U
5
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UMHUTIEHEMa/IIMIACTATHHA B CIOyYasX, €cid HOTeHuﬂi%gﬂg%éﬁiJ%%E TeQ04) .o
yqasx,

MY OTYETY

NPEBBINIAIOT BO3MOXKHBIN prcK (cM. pasnen 4.5.).

[TockonpKy Kak 3WJOBYJMH, TaK U TaHLUUKIOBUP MOTYT BbI3bIBATb HEUTPOIIEHUIO U aHEMHUIO, Y
HEKOTOPBIX MALMEHTOB MOXET OTMEYaThCsl HENEPEHOCHMOCTb IPU OJHOBPEMEHHOM IIpHUeMe
BAJITAaHLIMKJIOBHPA U 3UIOBY/IMHA B MOJIHBIX J103aX (cM. paznen 4.5.).

B cBs13u ¢ BO3MOXHOCTBIO MTOBBIILIEHUH MJIA3MEHHBIX KOHIEHTPALU AUIaHO3UHA B IPUCYTCTBUU
TaHIMKIOBHpA, CIEAYyeT TIIATEIbHO HAONIOAATh IAllMEHTOB HA NPEIMET BO3HUKHOBEHUS
CHMIITOMOB TOKCHYECKOTO ICHCTBHUS TUIaHO3MHA (HapuMep, MaHKpeatura) (cM. paszaen 4.5.).
[IpuMeHeHHe BalraHUMKIOBHpPA OJHOBPEMEHHO C JAPYrMMM IIpernaparaMi, OKa3blBAIOLUIMMHU
MUEIOCYIIPECCUBHBIN Wi HeppoToKcndeckuid d3pdext (cMm. paznmen 4.5.), MOKET yCUIMBATh UX
TOKcuueckoe JeiictBue. KoHTpomupyemMoe KIMHUYECKOE MCCIEI0BaHUE HCIOJb30BaHUs
BaIFaHUMKIOBUpA A npoduiaktuka [IMB-undexkuun He BKIIOYAIO MAUEHTOB IIOCIE
TPAaHCIUIAHTAllUM JIETKOTO W KHUIIEYHMKA, MO3TOMY OINBIT MPUMEHEHHs Ipenapara y TaKHX
NAMEHTOB OTPaHUYEH.

Pazauume B 6HOI[OCTVHHOCTH C IIEpoOpaJIbHBIM I'aHITUKJIOBUPOM

BroIoCcTymHOCTh TaHIIMKIOBUPA U3 TaOJIETOK BAJITaHIMKIOBUPA B 10 pa3 mpeBbIIaeT TAKOBYIO
KaricyJsl FaHIUKIOBHpPA. [ 'aHIIMKIIOBUD HEIb3s 3aMEHSTh Ha BAJTaHIIMKJIOBUP B COOTHOMICHHH 1:1.
[TanineHTOB, KOTOPHIX MEPEBOJSAT C KArCysl TaHIMUKIOBHPA, CleayeT MHOOPMHUPOBATH O PHUCKE
NePe03UPOBKH, €CITH OHU OyIyT MPUHUMATH OOJbIIEe YHCIO TAOJIETOK BAITAHIIUKIOBHPA, Ye€M
pekoMeHoBaHo (cM. pasaens 4.2. u 4.9.).

JIniia moKMI0r0 BO3pacTa

TabneTku BAJITAaHIUKIIOBHpA CICAYET MPUMCHATH C OCTOPOXHOCTBHIO Yy MAIMCHTOB ITOXKHWJIOIO

Bo3pacta (cM. pazaenst 4.2 u 5.1).

4.5. B3amMmopeiicTBHMe ¢ JPYrHMH JICKAPCTBEHHBIMHM MNpenaparaMM W JApyrue BHIbI
B3aUMO/1eiCTBUA

.HeKaDCTBeHHBIe BSaI/IMO)IeI\/'ICTBI/ISI BAJI'aHITUKJIOBHUPA

BanranuukinoBup — ABI€TCA  MPOJIEKAPCTBOM — TAHIUKIOBHpA,  [OITOMY  OXKHMAAKOTCS
JIEKapCTBEHHBIE B3aUMOJICUCTBUS, XapaKTEPHbIE JJIs FaHIUKIIOBUPA.

Hmunenem/yunacmamun: MEXIY JaHHBIMU npenaparamu HENb34 HCKIIFOYNTH
dapmakoIuHAMUYECKOT0 B3auMoieicTBus. [Ipyu o1HOBpeMEHHOM MPUMEHEHNH FaHIMKIOBUpA U
UMHIICHEMa/[IUJIaCTaTUHa Yy  TAIMEeHTOB  OTMedalnuch cynoporu. Cremyer uzberath
OJTHOBPEMEHHOT'0 MPUMEHEHUSI BAITAHIIMKIOBHPA U UMHIIEHEMa/IUJIacTaTUHA B CIIydasiX, €Clu

NOTCHIIMATBHBIC TPEUMYIIIECTBA JICUCHHS HE MPEBBIIIAIOT BOZMOXHBII pHCK (cM. pasnen 4.4.).
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COOTBETCTBYET ZKCTEPTHO

ot 10.04 2025 N= 9652

(NOCNEOQCBATENEHOCTE 0004)

My OTYETY

IToTeHIMaIbLHEIE JEKAPCTBEHHBIC B3aUMOAECHCTBUA

YcuneHne TOKCHYECKOTO  JEHCTBUS — TaHIMKJIOBUPA/BAITAHIIMKIOBHpPA BO3MOXKHO  TIPH
OJIHOBPEMEHHOM MPUMEHEHHUH C JIPYTUMH MpenaparaMu, OKa3bIBAIOIIUMU MHUEIIOCYITPECCUBHBIN
i Hedportokcuueckuit 3¢dekr. K Takum mnpenaparaM OTHOCSTCS aHAJIOTH HYKJICO3UJIOB
(3UAOBYIMH, JUAAHO3UH, CTaBYIWH), HMMYHOCYIPECCAHThl (LIUKJIOCHOPHH, TaKpOJIUMYC,
MuKko(deHonata MO(ETHI), MPOTHBOOMYXOJEBbIC Tpenaparsl (JIOKCOPYOUIMH, BUHOJIACTHH,
BUHKPUCTHH, THJIPOKCUMOYEBHHA), MPOTUBONH(EKIINOHHBIE mpemnapaTsl
(Tpumeronpum/cynbpoHamMua, nmarcoH, amdorepuruH B,  QuynuTo3uwH, NEeHTaMHIUH).
VYka3aHHble MpenapaThl MOKHO MPUMEHSATH OJJHOBPEMEHHO C BAJITAHIIMKIOBUPOM TOJIBKO B TOM
cilydae, eClid OXHJIaeMast MoJib3a OT MPOBOJAUMOTO JICUCHHUS TPEBBIIIACT BO3MOXKHBIN PHCK (CM.
pazmen 4.4.).

3udoéyoun:  TpU  ONHOBPEMEHHOM  TNPUMEHEHHMHM C  TaHIUKIOBHPOM  BO3MOXKHO
dapmakoguHamMuUeckoe B3aumoiericTBre. [1ockonbKy Kak 3UI0BYAMH, TaK U TAHIIUKIOBUP MOTYT
BBI3bIBATh HEUTPOTNICHWIO W aHEMHUIO, Y HEKOTOPBIX IMAlMEHTOB MOXET OTMEYaThCs
HENIEPEHOCHUMOCTh MPH OJHOBPEMEHHOM TIPHEME BaJTAHIMKIOBHAPA M 3WJOBYIAMHA B IMOJHBIX
no3ax (cm. pasnen 4.4).

Juoano3un: OBUIO BBIABIEHO CTOMKOE yBENMYEHHE KOHIICHTpPAIMH TUAAHO3MHA B IIa3Me MpU
OJIHOBPEMEHHOM TPUMEHEHUU C TaHIIUKIOBHPOM BHYTPHBEHHO. [IpH BHYTPHBCHHOM BBEICHUH
TaHIUKIOBHpPA B J103aX 5—10 MI/KI/CyTKH IIJIOIIAIU IO KPUBO#l «KoHIIeHTparusa-Bpems» (AUC)
IUJaHO3MHA yBenuuuBaiach Ha 38—67 %, uTo moaTBepxkaaeT (hapMaKOKHHETUYECKOE
B3aMMOJICHCTBHE JaHHBIX MPENapaToB MPU OJHOBPEMEHHOM MPUMEHEHUU. 3HAYMMOTO BIUSHUS
Ha KOHIIEHTpAIMM TaHIMKIOBHpA HE OoTMedasnoch. OJHAKO CleAyeT TINATeNbHO HaOI0IaTh
MAIUEHTOB HA MPEAMET BO3HUKHOBCHHS CHMIITOMOB TOKCHYECKOTO JICHCTBHUS IHMIaHO3WHA
(HampuMep, TAaHKPEaTUTa) MPU IPUMEHCHUHN BaJTaHIIUKIOBUpA (CM. paszen 4.4.).

