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OBLUASI XAPAKTEPUCTHKA JIEKAPCTBERHOIQ TIREIARATA02)

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O IIPETTAPATA

BAJITAHOJIEK, TabneTku, HOKPHIThIE TUIEHOYHOUM 000109K0i, 450 Mr.

2. KAYECTBEHHBI 1 KOJTUYECTBEHHBI COCTAB

JlelicTByollee BEECTBO: BAJIMAHLIUKIIOBUP.

Kaxnas Tabnerka, MOKpbITast IJICHOYHOM 000JI09KO0i, coaepxuT 450 Mr BaaTraHIIMKIOBUpA (B
BU/JIE BAJITAHLIMKJIOBUPA TUAPOXIIOPUAA).

[TonHbIi IepeyeHb BCIOMOTaTEIbHBIX BEIIECTB MPUBEEH B pa3jedie 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabneTK, MOKPHITHIC INICHOYHOU 000I0YKOM.
OBajibHBIC JBOSIKOBBITYKJIbIC TAOJICTKH, MOKPHITHIC MICHOYHONW 00OJIOYKOM, OEJIOT0 WIIM MOYTH

0eJIoro IBEeTa; Ha U3JI0Me O€JIOro MM IIOYTH OEI0T0 IBETA.

4. KNIMHUYECKHUE JAHHBIE
4.1. lloxka3aHusi K NPUMEHEHHUIO
o Jleuenue [IMB-perunura y B3pocinbix namueHToB co CIT{om.
e [Ipodunakruka [IMB-un¢exkunn nocnae TpaHcIjiaHTalMKM COJUAHBIX OPraHOB Y B3pPOCIBIX U

neter crapiie 16 JeT u3 Tpynmbl pucka.

4.2. PeskuM J103UPOBAHMSA M CNIOCOO MPUMEHEHUSs
Bo uzbexxanue nepeno3supoBKH HEOOXOAMMO CTPOro COOJIOAATh PEKOMEHAALUHU MO PEXUMY
JI03UPOBAHHUS.

PexxuM 103upoBaHus

Cmanoapmuulii pexcum 003Uuposanus

BanranmuknoBup ObICTpO M B 3HAYMTENBHOM CTENEHM MeTaboiM3HupyeTcst ¢ 00pa3oBaHHEM
TaHIMKJIOBHUpa. BHONOCTYNMHOCTh raHIMKIOBHpA B ciaydyae IpueMa BajraHiukioBupa B 10 pa3
BBIIIIE, YEM B CIIy4ae MepopaIbHOro MprueMa raHIuKIoBUpa (cM. pasaenst 4.4, 4.9).

Heo6xoanmMo cTporo npuaepKuBaTbcs peKOMEH AU 10 T0O3UPOBAHUIO, YKA3aHHBIX HHUXKE.
Bspocnvie

Tepanus LIMB-pemunuma

Hnoykyuonnas mepanus [{MB-pemunuma
YV nauuentoB ¢ akTuBHbIM [[MB-peTMHUTOM pEKOMEHJIOBaHHAs [03a BaJTaHIMKIOBUpA

cocraBisieT 900 mr (2 tabnetku mo 450 mr) 2 paza B cyTku B TedeHue 21 nusA. JnurenbHas
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MHyKIHMOHHAs TePaNus MOBBIIAET PUCK MUENOTOKCHIAOCTA (e pasagEMA- OCTH 0002)

(E LT

Iloooepoicusarowas mepanus L{MB-pemunuma

[Tocne mpoBeneHuss Kypca MHIAYKIMOHHOM TEpanvMd WIM y HAUUMEHTOB C HeakTuBHbIM [[MB-
PETHHHUTOM peKOMEHToBaHHas f03a coctaBisieT 900 mr (2 tabmerku o 450 mr) 1 pa3 B cytku. Ecnm
TE€YCHHE PETUHUTA YXYIIAeTCs, KypC UHAYKIIMOHHOM Tepanuy MOKHO MOBTOPUTH (CM. MOJIMYHKT
«Munykunonnas tepanus [{MB-petunuray pasaena 4.2).

JnuTeNnbHOCTD MOAACPKUBAIOIICH Tepanuu JOJKHA ONPEIEIATHCA UHIMBUIYATbHO.

Hpodunaxmuxa LIMB-ungexyuu nocie mpaucniaumayuy COTUOHBIX OP2AHO8

[TaruenTam, TeEpeHECHIMM  TPAHCIUIAHTALIMIO  TMOYKH, HEOOXOAMMO HayaTh  TEparuio
BAJITAHITMKJIOBUPOM B TedeHHE nepBbix 10 gHei mocie TpanciianTanuy B 1o3e 900 mr (2 TabieTku
no 450 mr) 1 pa3 B cyTKu M npoaokaTh Tepanuio 10 200-ro JHS MOCTTPAHCILIAHTAIMOHHOTO
nepuoa.

[TaruenTam, nepeHecIUM TPAHCIUIAHTALMU JPYTHX COJNUIHBIX OPraHoB, HEOOXOAMMO HAvaTh
TepaInuio BAJITAaHIIMKIOBUPOM B TeueHHe nepBbIx 10 aHEH mocie TpancianTanuu B go3e 900 mr (2
tabnetku 1o 450 wmr) 1 pa3 B cyrku u nOpoaospkate Tepanuto o 100-ro  gHs
MOCTTPAHCIUIAHTAIIMOHHOTO TIEPHO/IA.

Oco0bIe T'pYIHIIBI NAlIMCHTOB

HGI/!MEHmbl nooJKIcuUs1020 eo3pacma

D¢ dexkTuBHOCTH M 0€30MACHOCTH B TAaHHON MOMYJISIIIMYA NAIIMEHTOB HE YCTAHOBJICHBI.
KiuHuueckre uccienoBaHus y MAIMEHTOB B BO3pacTe > 65 JeT He NmpoBOAMIHMCH. [1ocKONbKy
MOYCYHBIA KJIIMPEHC C BO3PACTOM CHHYKAETCS, MAIIMEHTaM TOYKHIJIOTO BO3pacTa BAJITAHIIUKIOBHP
CJIeZlyeT Ha3Ha4yaTh CTPOTO C YUE€TOM ToKa3aresiei QyHKIMU novek (cM. Huxe Tabmuiy 1 u paznen
5.2).

Tlayuenmvi ¢ noueuHol HeOOCMAMOYHOCMbIO

Heo0OxomuMo npoBoAUTD TIATENBbHBIN KOHTPOJIb KOHIIEHTPAIMM KPEaTHHNHA B CBIBOPOTKE KPOBU
WIA PaCUETHOTO KIIMPEHca KpeaTnHWHA. Koppekiuio 103bl y B3pOCIBIX MAIlMEHTOB MPOBOIST B
3aBHCHMOCTH OT KJIMPCHCA KPEaTHHHWHA, KaK 3TO Moka3aHo B Tabmuiie 1, mpeacTaBIeHHON HUXKE
(cMm. pasgens 4.4, 5.2).

PacueTrHprit KIIMPCHC KpCaTHHUHA PACCUUTBIBACTCSA B 3aBUCUMOCTHU OT KOHICHTpAIWU KpCaTUHUHA
B CBIBOPOTKE KPOBH 10 CIIeAYIOMICH hopMmyiie:

(240 - Bo3pacr [yet]) x (Macca Tena [Kr])

IUIE MYXKYUH = .
(72) x (0.011 X KOHIIEHTpAIKsI KPEaTHHUHA B CHIBOPOTKE KPOBU [MKMOJIB/J])

Jutst skeHIIUH = 0.85 X mokazarens sl My KYHH.