IIpobeneyuo: 0THOBPEMEHHBIN MEPOPATBHBIN TpUeM MPOOSHeN N 1a TPUBOANUI K CTATUCTHYECKH
3HAYUMOMY CHIDKCHHIO TIOYE€YHOTO KiupeHca rannukioBupa (20 %) W K yBEIUYCHHIO
MIPOJIOJDKUTENEHOCTH ero AeicTBus (40 %). DTo 00BICHAETCS MEXaHW3MOM B3aWMOJICHCTBUS —
KOHKYpEHIIMEeH 3a KaHaJbIeBYI0 TIOYEYHYI0 OJKCKperuio. [lanueHTsl, NpUHUMAOIINE
OJTHOBPEMEHHO MPOOCHENH]T W BalTaHIUKIOBUD, MTOJKHBI HAXOIUTHCS TOJ TIIATEIHHBIM

HaOJIIOZICHUEM U3-32 BO3MOYKHOTO TOKCHYECKOTO JICHCTBUS TAaHITUKIIOBUPA.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMSA

KoHTpanenuus y My>K4iH M SKEHIITUH




COOTBETCTBYET ZKCTEPTHO

ot 10.04.2025 N= 3652

Bo Bpems JiedeHMss W B TEYEHUE MHUHUMYM 30“'&&6&'5%&1“6]_%@{—%;5 I:lJ:}Ie—'I’-'.iie.IHI/ISI

MY OTYETY

BaJITAaHIIUKIOBUPOM JKEHIIMHAM C PEMPONYKTUBHBIM TOTCHIMATIOM CIEAYeT PEKOMEHJIIOBATh
MCIIOJIb30BATh HAJC)KHBIE METOBI KOHTpaneniuu. Bo Bpems jeueHus u B TeueHue MUHUMYM 90
IHEIl Tmocie ero OKOHYAaHHUA MY)KUMHAM, BEAYIIMM IOJOBYIO KH3Hb, PEKOMEHIyeTcCs
UCIIOJIb30BaTh OapbepHBId METOJI KOHTPALICTILIUHY, 32 UCKIIOYECHUEM CITy4yaeB OTCYTCTBUS pPHCKa
BO3HUKHOBEHHS OCPEMEHHOCTH y MapTHEpIH (cM. pa3aeibl 4.4. u 5.3.).

bepemeHHOCTH

be3onacHocTh MpUMEHEHUsI BAJITAHIIMKIOBHUPA MIPH OEPEMEHHOCTH Y YeJOBeKa HE YCTaHOBIICHA.
OpnnHako raHIMKIOBUP OBICTPO MPOHUKAET Yepe3 4elloBeuecKyro IameHnty. [Ipu 6epemeHHOCTH
HA3HAYCHWS BaJTaHIMKIOBUpA cleayeT u3berarb, 3a HCKIIOUYECHUEM CIIydacB, KoOTrIa
MOTCHIUATBHBIN MOJIOKHUTEITBHBINA A (DEKT JIeUeHHS 111 MaTePH OTPAB/IBIBACT BO3MOXHBIA PUCK
JUTS TII0JA.

JlononHuTenbHbIe HMCCIEAOBAHUA PEMPOAYKTUBHOM TOKCMYHOCTH BAJTAHIMKIOBHpA HE
MPOBOAMIIMCH BBHIY €ro OBICTPOTO ¥ 3HAYHUTEIHHOTO TMPEBpAIICHUS B TaHIMKIOBUP. B
WCCJICIOBAHMSIX Y )KHBOTHBIX TIPUMEHEHHUE TaHIIUKIOBUPA aCCOIMUPOBAIOCH C TEPATOTCHHOCTHIO
Y TOKCHYHOCTBIO B OTHOILIEHUH PENPOIYKTUBHON CUCTEMBI.

be3onacHoCTh MpUMEHEHHS BaJTaHIIUKIOBUPA B XOJIE€ POJIOB U POAOPA3PEIICHUS HE U3ydallach.
JlakTanus

VccenoBaHuii BIVSTHIS BAITaHITUKIIOBUPA U TAHITUKIIOBUPA HA TIEPU- U TOCTHATAIHLHOE PAa3BUTHE
HE TIPOBOAMIIOCH, TPH 3TOM HENb3sl HCKIIOYUTH BO3MOXXHOCTH BBIJICJICHHSI TaHIIUKIOBHpA C
TPYAHBIM MOJIOKOM U Pa3BUTHUS CEPHE3HBIX MOOOYHBIX peaklnii y rpyaHoro pedeHka. PesynpraTsl
UCCIICJIOBAHWIA Yy 4YeJIOBEKa OTCYTCTBYIOT, HO pPe3yJlbTaThl HCCIICOBAaHUN Y JKHBOTHBIX
MOKA3bIBAIOT, YTO TAHIIMKJIOBHP BBIBOJUTCS C TPYIHBIM MOJOKOM Yy Kpbic. B ciydae
HEO0OXOUMOCTH MIPUMEHEHHUS Mpenapara B Mepro/I JaKTaIllM HEOOXO0AUMO IPEKPATUTh TPYIHOE
BCKapMJIMBaHHE.

DdepTUIbHOCTD

B xone wuccnemoBaHmii y JKMBOTHBIX TPHUMEHEHHE TAaHIIMKIOBHPA BBI3BIBAJIO HapYIIEHUE
¢deprmibHOocTH  (cM. pasgen 5.3.). Y TalMEHTOB, TOJYYAIONUX BaJITaHIMKIOBHD IS
npodunaktuku [IMB-undexkuuu Ha mporsokernuu 200 mHeW mocle TPaHCIUIAHTAIMU TIOYKH,
OTMEUAJIOCh yTHETEHHe crepMaToreHe3a (IO CPaBHEHUIO C KOHTPOJIBHOW TIpyNHmou, He
nosyvaroiieit nedenus). [lo nmporectBun npuMepHoO 6-TH MeCSALEB TOCTE MPEeKpalleHns Teparun
CpeIHsis IUIOTHOCTh CHEPMBI y TIPOJICYEHHBIX MAIMEHTOB ObLIa COMOCTaBHMa C TaKOBOH Yy
KOHTPOJIbHOM TPYNIIbI MAallMEHTOB, HE MOJIydaromux Tepanuto. [Ipu 3ToM y Bcex MpoJieYeHHBIX

MalMEHTOB C HOPMAJIbHOM IUIOTHOCTBIO cHepMbl M y 8 W3 13 MmanueHTOB CO CHHXKEHHOM
8



COOTBETCTBYET ZKCTEPTHO

ot 10.04.2025 N= 3652

MY OTYETY

(Mo B HOC TR 0004
IJIOTHOCTBIO CIHEPMBl HAa MCXOJIHOM YPOBHE nocne-nrrpeIMe ')IT%E&I{PIH To'TMeqai:'lacr,

HOpMaJibHasi TUIOTHOCTH criepMbl. [Ipu mocienyromemM HaOMIOACHUN B KOHTPOJIBHOW TpymIe y
BCEX IALIMEHTOB C HOPMAJIBHOM IUIOTHOCTBIO CHEPMBI U Yy 2 U3 4 NAIMEHTOB CO CHUKEHHOMU
IJIOTHOCTBIO CIIEPMBI Ha MCXOJHOM YpPOBHE IIOCIE IIPEKpAIlEHUs JI€YEHHs OTMedalach

HOpMaJiIbHAsA IMJIIOTHOCTb CIICPMBI.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeICTBAMH H pPadorarh ¢
MeXaHUu3MaMHu

[Tpu neyeHun npenaparom BaJITAHLMKIOBUP W/WIM FAaHIMKIOBUPOM BO3MOXHO BO3SHUKHOBEHHE
TaKUX HEXEeJATeJIbHbIX PEaKLUN KaK Cy10pOTrH, FOJIOBOKPYKEHHE U CIIyTAaHHOCTb CO3HAHUS, YTO
MOYKET OTPHIIATEIBHO TOBIUATh HA ACATEIBHOCTh, TPEOYIOIIYIO MOBBIIICHHOW KOHIICHTPALUU
BHUMaHMs, BKJIIOYas YIpaBJI€HHE TPAHCHOPTHBIMU CpPEACTBaAMU M pabOTy ¢ MalllMHAMH U
MeXaHu3MaMH. B cBsi3u ¢ 3TUM B Nepuoj JICUEHUS BAJITAHLMKIOBUPOM CIEAyeT cOoOoJaTh
OCTOPOXKHOCTh TPHU YIPABICHUW TPAHCIOPTHBIMH CPEACTBAMH M pPabOTe ¢ MallMHAMH |
MexaHusmamu. [Ipu nosiBIeHNN ONMCaHHBIX HEXEJIaTeNbHbIX SBJICHUHN CIEIYET BO3JEPKATHCS OT

BBITIOJIHCHHUA YKA3aHHBIX BUAOB ACATCIBHOCTH.

4.8. HexenarejibHbIEe peakuuu

Pesrome nnpoduiast 0e30macHoCTH

BanranuukioBup mpeacraBisieT coOOM  MpOJeKapcTBO TAHIMKIOBUpPA, KOTOpOE TOcIie
NEepOPAILHOTO IMpHeMa OBbICTPO TpeBpallaeTcss B TaHIMKIOBHP, MOATOMY BCE H3BECTHBIE
He)xenaTesbHble () (EKThI, CBSI3aHHBIE C MPUEMOM T'aHIMKIIOBUPA, SBJSIOTCS OKUIAAEMBIMU IS
BaJITaHUUKIOBUpPAa. Bce HexenarenbHble pPEAKIMHM, 3apEerUCTPUPOBAHHBIE B KIMHUUYECKHUX
UCCIICIOBAaHMUSX BaITaHIMKIOBHpA, paHblle HAOMIONANUCh MpPU JICUEHUHM TaHIMKIOBHPOM.
HexenatenbHple  peakuuy, BO3HMKAaBIIME IPM  IPUMEHEHUM  TaHLMKIOBUpA WU
BaJITAHIIMKIIOBHPA, BKIIFOYECHBI B Tabmuiy 2.

Haubonee cepbe3HbIMU U YaCThIMU HEXKETATENbHBIMH PEaKIUsSMHU Yy MAllMeHTOB, MOTYYaBIINX
BAJITaHIIMKJIOBUP/TAHIIUKIOBUD, SBISIOTCS HApYILIEHHS CO CTOPOHBI KPOBH, B YACTHOCTH,
HEUTpOIeH!s], aHEMUs U TPOMOOLIUTONICHHSL.

O6mwmit mpoduie 6€30MaCHOCTH TAaHIUKJIOBHPA/BAITAHIIUKIOBUPA COTIOCTABUM B TTOMYJISIIHSIX
NAlMEHTOB I0CJe TPAHCIUIAHTAIMM W C BUPYCOM HMMyHojaedummra yenoBeka (BUY).
HckmroueHne coCTaBisgeT HEKeNaTelbHas peaklusi «OTCIOMKa CeTYaTKH», HaOJ0JaBIIasCs
TOJIbKO Yy mnanueHToB ¢ [IMB-petunutoM. TeM He MeHee, UMEIOTCSA pa3iavuus B 4YacTOTax

HEKOTOPBIX HEKeJaTeNbHBIX peakiuil. [IpuMeHeHne BaNraHLUMKIOBUpPA acCOLMHPOBAIOCH C
9



COOTBETCTBYET ZKCTEPTHO

ot 10.04.2025 N= 3652

MOBBIIICHHBIM PUCKOM JHApEH IO CPaBHEHHUIO| C npnﬁ&g&n—é%ﬁﬁ“yg&gﬁw;'BLQTILME%I'{HO

MY OTYETY

Jluxopaaka, KaHIUA03, ACTIPECCHs, TsDKENas HEUTporeHus: (aObCONIOTHOE YMCIO HEHUTpOUIOB
(AYH) < 500/MKIT) 1 KO’KHBIE peaKINK Jaie oTMedatnch y narueraToB co CITIHM oM. Hapymenue
GbyHKIMI MOYeK U MeYeHH yallle HabJto1alich Y MallMeHTOB MOoCje TPaHCIUIaHTaI|H.

TabanuHoe pE3IOME HEXKENATCIBLHBIX PeaKIMH

YacToThl BOSHHKHOBEHHS HE)KEIATEIbHBIX PEaKIUil, yka3aHHble B Ta0nwuie 2, onpeaeieHbl Ha
OCHOBE aHalM3a OOBCAMHEHHOW TOMYISALIUNA TAIMEHTOB, MOJYYaBIIMX MOICPKUBAIOIIYIO
Tepanuio raHUKIOBUPOM WM BAJITAHIIMKJIOBUPOM B KJIMHUYECKUX HCCIEAOBAHUAX Y MAIIUEHTOB
¢ BUY. HckmoueHne COCTaBISIOT YacTOThl aHA(DHMIIAKTHYECKUX PEaKIUi, arpaHysonuTo3a U
TPaHYJIOLMUTONECHHUH, ONIPEIeNICHHBIE HA OCHOBE JaHHBIX MMOCTPETUCTPAIMOHHOTO HAOIIOICHHUS.
[IpencraBieHHBIE HIDKE JAaHHBIC 110 HEXKENATEIbHBIM PEAKIHSIM KIACCU(PHUIIMPOBAHBI 10
cuctemHo-opranibiM kiaccam (COK) u yactoTre BO3HMKHOBEHHs. YacToTa BO3HHKHOBEHUS
no0oYHbIX 3(PQEKTOB Ompenensiach B COOTBETCTBUU ¢ Kiaccudukanueit BceemupHoi
Opranu3anuy 3apaBooXpaHeHus: oueHb yacto (> 1/10), vacro (> 1/100, vo < 1/10), Heyacro (>
1/1000, no < 1/100), peako (> 1/10000, mo < 1/1000), ouensr pemxo (< 1/10000), wactora
HEU3BeCTHA (Ha OCHOBAHUU MMEIOLINXCS JAHHBIX OLEHUTh YaCTOTY HEBO3MOXKHO).

Tabnuna 2. YactoTa pa3BUTHs HEXeJaTeIbHBIX JIEKAPCTBEHHBIX peakiuil y nanueHtoB ¢ BUY,

MOJTYYArOITUX MOEPKUBAIOIIYIO TEPANHUIO TAHIIMKIOBUPOM/BAITaHIIUKIIOBHPOM.

HexenarenbHas JEKApCTBCHHAad peaKIust Yacrora

Kiace cucreM opraHos

Hngpexyuu u uneazuu

Kannunos, Bkitouas KaHIU103 CIU3UCTONH 000JIOUKH MOJIOCTH pTa OueHb yacTo
NHdexnun BepxXHUX IbIXaTeIbHBIX MMyTeH OueHb 9acTo
Cerncuc Yacro
['punm Yacro
WNHdexn MOueBbIBOAALINX MyTeH Yacro
Bocnanenue noakoxHO-)KUPOBOU KJIETYATKU Yacto

Hapywenus co cmoponvl kposu u aumgpamuueckoii cucmemol

Helitponenus Ouens vacto
Anemus OueHp 9acTo
TpomOouuToneHus Yacro
JlelikoneHus Yacto
ITaamIMTONIEHNS Yacto

10




COOTBETCTBYET 3KCNEPTHOMY OTUYETY

e
oT 10.04_2025 Nz 9652

Hapymenue GyHKIIMH KOCTHOTO MO3Ta (MOCAEOCEATERREE & 0004
ArmiacTiyeckasi aHeMust Penxo
Arpanynonuros** Penxo
['panynonuronenus™** Penxo

Hapywenus co cmoponvl uMMynHOU cucmembl

I'MnepuyBCTBUTEIBHOCTD Yacro

Anaduiaktudeckas peakuus** Penko

Hapywenus memabonuzma u numanus

CHUKeHue anmneTuTa OuyeHp 4acTo

CHIKEHNE MacChl TeIa Yacto

Icuxuueckue HapyuieHusl

Henpeccus Yacro
CocTosiHHE CIIyTaHHOCTH CO3HAHUS Yacro
Tpesora Yacro
Bo30Oyxnenue Heuacro
IlcnxoTn4ecKkoe paccTpoOUCTBO Heuacto
PaccTpoiicTBa MbIIITIEHUS Heuacrto
I'anmronmuanumn Heuacto

Hapywenus co cmoponvl nepgnoti cucmemoi

["onoBHas 601b Ouenb yacTo
becconnuna Yacro
[Tepudepuueckas Heliponarus Yacro
I'onoBokpyxeHue Yacro
[TapecTe3ns Yacro
I'nnecresus Yacro
Cynoporu Yacro
Jucres3us (HapylleHHe BKyca) Yacro
Tpemop Heuacto

Hapywenus co cmoponvl opeana 3penus

VXynmeHue 3peHus Yacro
Ortcnoiika ceruaTku™® Yacro
[TnaBarorre MOMYTHEHUS CTEKJIOBHTHOTO Teja Yacro

11



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.04 2025 N= 9652

[ | [ N o W

Bollb B TI1a3ax (HOCHEQCBATENGEGT To 0004]

KoHBIOHKTUBUT Yacto

OTek MaKyJibl Yacto

Hapywenus co cmoponvl opeana ciyxa u nabupunma

Bbosb B yxe Yacto

I'myxota Heuacto

Hapywenus co cmoponvl cepoya

Hapymenus cepieunoro putma Heuacto

Hapywenus co cmoponul cocyoos

ITonmxenue APTCPHUATIBHOI'O JaBJICHUA Yacto

Hapywenus co cmopoHbl OvlxamenvHotl cucmembl, Op2aHo8 2pyOHOU KIemKU U CPe0OCMeHUs

Kamens OuyeHp 4acTo

Opplka OueHb YacTo

Kemyoouno-kuuieunvie HapyueHus

Muapes OueHb yacTo
TowmHoTa OueHb yacTo
PBora OueHb yacTo
bonb B xuBOTE Ouenb yacTo
Hucnencus Yacto
Mereopusm Yacro
bonp B BepxHEHN 4acTH )KUBOTA Yacro
3anop Yacrto
N3bs3BIeHNE CIM3UCTON 000JI0UKH MOJIOCTH pTa Yacro
Hucharus Yacro
B3nyrtue xxuBora Yacro
[Tankpeatur Yacro

Hapywenus co cmoponvl neuenu u dHcenuesbi8o0auux nymeti

[ToBbIlIeHNE aKTUBHOCTH 11I€JI0YHON (hocdaTasbl B KpOBU Yacro
Hapymenne pynkunu neyenu Yacro
[ToBbllIeHne aKTUBHOCTHU acriapTaTaMHUHOTpaHC(epasbl Yacro
[ToBbllIeHne aKTUBHOCTH alaHUHAMUHOTpaHC(hepasbl Yacro

HapyweHuﬂ CO CMOPOHbL KOJHCU U NOOKOMCHBIX MKAHEU

12



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.04 2025 N= 9652

[ | [ N o W

i I_I.-:_“__‘l::'_ e £ = TN |Fi:I-I'J ;
AOCHEACEAT o e ot

Hepmarur

Hounas moTnmuBocTh Yacro
3yx Yacto
ChIltb Yacro
Anonenys Yacto
CyxO0CTbh KOXH Heuacto
Kpanusnauna Heuacto

Hapywenus co cmopoHnvl MbluieyHot, CKelemHol U COeOUHUMENbHOU MKAHU

bons B ciuHe Yacro
Muanrus Yacto
Aptpanrus Yacto
MEIeunsie crra3Mbl Yacto

Hapywenus co cmoponsl nouexk u mMouesvbig00auux nymeti

Hapymenune pyHkmm mouex Yacro
CHMKeHHUE MOYEUHOro KIUpeHca KpeaTuHUHA Yacro
[ToBbllIEHNE KOHIIEHTPALMU KPEaTUHNHA B KPOBH Yacro
IloyeuHass HEIOCTATOYHOCTh Heuwacrto
I'emarypus Heuwacrto

Hapywenus co cmopoHbl penpoO0yKmugHoU cucmemyvl U MOTOYHBIX Jcelle3

Myxkckoe Oecroaue Heuacro

Obwue napywenus u peakyuu 6 mecme 68e0eHUs.

Jluxopanka OueHb 4acTo
[ToBbIIEHHAS YTOMIISIEMOCTh OueHb yacTo
bons Yacto
O3H00 Yacto
OO011ee HeTOMOTaHuE Yacro
Acrenns Yacto

bons B rpynu Heuacto

* Orcnoiika cetyaTku HabOmonmanack Toibko y manueHtoB co CIIWJlom mpu tepanun [IMB-
peTuHHuTa.
** YacroTa JaHHBIX HEXENATENbHBIX PEAKIUi Ompelesiack Ha OCHOBAHHMU JaHHBIX

MOCTPECTUCTPATUOHHOTO ITPUMCHCHMU.
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COOTBETCTBYET 2K

ot 10.04.2025 N= 3652

(NOCNEOQCBATENEHOCTE 0004)

MY OTYETY

OmnmcaHne OTASIBHEIX HEKEIATSIbHBIX PEaKIIHN

Hevuimponenus

Puck pa3BUTHS HEUTPONICHUH HENb3sI MPENCKa3aTh, UCXOAS U3 YKCiIa HEUTPO(HIOB, 10 Havaia
nedeHus. Bo3HUKHOBEHHE HEHUTPONEHUH SIBISIETCS TUIIMYHBIM I [IEPBOM MM BTOPOM Henenu
UHAYKIMOHHOW Tepanuu. Yucino HeWTpoduaoB, Kak MpaBUiIo, HOPMAIU3YETCs B TeueHue 2-5
JTHEH 1ocJyIe MpeKpalleHus MprueMa npernaparta ik CHIKEHUs 10361 (M. pasnaen 4.4.).
Tpomboyumonenus

Y manuMeHTOB ¢ WMCXOMHBIM HU3KHUM 4uciaoM TpomOouutoB (< 100000/MKJ) TOBBIIIEH PHUCK
pa3BUTHSA TPOMOOLIUTONICHUH. Y MAIMEHTOB C ATPOTEHHON Cylnpeccueil IMMYHUTETa BCIEACTBHE
Tepanuy UMMYHOCYIIPECCAaHTaMH PUCK Pa3BUTHS TPOMOOLIMTONIEHUH BBILIE, YEM Y MTALIUEHTOB CO
CIIU oM (cm. pasnen 4.4.). Tsokenast TpOMOOLIMTONIEHHS] MOXKET COMTPOBOXKIATHCS TOTCHITMAIBHO
KUZHEYTPOKAIOIIUMH KPOBOTCUCHUSIMHU.

Bausnue onumensnocmu mepanuu/nokazaHus K NPUMEHEHUIO HA pA38uUmue HelceiamelbHblxX
peaxkyuii

Tsoxenas neritponenus (AYH < 500/mxin) yame nabmaroganack y nanuentos ¢ LIMB-petuanTom
(16 %), mony4yaBImIMX BaJITaHLUUKIOBUD, 10 CPABHEHUIO C MAI[MEHTAMU IOCIE TPaHCILIAHTAINH
CONUAHBIX OPraHOB, IMOJIYYaBIIUX BaJNTAHLIUKIOBUP WM TaHUUKIOBHD (TmepopanbHO). Y
MAalMEeHTOB, MOJIYYaBIINX BAJITAHIIMKIIOBUAP WJIM TAaHIIMKIIOBUP (TIepopaiibHO) B Teuenue 100 quei
nocjie TpaHCIUIaHTAallMM, YacTOTa Pa3BUTUS TsDKEIOW HeWTporeHuu coctasisiaa 5 % u 3 %,
COOTBETCTBEHHO. Y MAalMEHTOB, MOJYy4YalOUIMX BaJIraHUUKIOBUp B TeueHue 200 nqHel mocie
TpaHCIUIAaHTAlMM, 4acTOTa Pa3BUTHs TSKEJION HeWTponeHuu cocrasisua 10 %. YV manueHToB
1ocjie TPaHCIUIAHTALMK COJUIHBIX OPraHoB, MOJYYaBIIMX BaJTaHUMKIOBUP U TaHIMKIOBUP
(nepopanbuo) B Teuenue 100 mmm 200 nHel, HaOmoganocy Oojee BBIPAXKEHHOE YBEIINYEHUE
KOHLIEHTpAlluM KpEeaTMHWHA B CBIBOPOTKE KpOBU II0 CpaBHEHHIO ¢ mauueHtamu c¢ [[MB-
petuHuTOM. OJIHAKO Ba’)KHO OTMETUTH, YTO HapYyIIeHHE (GYHKIUU MOYEK SABISETCS XapaKTepHbIM
CUMITOMOM, Yallle HaOJII0IaloIUMCS y TAI[UEHTOB MOCIIe TPAHCIUIAHTALIUU COJIMIHBIX OPraHoB.
OO6mwmit mpoduias 0e30MaCHOCTH BAJITAHIIMKIOBUPA HE W3MEHSETCS MPU MPOIJICHUH TEPHOJIa
IpoHIAKTHYECKOTO MPUMEHEHHS y MAllMEHTOB C BBICOKUM pHCKOM pa3Butus LIMB-undexuu
nocie nepecagku nouku 10 200 gHei. Y nanueHToB, NOoIy4arluX Baaranuukiosup 10 200-ro
JHS TIOCTTPAHCIJIAaHTALIMOHHOTO TMEpHoJa, [0 CPaBHEHUIO C MalMeHTaMH, MOJIyYarolnx
BaNTaHIUKIOBUP 10 100-TO IHS MOCTTPAHCIUIAHTAIIMOHHOTO MEeproaa, HabII0aeTCsl HEKOTOPOe
YBEJIMUEHUE  YACTOTHl  JeWKomeHMu. YacToTel pa3BUTHS  HEUTPONEHUHM, AHEMUM U
TPOMOOIIMTONEHNHU ObUIN CXOJHBIMHU Y MAIMEHTOB, Moydatouux jgeuenue 10 100-ro qus u 200-

IO THSA NOCTTPAHCIJIaHTAIITHOHHOI'O IIEpHOoa.
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COOTEBETCTEYET 3KCNEPTHO
ot 10.04 2025 N= 9652

(MOCNEODBATENBEHOCTE 0004)

Jlabopamopnvie nokazamenu

My OTYETY

[Tpu npoasiennu neproaa NPOGUIAKTUKHA Y B3POCIBIX MAIMEHTOB C BHICOKMM PHCKOM Pa3BUTHS
[IMB-un¢exkunn mociae TpaHCIUIAHTAIIMM  COJNMIHBIX  OpPraHoB — 4acToTa  HapyHICHUH
nmabopaTopHbIX moka3areseit 10 200-To JHS ocTaBaach CXOIHOM.

Tspoxenast HedTporeHus 0oJiee YacTo HaOII0AaNIach y IeTeH, MePEeHeCHInX TPAHCTUIAHTAIINIO TOYKH
U IMOJIy4aBIIMX BaJraHUMKIOBUpP A0 200-ro AHS NOCTTPaHCIUIAHTALMOHHOIO IE€pHoJa, IO
CpPaBHEHUIO c JIETbMH, MOJTy4YaBIIUMU BAJITAHLIUKJIOBUP 10 100-ro JTHS
MOCTTPAHCIUIAHTAIIMOHHOTO MEPUO/IA, a TaKXKe MO CPAaBHEHUIO C B3POCIBIMHU, MEPEHECHIUMU
TPAHCIUIAHTALMIO TMOYKHM M TMOJy4aBIIMMHU BairanmukiaoBup 10 100-ro u 200-ro anHs
MOCTTPAHCIUIAHTAIIMOHHOTO TIEPHO/IA.

Tabmuma 3. M3MmeHeHuss m1a0opaTOpHBIX TOKa3aTeNield, COOOMIABIIUXCS TP TpHEMe

BAJINAaHIUKJIIOBUPA Y B3POCIIbIX.

IManueHTHI MOC/IE TPAHCIIJIAHTALIMM COJTHIHBIX
ITauueHTsI €
OpraHoB, nojy4yapmmue jedyeHue 10 100-ro gus
IIMB-peTruHuTom
W3MeHeRNMsl NOCTTPAHCIIAHTALMOHHOI0 Nepuoaa
J1a00paTOpPHbBIX [ aHIHKI0BHP
moKa3aTeiei Baaranuukiaosup | BaaranumukiaoBup HeDODAILIO
(n=370) (n=244) Pop
(n=126)
% % %
Hetimponenus (abco0THOE YUCI0 HEUTPO(DUITIOB/MKIT)
<500 16 5 3
500 — < 750 17 3 2
750 — < 1000 17 5 2

Anemus (TeMOTJIOOHH T/7)

<65 7 1 2
65 -<80 10 5 7
80-<95 14 31 25
Tpomboyumonernus (AUCIO TPOMOOIIUTOB/MKIIT)

< 25000 3 0 2
25000 — < 50000 5 1 3
50000 — < 100000 21 18 21

Konyenmpayus kpeamunura 6 coléopomie Kpogu (Mr/1)

>25 2 14 21

>15-25 11 45 47
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Tabmuna 4. V3MeHeHus 1a0OpaTOPHBIX IMOKa3aTeled NMpU MPUMEHEHUM BAITAHIMKIOBUPA Y

JeTei.
ITanueHTHI 1€TCKOr0 BO3PacTa NMocJje TPAHCIJIAHTAIMT
COJIMIHBIX OPTraHOB
N3MeHeHus JleyeHue BaIraHUMKJI0BUPOM | JleueHHne BAJITaHIIUKIOBHPOM
J1260paTOPHBIX 10 100-ro nust 10 200-ro nust
nmokazarteJeii NOCTTPAHCIIAHTAIIUOHHOTO NOCTTPAHCIIAHTAIIHOHHOTO

nepuoaa (N=63)

nepuoaa (n=56)

% %
Hevimponenus (aOCONIOTHOE YUCII0 HEUTPO(PUITOB/MKII)
<500 5 30
500 — < 750 8 7
750 — < 1000 5 11
Anemus (reMOTIIOONH T/71)
<65 0 0
65 -<80 14 5
80-<95 38 29
Tpomboyumonenus (4MCI0 TPOMOOIIUTOB/MKIT)
< 25000 0 0
25000 — < 5 0000 10 0
50000 — < 100000 3 4
Konyenmpayus kpeamununa 6 coigopomke Kpogu (Mr/ 1)
>25 2 5
>15-25 11 20

HocmpezucmpaquHHoe npuUmMeHernue

HpI/I MNOCTPECTUCTPAIUOHHOM TPUMCHCHHU BaJIFAHOUKIIOBUPA W TaHIOUKIOBUPpA HpO(I)I/IJ'IB

0€30MacHOCTH OBLI COIMMOCTABUM C TAKOBBIM B XOJ€ KINHUYECKUX MCCIIEIOBAHUM.

€T

OO6umii npoduas 6e30MaCHOCTH BAJITAHLUKIOBHpA Yy JeTe He OTIMYaeTcs OT MpoQuis
0€30MacHOCTH Mpernapara y B3pocibliX. B jmerckoil momynsuuu HaOII0AaIoCh HEKOTOpOe
YBEJIMYEHUE YaCTOThl HEUTPONEHUH, OJHAKO 3TO HE MPHUBOAMWIO K YBEJIWYEHHIO YacTOTHI

uHpekuud. VY geredl, NeEpeHecHIMX TpaHCIUIAHTAIMI0 [OYKH, YBEJIMYEHHE Iepuoja
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HE)KEJIATEJIbHBIX SBJICHUH.

Bpooicoennas [[MB-ungexyus

Tepanus BpoxaeHHoW [IMB-unbekuu He sBiIsSeTcs] 0A00PESHHBIM MTOKa3aHUEM K TPUMEHEHUIO
BAJITaHIIUKJIOBUpa. Tem He MeHee, MCCIeAOBaHUs, MIPOBEACHHBIE Y HOBOPOXKICHHBIX U JI€TEU
paHHero Bo3pacTa ¢ BpoxiaeHHOH L[IMB-undekuueil, mpenoctaBisoT AaHHbIE O mpoduie
0e30MacHOCTH TpermapaTa B JaHHBIX TONYIANUsX manueHToB. [Ipoduns OGezomacHoCTH
BaJITaHIIMKJIOBUPA COINOCTaBUM C M3BECTHBIM IMpoduieM 0e30macHOCTH BaJraHIMKIOBHUpA/
raHIMKIIOBUPA.

OCHOBHBIM TIPOSIBIICHUEM TOKCHYHOCTH TaHIMKIOBUpa sBisercss Heurporenus (y 38 %
NAIMEeHTOB OTMEYanach HeUTponenus 3 uin 4 craguu, 1 maruenTy noTpedoBaIoch MpeKparieHne
Tepanuu). boNbIIMHCTBO SBIEHUI MOIaBaIUCh KOPPEKIIUH, IPU OJTHOBPEMEHHOI BO3MOKHOCTH
MPOJOIKATh MIPOTUBOBUPYCHYIO TEpamnuio. Y BCEX HOBOPOXKIIEHHBIX HAOIIOJAIOCh YBETMYCHUE
NoKa3aTesel, XapaKTepu3yIUIMX pocT U pa3BUTHE (POCT, Macca Teja, CPEelIHsAs OKPYKHOCTb
rojossl). [lpm mepopanbHOM  NPUMEHEHUM  BAJITAHLIMKIOBUpAa Haubojiee  4YacTbIMU
HEKeNaTeIbHBIMU PEakIUsIMU ObLTH HEUTPOIEHUS, aHeMUs, HapylieHue (YHKIUU T[EeYCHH U
nmuapes. IlepeuncnenHble HexeJaTeNbHBIC SBIICHUS HAOMIONANKNCh Yalle y MAIlMeHTOB IMpH 6-
HEJENbHOM Tepanuu BaJIraHUUKIOBHUPOM, IO CPaBHEHUIO C MalUEHTaMH, MOJy4yaBUIMMHU
BAJITAHITUKIIOBUP B TeueHUE 6 MecsieB. Cepbe3HbIMU HEXKENATEeIbHBIMU SBJIICHUSIMU, CBSI3aHHBIMU
C JIeyeHHeM, ObLTM HEHTPONEHUS M aHeMHsl, KOTOpbIe TaK)Ke yallle HaOJI0aIiuch NPy Teparuu
JUIMTETTFHOCTRI0O 6 Henenb. He HaOMIOganoch CTAaTUCTUYECKH WM KIMHUYECKH 3HAUYMMBIX
pa3Iuuui MEX Iy MalieHTaMu, TTOJIy9aBIIMMH BAITAaHIIUKJIOBUD B TEUCHHE 6 HE/IENb U B TCUCHHE

6 MCCALICB, B IIOKA3aTC/IAX, XapaKTCPUIYIOIMIUX POCT U PA3BUTHEC, TAKMX KaK MaccCa TCja, PocCT,

CpEeIHsSI OKPYKHOCTh TOJIOBBI.

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKITNAX

BaxHo coo0mare O MOA03pEeBaEMbIX HEXKENATeNbHBIX pPEeaKIMAX IOCIe PEerucTpaliu
JIEKapCTBEHHOTO Iperapara ¢ [eliblo 00ecTeYeHnsl HePepbIBHOIO MOHUTOPUHTAa COOTHOIICHUS
«I0JIb3a — PHUCK» JIEKaPCTBEHHOIO Ipenapara. MeIunuHCKUM paOOTHUKaM pPEKOMEH]yeTCs
coo01aTe O JIOOBIX MOJO3PEBAEMBIX HEKENATENIbHBIX PEAKIUSAX JIEKAPCTBEHHOIO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOIEHHUS O HEeXKEJIaTeNIbHBIX PeakIUsIX TOCYAapCTB — YICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr0 COI03a.

Poccuiickas ®@eoepayus
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Anpec: 109012, r. Mocksa, CraBstHCKas IJI0IIa/1b, 1. 4, cTpoeHue 1
Tenedon: +7 (800) 550-99-03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTn «HTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CuMITOMBI

Bo3MOXHO, 4YTO TMepelno3upoBKa BaJTAHIUKIOBHPA MOXKET TMPUBECTH K YBEIHUYCHUIO
HedpoTokcnuHocTH (cM. pa3zenst 4.2. u 4.4.).

B xoxe KIMHMYECKUX HCCIETOBAaHUI U MOCTPETHCTPAIMOHHOTO MPUMEHEHUs Mpenapara ObLTU
OTMCAHBI CITyyau Mepeo3UPOBKU TAHLUKIOBUPA MPU BHYTPUBEHHOM BBEICHHH, B TOM YHCIIE C
(daTaJbHBIM HCX0I0M. HeKoTOphIe 3 HUX HE CONMPOBOXKIATUCH HEXKEIATCIIbHBIMHY SIBJICHUSIMA. Y
OOJIBIIMHCTBA YK€ MAIUEHTOB OTMEYAJIOCh OJTHO MM HECKOJIBKO M3 CIICAYIOIINX HEeKeIaTeIbHbBIX
peaKInid:

2eMamomoKCU4HOCMb: MUETIOCYTIPECCHsl, BKIIIOYas MaHIUTONEHHUIO, HEIOCTATOYHOCTh KOCTHOTO
MO3ra, JCHKOIICHHUIO, HEHTPOTICHUIO, TPAHYJIOIUTOIICHHUIO;

2enamomoKCcUyHOCMy. TENATHT, HapyIIeHHe (YHKITUN TICUCHU;

He(hpomoKkcuyHOoCms. yCUIICHUE TEeMaTypHUH y MAalMeHTOB C YK€ HMEIOIIMMCS HapylIeHUEM
GYHKIIMH TOYEK, OCTpasi MoYeyHasi HeIOCTAaTOYHOCTh, TTOBBIIIIEHHE KOHIIEHTPALUY KpeaTHUHIHA B
CBIBOPOTKE KPOBH;

JHCENYOOUHO-KUUEUHAS MOKCUYHOCMb. OOJIA B )KUBOTE, AUApPEs, PBOTA;

HeUpoOmoKCUYHOCMb: TEHEPATM30BaHHBIN TPEMOP, CYIOPOTH.

Jleuenue

CHM3UTHh KOHIICHTPAIIUU BAJTAaHIMKIOBUPA B IUIa3Me Y IMAIMEHTOB C MEPEIO3HPOBKON MOXKHO

yTeM reMOMaIn3a u ruapartaun (cM. pasaen 5.2.).

5. PAPMAKOJIOTMYECKHE CBOWCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

®apMakoTepaneBTUUECKasi TpyNIa: MNPOTUBOBUPYCHBIE CPEICTBA CHUCTEMHOIO JE€HWCTBUS,
IIPOTUBOBUPYCHBIE CPEACTBA IMPSAMOrO JEHCTBHs; HYKIEO3UIbl M HYKJICOTHUIBI, KpoMe

UHTUOUTOPOB 0OPATHOM TPAHCKPHUIITA3HI.

Kon ATX: JOSAB14.
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MexaHu3M IeHCTBUS

BanrannukinoBup mnpeacraBisier coboi L-BammioBblii 3¢up (IpoiekapcTBO) TaHIMKIOBUPA,
1OCJI€ MEPOpaTbHOTO TMpUeMa OBICTPO MNPEBPALIAIONIUICS B TaHIMKIOBHP IO JEHCTBHEM
KHIIEYHBIX M IIEYCHOYHBIX OCTepa3. [‘aHIMKIOBUD — CHUHTETMYECKHMH aHajor 2'-
JIe30KCUT'YaHO3MHA, KOTOPBIil OIaBIIseT PEILIMKAIIMIO BUPYCOB TepIiec-TPYIIL in Vitro u in vivo.
K Bupycam 4esoBeka, 4yBCTBUTEIBHBIM K TaHIMKIOBUDPY, OTHOCAT [IMB, BUpyChl IIpocTOro
repneca 1 u 2 (Herpes simplex-1 u -2), Bupyc repneca yenoseka tunos 6, 7 u § (HHV-6, HHV-7,
HHV-8), Bupyc Dmmreitna-bapp (EBV), Bupyc BerpsiHoii ocmbl (Varicella zoster) u Bupyc
renarura B.

B LMB-unpummpoBaHHbIX KIETKaX MO MACHCTBHEM BHUPYCHOW mpoTtenHkuHazbel UL97
TaHIUKIOBHD BHavaie ¢ochopuimpyercss ¢ 00pa3oBaHMEM TaHIMKIOBHpMOHO(OChaTa.
HanbHeiimee  gochopuiiupoBaHue MNPOUCXOAUT TOJ JAEHCTBHEM KIETOYHBIX KHMHA3 ¢
o0Opa3oBaHUeM TaHUMKIOBUpTpUdoOchaTa, KOTOpPHIA 3aTeM IOJBEPraercsi MEIJICHHOMY
BHYTPUKJIETOUHOMY MeTabonu3my. Ilociie Mcue3HOBEHUs TaHUMKIOBUpPAa W3 BHEKJIETOYHOMN
KHUJIKOCTH TIEPHOJ] BHYTPHKIETOYHOTO IOJYBBIBEICHUSI TaHIUKIOBUPTpUdoOchaTa B KIIETKaX,
uHpuuupoBanHbelx [IMB, cocraBnser 18 u; B kieTkax, HHQHUUHUPOBAHHBIX BUPYCOM IPOCTOTrO
repneca — 6-24 4. Ilockonbky ochopunrpoBaHre raHIUKIOBUpa B OOJIbIICH CTENIEHN 3aBUCUT
OT JAEWCTBUSI BUPYCHOM KHMHAa3bl, OHO IPOUCXOAUT MPEUMYIIECTBEHHO B HH(PHUIMPOBAHHBIX
KJIETKaXx.

Bupocratuueckass akTMBHOCTb TaHIMKJIOBUpPA OOYyCIIOBIIEHA MOJABIEHHEM CHHTE3a BHUPYCHOM
ne3okcupudonykiaenHoBoir kucnotel (JAHK) mocpenctBom Mexanu3moB: (1) KOHKYPEHTHOTO
MHIMOMpPOBaHUS BCTpauBaHUs Ae30Kkcuryanosuntpudocdara B IHK non aeiictBuem BUpycHOMN
JHK-nonumepa3ssr; (2) BKITroueHreM ranikiosuprpudocdara B Bupycuyro JJHK, uto npuBoant
K CUJIbHOMY OIPaHUYEHHUIO WJIU MIOJTHOMY NIPEKPAILEHHUIO oHranuu BupycHoit JJHK.

dapmakogngamMuyeckue 3P HeKToI

CoryacHO HCCIeOBaHUSIM N VItro, TUOMYHAsS WHCHOMPYIOIIAs KOHICHTpPAIUs, KOTopas
nogasisger perwtukamnuio [IMB na 50 % (ICso), Haxogutcs B amamazore ot 0,08 MKMOJB/I
(0,02 mxr/mi) no 14 mxmoms/i (3,5 MKr/min).

Knuanyecknii mpoTHBOBUPYCHBIM 3¢ (}eKkT BalraHIMKIOBHpa OBLI [0Ka3aH YMEHBIICHHEM
BeienieHus: [IMB u3 oprann3ma manyeHToB ¢ CHHIAPOMOM MPHOOPETEHHOTO0 UMMYHOISQHIINTA
(CITMdom) u BrepBbie BbisiBIeHHBIM [IMB-petnnutom ¢ ncxoaHoro nokasarens 46 % no 7 %
yepe3 4 HeJleNn JISYSHU s BAITaHIIUKIIOBHPOM.

Kinuanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

Bspocnvie
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Jlewenue IIMB-pemunuma

Knunnueckue uccnenoBanus 0butn npoBesiensl y nanuentoB co CIINJom u IMB-petunuToMm.
BanraniukioBup MpoAEMOHCTPHPOBAT  OJUHAKOBYIO  KIMHHYECKYIO 3((eKTHBHOCTH B
MHAYKIMOHHOW Tepanuu [[MB-pernHuTa 1m0 CpaBHEHHIO ¢ BHYTPUBEHHBIM T'aHIMKIOBUPOM.
[IpuMeHeHrne BaJraHUMKIOBHpPA IO3BOJISIET IOJNYYUTh TAaKO€ K€ CHCTEMHOE BO3ZCHCTBUE
TaHIMKIOBHpPA, KaK IPU UCIIOJIb30BAHUHM PEKOMEHOBAHHBIX BHYTPUBEHHBIX 103 TaHLUKIOBUPA,
s dexTuBHBIX npH Jieuenuu LIMB-petunuTta. [Tokazano, uto AUC ranuukioBupa KOppeaupyer
C IPOMEKYTKOM BpeMeHHU 10 nporpeccupoBanusi [IMB-pernnura.

Tpodunaxmurxa LIMB-undexyuu v nayuenmos nocie mpancuiaumauuil COJTUOHBIX OP2AH08

Yacrora passutusi [IMB-3a0oneBanus (LIMB-cunnpom + nHBa3uBHas MH(EKUIWs TKaHEW) B
TE€YEHHUE IEPBBIX 6 MECSLEB MOCIE TPAHCIUIAHTALMU CEpJla, MEYEHHU, MOYKU y MalUMEeHTOB C
BBICOKUM puckoM [[MB-undeknun (LIMB-no3utuBHblii  gonop (D+)/IIMB-HeratuBHbIN
petunueHt (R-) (D+/R-)) cocraBuna 12,1 % B rpyIine NanueHTOB, MOJyYaBIINX BaITAHIIUKIOBHD
(900 mr B cytkm), u 15,2 % B rpynmne HanUeHTOB, MOJYYaBLIIMX TAHIMKIOBUP HEPOPAIBHO
(1000 mr 3 pasza B cyrku) ¢ 10 mo 100 neHp mocie TpaHCILIaHTAIlMK. Bosbias 4acTh ciydacs
IpuIUiach Ha TMEPUOJA TMOCie OTMEHbl mnpoduinakTudyeckod tepanuu (mocne 100-ro gHs
MOCTTPaHCIUIaHTAIIMOHHOTO Tiepuoaa). [lpu stom cnydau paszputus [IMB-undekuuu B rpymnme
JICYEHUsl BAJITAHIIMKIOBUPOM MOSIBJISIUCH TI03)KE, YEM B TPYIIE JICYEHHUS TaHIMKIOBHPOM.
YacToTa 0CcTpOro OTTOpPKEHHUSI TPAHCIUIAaHTaTa B TIEpBbIe 6 MecsieB coctaBuia 29,7 % B rpymre
MAIMEHTOB, TOMYYaBIIMX BalTaHIUKIOBHpP, U 36 % B Trpyle MNalMeHTOB, MOTYYaBIIUX
TaHIMKIOBHUD.

VYBenuuenue mnponokutenbHocTH npuema 900 mr BanranuukioBupa Ao 200-ro gHSA mocie
TPaHCIUIAHTAIIMU TOYEK Yy TAIUCHTOB C BBICOKUM puckoM [[MB-undekiun (D+/R-)
COIPOBOXIaNoch Oosbiueil 3ddexTuBHOCTRIO NpenoTBpamieHus [IMB-undexnun B nepseie 12
MECSILIEB MOCIE TPAHCIUIAHTALIMY 110 CpaBHEHUIO ¢ mpueMoM 900 mr BanranuukioBupa 10 100-ro
JTHS TIOCJIe TpaHCIUIaHTaI|H.

YacroTa BBDKMBAEMOCTH TpaHCIUIaHTaTa uepe3 12 wmecsneB cocraBuna 98,2 % B rpymme
NAUEHTOB, MOJIy4YaBIIMX BaJraHuukioBup no 100-ro gus, m 98,1 % B rpymnne manueHToB,
MOJYYaBIIUX BaJraHUUKIOBUP 70 200-ro aus. YacToTa OCTpOro OTTOpPKEHUsS TpaHCIUIAHTaTa,
MOATBEPKIEHHOTO OMoricuel, B nepBbie 12 MecsneB coctaBuia 17,2 % B rpyrie MarueHTOB,
nMoTydaBmuX BaraHuukiaoBup 10 100-ro must, u 11,0 % B rpymnme mamueHTOB, MOTyYaBIIAX
BaJIraHuuKJI0BUp 10 200-ro qHS.

Bupycnas pesucmenmnocmo
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TaHLUKIOBUPY. DTO MOXKET OBITH 00YCIOBICHO TMOO0 CelleKIneil MyTallHii reHa BUPYCHOM KHHA3bI
(UL97), oTBeuarorieii 3a MoHO(OChHOpUIUpOBaHUE TaHIIMKIOBUPA, OO0 reHa BupycHoi JTHK-
nosmmepassl (UL54). Myrtanuu rena UL97 Bo3HuKaroT B 0oJjiee paHHUE CPOKH M BCTPEUAIOTCS
yamie no cpaBHeHuio ¢ myranuei reHa ULS4. Bupyc, umeromuii Tosibko MyTanuio resa UL97,
YCTOMYHUB TOJIBKO K TAHIIUKIIOBUPY; IIPH 3TOM HanOoJIee YaCTO BCTPEUAIOIIMMHUCS MYTallUsIMU 110
TUIy 3aMEHBI, ACCOIMUPOBAHHBIMU C BO3HMKHOBEHHEM YCTOMYMBOCTH, sBisitoTcs M460V/I,
H520Q, C592G, A594V, L595S, C603W. Bupyc ¢ myranusmu rera UL54 moxer obGnanath
MEPEKPECTHON PE3UCTEHTHOCThIO K JIPYTMM IPOTHUBOBUPYCHBIM MpernapaTaM C aHAJIOTMYHBIM
MEXaHU3MOM JIeHCTBUS, U HA000poT. Pa3BuTHe nepekpecTHON yCTOMYMBOCTH K FAHIIMKIOBUPY U
mu10poBUpy B OOJBIIMHCTBE CiydaeB OOYCIOBICHO MYTalUsMH TI0 THUIYy 3aMEHBl B
3K30HYKJI€a3HbIX JoMeHaxX u peruone V BupycHoi JIHK-noaumepasbl. PazButue nepekpecTHoi
YCTOHYHMBOCTH K (pOoCKapHETy 00YCIOBICHO MYTAI[USIMU 10 TUITY 3aMEHBI B Mpejienax peruoHos 11
(xomoH 696-742) u 11l (komon 805-845) Bupycuoii JJHK-nmonumepasbr mim Mex1y HUMHU.
Jleuenue [[MB-pemunuma

I'enotunupoBanue [IMB B mosmmMophHOSAEPHBIX JISHKOIMTAX MTOKA3aJI0, 4To 4epe3 3, 6, 12 n 18
MECSIIEB JICYCHHUS BAJITaHIIMKIOBUPOM, COOTBETCTBEHHO, B 2,2 %, 6,5 %, 12,8 % u 15,3 %
JIEHKOUUTOB BBISBIISAIOTCS MyTanuu UL97.

Ipogunaxmuxa [[MB-ungexyuu y nayuenmos nocie mpancniaHmayu CONUOHbIX Op2aHo8
I'enotunuposanue LIMB B nonmumopdHOAIepHBIX JEUKOLUTAX TOKA3AJIO:

1) orcyrcTBHE MyTauui, 0OycIaBIMBAIOUIMX PE3UCTEHTHOCTh K TaHIMKIOBUPY, B 0Opasuax,
nosyuyeHHbIX Ha 100-p1i1 geHb (KOHel NPOPUIAKTUYECKOrO IpUeMa BaJTaHLMKIOBUPA) Y
NAlMEHTOB U3 TPYIIbl BaJTaHLUMKIOBUPA, U HaIU4YUME MyTaluil B oOpas3nax, MOJIYYEHHBIX Yy
MAIMEHTOB, IPUHUMABIIUX TAHIIMKIOBUP niepopaibHo (1,9 %);

2) oTcyTcTBHE MYyTauui, OOyCIaBJIMBAIOUIMX PE3UCTEHTHOCTh, B 00pa3lax, MOJyYeHHBIX Y
MAlMEHTOB, PaHIOMHU3MPOBAHHBIX B TPYIIy BaJraHLUUKIOBHpa ¢ mnopo3peBaemoit [[MB-
uHpekuue uepe3 6 MecsleB IOC/e TPAHCIUIAHTAllMM, W HajJlWMuWe MyTalHuil y MalHueHTOB,
NOJTy4YaBIIUX TaHIIMKIOBHD nepopaibHo (6,9 %).

Cpenu mnamueHToB, MONy4YaBIIMX BairaHuukiaoBup a0 100-ro mgus um go 200-ro 1HA
MOCTTPAHCIUIAHTAIIMOHHOTO MEPHO/Ia, B LI€JIOM MYTAllUM IO TUITY 3aMEHbI Yallle BCTPEHAIUChH B
nepuoJ MpoBeieHus MpodUIaKTHUECKON Teparuu, yeM nocie ee 3asepuieHus (5/12 [42 %] no
cpaBaenuio ¢ 4/58 [7 %]).

BupycHast pe3aucTeHTHOCTh MOXKET ObITh NMPUUYMHOW HEIOCTATOYHOIO OTBETa Ha TEparnuio U

MOCTOSTHHOTO BUPYCOBBIIETICHUS B TIEPUO/T TEPAIIHH.
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5.2. ®apmakokuHeTHYECKHE CBOWCTBA

PapMaKOKMHETUYECKUE XapaKTEPUCTHKM BalraHUMKIOBHpa udydaimcs y BHUY- u I[[MB-
CEpONOJIOKUTENIbHBIX TanueHToB, y nanueHToB co CIINJom u IIMB-petunurom u mocnie
TpaHCIUIAHTAllMM  COJUAHBIX OpraHoB. IlapameTpamu, ONpeNesIONIMMH  SKCIO3UIUIO
TaHLMKIIOBHPA TOCIIE IPUeMa BaJITAHLIMKIIOBUPA, SABISIOTCS OMOIOCTYITHOCTD U (DYHKIIHUS TTOYEK.
buogoctynHocTh raHumMkiIOBUpa Obula  CXOOHOW Yy BCEX MAlMEHTOB, IMOJIYYaBIIMX
BaJIraHUUKIOBUP. CHUCTEeMHAass 3KCHO3UIMS TaHIMKIOBUpA Ui PELUUIIMEHTOB TpPaHCIUIAHTATa
cep/ua, HOYKH, e4eHH Obliia CXOTHOM C TAKOBOH MOCIIE IEPOPAIbHOTO MTPHEMa BaJITAHIIMKIOBUPA
B COOTBETCTBHH C PEKHMOM JIO3UPOBAHHS B 3aBUCUMOCTH OT (DYHKITHH MTOYEK.

AOGcopouus

BanranuukiioBup SBIIS€TCS IPOJIEKAPCTBOM TaHIIMKIOBUPA, XOPOIIO BCACKIBACTCA B JKETYJOUYHO-
KHILEYHOM TPAKTE, B CTCHKE KUIIIEYHUKA U B IIEYEHU OBICTPO METa0OIM3HpyeTCs ¢ 00pa3oBaHUEM
TaHIMKIOBHUpa. BUOAOCTYHOCTH FaHIIMKIIOBHUPA M1OCIIE EPOPATLHOrO MIPHUEMA BaIraHIUKIOBUPA
cocraBisieT okojgo 60 %. CucremMHas SKCIO3ULMS BaJTaHLMKIOBUPA HEBBICOKAs M HOCHUT
KpaTKOBpPEMEHHbIN Xapaktep. [lnomanp mox KpUBOW «KOHIIEHTpAIUS-BPEMs» 3a HHTEpBal
nosupoBanus 24-daca (AUCo.24) M MakcuMmaibHass KOHIEHTpamus B 1miasMe KpoBH (Cmax)
coctaBsitor mpuMmepHo 1 % u 3 % OT TakoBBIX TAHIMKJIOBUPA, COOTBETCTBEHHO. Ecnu
BaJITaHUUKJIOBUD MPUHUMAIOT BO BpeMs €/lbl B peKOMEHI0BaHHOM J103¢ 900 Mr, BO3pacTaroT Kak
cpeauuii nokaszarenb AUCo-24 (mpumepHo Ha 30 %), Tak U cpenHuit mokazarenb Cmax (IpUMEPHO
Ha 14 %) ranuuxiioBupa. Cie0BaTeNIbHO, BATAaHIIMKIOBUDP PEKOMEHAYETCS IPUHUMATh BO BpeMst
enbl (cM. pazaen 4.2.).

Pacnpenenenne

N3-3a TOro, 4T0 BAJITAaHLUMKIOBHUP OBICTPO MeTaOOMU3UPYETCS B TaHIMKIOBHUD, CBSI3bIBAHHE
BAJIITAHIIMKIIOBHpa ¢ OeJKaMH IUIa3Mbl He ompenensii. PaBHOBECHbIM 00beM pacripeesieHus
TaHIMKJIOBHUpa IOclie BHYTpUBeHHOro BBeAeHus coctaBun 0,680 + 0,161 n/kr. OOwvem
pacripesielieHus] TaHITMKJIOBUPA TIPU BHYTPUBEHHOM BBEJICHHH KOPPEIUPYET C Maccoil Teia U B
paBHOBeCHOM coctosiHuM  coctaBiuster 0,54-0,87  n/kr. [aHIMKIOBHP TNPOHHUKAET B
1epeOpOCIIMHANIBHYI0  KHUJAKOCTh. (CBs3bIBaHME TaHLUMKIOBHpa ¢ OeldkamMH IJ1a3Mbl  IpU
KOHIeHTpanusx npenapara ot 0,5 1o 51 mxr/mut cocrapisiio 1-2 %.

buorpancdopmarms

Banr AHIIUKIIOBHUD GLICTpO THAPOJIU3YETCA C O6p2[30BaHI/ICM TaHIUKIIOBUPA, JPYTrUx MeTa00JIUTOB

He BEIABJICHO. CaM ke TFaHIIUKJIOBUD B HE3HAUYMTEIbHOM CTEIICHU noaBEpracTcAa MeTa6OJII/13My.

OIUMUHALNS
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[Toce mepopasbHOro MPUMEHEHHS BaTaHIUKIOBHD 65%@6'&%&%&5\}_%%%3;&&% ﬁpa.

["aHIIMKIIOBUD BBIBOJUTCS U3 CUCTEMHOTO KPOBOTOKA ITOCPEACTBOM KIIyOOUKOBOM (puibTpanuu u
AaKTHBHOM KaHalblieBOW cekpeluu. [Ipyu BHyTpUBEHHOM BBEJEHUM FAHIMKIOBUPA y MTALIUEHTOB C
HOpMalbHOU ¢yHKIMeH mouek Oomee 90 % HeMeTaOOIM3UPOBAHHOTO TaHIUKIOBHPA
onpezensgoch B Moue B TeueHue 24 4. Ilocne mpuema BalTraHIMKIOBUpA Yy IMalMEHTOB C
HOpMaJIbHOW (YHKIMEH MOYeK ero KOHIEHTpPAlUs B IJIa3Me KPOBH IOCIE JOCTHKCHUS MUKa
yMeHbIlIaNach C NeproaoM noiyseiBeeHus oT 0,4 4 1o 2,0 4, a KOHIEHTpalus FaHIUKIOBUpA —
yepes 3,5-4,5 u.

JInHerHOoCTh (HEIUMHEHHOCTE)

[TponopunonansHast 3aBucHMOCTh AUC TaHIIMKIIOBUPA OT 03B 1ociie mpuema ot 450 1o 2625 mr
BaJITAaHIIMKJIOBHPA OTMEYaIach TOJIBKO B CIIydae IIPHeMa Iperapara 1mocie ezpl.

IlouyeuyHas HETOCTATOYHOCTh

Hapymienue ¢pyHKIMM OYEK MPUBOAMIO K CHIXKEHUIO KIIMPEHCa TaHIUKIOBUPa, 00pa3yroIerocs
W3 BAITAHIMKIOBUPA, C COOTBETCTBYIOIIMM YBEIMYCHHEM TI€PHOJIa IOJTYBBIBEICHHUS B
TepMuHABHOU (Daze. CremoBaTeNbHO, MAIMEHTAM C HapylieHHeM (YHKIUU TOYEK TpeOyeTcs
Koppekuus 1036l (cM. pasaensl 4.2. u 4.4.). ®apMakOKMHETUYECKUE MTapaMeTphbl TaHIIMKIOBHPA
Mociie OJHOKPATHOTO NEpOpaIbHOro MPUMEHEHHS BAJITAHIIMKIOBUpPaA B 103¢ 900 Mr y mannueHToB

C pa3IMYHBIMU CTETEHSIMU HapyIIeHUH (pyHKIIMU MTOYEK MpeicTaBiIeHbl Hibke B Tabmuie 5.

Ta6n1/1ua 5. cD8.pMElK0KI/IHGTI/I‘-ICCKI/IG nmapaMeTpbl TaHOUKIIOBHPA IIOCJIIC OJHOKPATHOI'O
MNEepopajibHOTO MNMPUMCHCHHA BAaJIFAHIOUKIIOBHPA B J03€ 900 mr Yy HNanueHTOB C pPa3JIMYHbIMU

CTENEHSIMH HapylEHUH QYHKIINU TOYEK

PacueTHblii KJIMpeHC Cpennnii Cpennsss AUC (ot to 1o | Cpeanmii nepuoj
KpeaTHHHHA KaKy MU CHA KIMPEHC | IOCJIeHel onpeae/iieMol | 0J1yBbIBeIeHUs
(MJ1/MMH) (mu/mmn) = CO* koHuenTpamun) (AUCast) (uacer) = CO
51-70 249 + 99 50,5 + 23 49+14
21-50 136 + 64 100 + 54 102 +4,4
11-20 45+ 11 252+ 64 21,8 +5.2
<10 12,8 +8 407 + 83 68,1 + 35

* CO — cranaapTHOE OTKJIOHEHHUE.
Tayuenmoi, Haxoosawuecsa Ha cemoouanuse
[MaamukIoBUp OBICTPO BHIBOAMUTCS MIPH TeMoauain3e. J[aHHbie, TOy9eHHBIC B X0/ TPOBEACHUS

reMoauainia 1o HpepBIBPICTOfI CXEMC Yy MAIUMECHTOB, MMOJYYaBIIUX BAJITAaHIUKIOBUP, OIIPEACIIAIOT
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pacueTHbIl KupeHc 138 mu/mMun £+ 9,1 % u nmepuos nomy'];'ei;a&—al'% 'ﬁggw%%%é 514171“'1 B

MY OTYETY

X0JIe 3-X 4aCOBOI'0 CeaHca Juaiin3a BRIBOAUTCS 55 % (hpakiuy raHIUKIOBUPA.

IIeueHouHas HEAOCTATOYHOCTD

VY NanueHToB ¢ HapylleHHeM (YHKIWW IEYCHH, MOJYYarOIIUX TaHIUKIOBUD, HCCIICOBAHHS
(apMaKOKUHETHUKH U MOMYJISIIUOHHON (PapMaKOKHMHETHKHU HE TIPOBOIMIIUCH.

THayuenmoi co cmaburbHO QYHKYUOHUPYIOWUM MPAHCNIAHMAMOM NeYeHU

DapMaKOKHHETUKY TaHIIUKIIOBUPA, 00Pa3yIONIETOCs U3 BAITAHIIMKIOBUPA, U3YYallH Y MMallMeHTOB
CO CTaOWIBHO (DYHKIIMOHUPYIOIIUM TPAHCIUTAHTATOM TIeUeHH. BHOIOCTYITHOCTh TaHIIMKIIOBUPA,
00pa3yromnierocss U3 BaJTAHIUKIOBHpa (IIPU OJHOKPATHOM Ipueme mpemnaparta B qo3e 900 mr
nocie enpl), coctaBuiia npuMepHo 60 %. AUCo.24 raHIMKIIOBHpa ObUIa COMIOCTABUMA C TAKOBOM
IMOCJIC BHYTPUBCHHOI'O BBCACHUA TI'aHLIUKIOBHpPA B [J03€C 5 MF/KF nanyueHTaM, IMNCPCHCCHINM
niepecaiky MeYeHH.

ITarueHThl ¢ MYKOBHUCIIMJI030M

B xone hapMakOKHHETHYECKOTO HCCIIEA0BAHMS OBUIO BBISBICHO, YTO MYKOBHUCIIH/I03 HE OKa3bIBAII
CTaTUCTHYECKH 3HAYMMOTO BIMSHHUS Ha OOLIYI0 CPEIHIO CHUCTEMHYIO JKCIIO3UITUIO
ranipkioBupa (B g03¢ 900 Mr B CyTKH) y PELUIMEHTOB TpaHCIIaHTata jerkux (n = 31).
DKCHO3ULMS TAaHIUKIOBHpPA y PEUUNUEHTOB TpaHCIUIAaHTaTa JIErKUX Oblla COMOCTaBUMa C
TaKkoBOM, sBisttomericsa 3¢dextuBHoN npu Tepanuu [IMB-undpekunn y apyrux penunmueHTOB
TPaHCIUIAHTATa COJHMIHBIX OPTaHOB.

JIniia moKMI0r0 BO3pacTa

VY namueHtoB crapimie 65 JeT uccienoBaHHMA (PAPMAKOKMHETUKH BaJITaHIMKIOBHpA WM
TaHIMKIOBUpa HE MpoBOAWINCh. OIHAKO Y4YUTHIBasE TO, YTO BAJITAHIUKIOBHUD SBISETCS
IIPOJIEKApPCTBOM TaHIIMKIOBHUPA (KOTOPBIA BBIBOAUTCS B OCHOBHOM IOYKaMH), a TaKkKe CKOPOCTh
MIOYEYHOI'0 KJIMPEHCA CHUXKACTCS C BO3PACTOM, TO Yy IMALIMEHTOB IOKWJIOIO BO3pacTa MOXKHO
OKU/IaTh CHW)KEHHE OOIIEro MOYEeYHOTO KIMpEHCa M YJUIMHEHUE Nepuoja MOJyBbIBEIECHUS

rafnukiaoBupa (cm. pasmen 4.2.).

5.3. lanHbIe TOKJIUHUYECKOH 0€30MACHOCTH

BanraniuxioBup 1 raHIMKIIOBHP OKa3bIBAJIM MyTareHHOE EHCTBUE B KJIETKAX JIMM(OMBI MbIIIEH
U KJIACTOT€HHBIN 3((}EeKT B KIETKaX MJIEKOMHUTAIOIIUX, YTO COOTHOCUTCS C MOJIOKUTEIbHBIMU
pe3ynbTaTaMu HMCCIENOBAHUM KaHLIEPOTCHHOCTH TaHUUMKIOBHpA Yy MbIIIEH. [aHIMKIOBHUP
SBIISICTCS MOTEHIMATBHBIM KaHIIEPOTEHOM. Y HBOTHBIX TAHIIMKJIOBHP HapymiaeT GhepTUIbHOCTD
U OKa3bIBaeT TepaToreHHbld »(dexT. C ydyeToM HCCIeOBAHUN Y JKUBOTHBIX, Y KOTOPBIX

CHCTEMHOC BOS)IGI\/'ICTBI/IG TaHIOUKIOBHPA B KOHIOCHTpALIUAX HHKEC TCPAIICBTUYCCKHUX BLIZBIBAIO
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HJIU MTOCTOAHHOC YTHETCHHUC CIICPMATOICHE3a Y YCIIOBCKA. FaHLII/IKJIOBI/Ip OKa3bIBaJl TCPATOICHHOC

JICHCTBHE y KUBOTHBIX. MccienoBanus penpoayKTUBHONM TOKCUYHOCTH BaITAHIUMKIOBUpA HE

MMPpOBOANJINCH, TAK KAdK BaJII'AHIIUKJIOBHUP 6BICTpO U B 3HAYUTCIBHOM CTEIICHU mpeBpamacTcsa B

TaHIIUKIIOBHP. PerOIIYKTI/IBHaﬂ TOKCUYHOCTB SABJISACTCA O,HHHaKOBOfI IJIs1 TaHOUKJIOBUPA U IOJI1

BaJITAHIIUKIIOBHpa (CM. pazzen 4.4.).

6. PAPMAIEBTHYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

S npo TabieTku

Kpemuus 1MOKCUI KOJIITOUAHBIN
KpocnoBunon

Marnus cteapar

[ToBumon K-30

CreapuHOBas KUCJIOTa

[emtrono3a MukpokpucTammyeckast (tum 101)

[1nenouHas 000Ji0YKa TaOJIETKHU

I'oToBas meHOYHAsT 000I0UYKA JKeTas, B TOM YHUCJIC!

ITonMBUHUIOBBINA CIIUPT
Maxkporo (TOTHITUIICHTITHKOIIb)
Tanpk

Tutana auoxcun (E171)

Kpacurens xene3a okcua xentoiil (E172)

6.2. HecoBMecTHMOCTE

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 rozxa.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU

XpaHuThb Npu TEMIIepaType He Bbliie 25 °C BO BTOPUYHOHN yITaKOBKE (ITaYKe KApTOHHOM).

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH
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ITo 10 TabGneTok B KOHTYPHYIO STYEHKOBYIO YITaKOBKY U3 ﬁﬁ&éﬂﬁ&iﬁﬁﬁnﬁﬁéﬁﬁoﬁ ';/ll:ﬂ;'&ﬁbm

AJIOMUHHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

[To 60 TabneTok B OaHKY MOJMMEPHYIO UIS JICKAPCTBEHHBIX CPEICTB M3 MOJUITUIICHA BHICOKOU
IUIOTHOCTHU C KPBILIKOM U3 MOJTUIIPONUIIEHA, 00eCTIeYHBAIONIeH 3aIUTy OT JIeTeH.

[To 6 KOHTYpHBIX SYEHKOBBIX yHmakoBOK 1o 10 TabnmeToxk miv mo 1 OaHKE MOMMMEPHOW st

JICKAPCTBCHHLIX CPCACTB BMCCTC C JIMCTKOM-BKJIAAbIIICM IMOMCIIAKOT B MTAYKy M3 KapTOHA.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJIYYeHHBbIX IIOcjle NPHMEHEeHUus
JIEKAPCTBEHHOT'0 MPenapara, v Apyrue MaHUILYJISIIUN ¢ IPenapaTomM

[Toraganue JEKapCTBEHHBIX IPEMapaToB B OKPYXKAMOIIYIO CPeAy MTODKHO OBITh CBEIEHO K
MuHUMyMy. He crienyer yTWian3upoBarh mnpenapaTr ¢ MOMOIIBI0 CTOYHBIX BOJI WM BMECTE C
OBITOBBIMU OTXOJaMH. Bech oOcCTaBIIMHCSA JE€KAPCTBEHHBIA MpenmaparT U OTXOJbl CIEAyeT
YHUYTOXHUTb B COOTBCTCTBUM C YCTAHOBJIICHHBIMHM HAIMOHAJIBHBIM 3aKOHOJATCIILCTBOM

TpeOOBAHUSIMU.

7. AEPKATEJIb PETUCTPAHUMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanns

3A0 «KaHoHpapma mpoJaKIIH»

141100, MockoBckast 0611, r.0. lI[énxoBo, r. [I{&énkoBo, yn. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54

DnekTpoHHas nnoyvra: safety(@canonpharma.ru

7.1. IIpeacTaBUTE/Nb AEPKATESI PETHCTPALMOHHOI0 YA0CTOBEPEeHHUs

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy.

Poccuiickas @enepanus

3A0 «KaHnoHpapma mpogaKIIH»

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

+7 (800) 700-59-99 (6ecmnarHas ropsiuast TuHHS 24 yaca)

DnexkTponHas nmoyra: safety@canonpharma.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

JITI-Ne(006290)-(PT-RU)
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9. TATA NEPBUYHOHM PETMCTPAIIMM (IIOATBEPXKJIEHHS PETMCTPAIIUMN,
INEPEPETUCTPALIMN)

Hara nepoii peructpauuu: 19 uronsa 2024
10. JATA HEPECMOTPA TEKCTA
OO6mass xapakTepucTHKa JIEeKapCTBEHHOro mnpenapara BanranumknoBup KanoH poctynHa Ha

uH(pOpPMallMOHHOM TMopTaje EBpa3suiickoro SKOHOMHMYECKOTO COr03a B HMH(OPMAIOHHO-

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