Taoauna 1.
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KiupeHnc kpeaTuHuHA Jo3a niast nlmylcum_)ﬂr[nﬁj B Jgg;ammmtg;[ngcggg@uen
(Mu1/MuH) Tepanuu Tepanuu/mpoQUuIaAKTHKH
>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 cyTKH
25-39 450 mr 1 pa3 B cyTku 450 Mr kaxxaple 2 1Hs
10-24 450 Mr kaxxaele 2 qas 450 mr 2 pa3a B HEJIEIIO
<10 MIPOTHBOINOKA3aHO MIPOTHBOIIOKA3aHO

Tlayuenmsi ¢ neueHoyHol HEOOCMAMOYHOCIBIO
DddexkTuBHOCTH U 6E30MACHOCTH HE YCTAHOBJICHBI (CM. pa3zaen 5.2).
Hayuenmuvr ¢ msdcenou JelikoneHuel, HeumponeHuel, avemuel, mpomMoOoOYumoneHueu,
naxHyumonenuel
VY manueHToB, MOMYYaBIIMX BAJITAHIHUKIOBUD (M TaHLIUKIOBUP), OTMEUAIHCh CIIy4ad TSHKEIOU
JCHKONeHUH, HEUTPONEHUH, aHEeMHH, TPOMOOLMTONECHHH, IMAaHIUTOIECHUU, HEIOCTaTOYHOCTH
KOCTHOIO MO3ra M alulacTUYecKol aHeMuu. JledeHue He ciieyeT HauuWHaTh, €ciud abCOJIFOTHOE
ymciio HelTpoduinos Menbie 500 kaeTok B 1 MK uiin unciao TpomooruToB MeHbuie 25000 kieTok
B 1 MKJI, a TaK)Ke B ciiydae, eciiu remoriioous Hioke 80 r/i (cMm. paszaen 4.8).
Tayuenmsi, HaxoOawuecs Ha 2emoouanuze
VY nmanuueHToB, HaXOAIIMXCS Ha reMoinaiu3e (KIupeHc kpeatTuHuHa < 10 Mil/MHH), peKOMeHAaluu
0 JIO3UPOBAHMIO  BAITAHIMKJIOBHpAa OTCYTCTBYIOT. TakuM MaluMeHTaM MNpUMEHEHHe
BaJITaHLIUKJIOBUPA ITPOTUBOIOKA3aHO.

€TH
Tepanus L[[MB-pemunuma
[IpoTBONOKa3aHO MPUMEHATH BAJTaHLUMKIOBUD y aAered 1o 18 ner ¢ uenbio tepanuu [[MB-
peTHHUTA, TaK Kak 3((EeKTUBHOCTh M 0€30MaCHOCTh NPUMEHEHHUs BaITaHIMKIOBHpA Y JTaHHOM
BO3PAacTHOM TPYIIIBI 10 JAHHOMY [TOKa3aHUIO HE YCTaHOBJICHBI.
Ipoghunaxmuxa [IMB-ungexyuu nocie mpancniaumayuu COTUOHbIX OP2AHO8
Pexxnm no3mpoBanus y aeteit B Bozpacte ¢ 16 10 18 mer He oTiaugaercs OT pekuMa JO3UPOBaHUS y
B3pocibiX (cM. moamyHKT «IIpodunaktuka [IMB-undekunu nocne TpaHCIUIAHTAIMU COJIMIHBIX
opraHoB» paznena 4.2). TaOneTku BaJTaHIMKIOBHPA NMPOTHUBOIMOKA3aHO NMPHMEHSTH y JETeH H
noApocTKOB a0 16 mer ¢ uensio mpodriraktuku [[MB-unbeknuu mocne TpaHCIUTAaHTAIUH
COJIMAHBIX OPraHOB, TaK Kak 3()pPeKTUBHOCTH U 0€30MaCHOCTh MPUMEHEHHS BaJITraHIUKIOBHpA Y
JTaHHOW BO3PAcTHOM TPYIIIBI HE YCTaHOBJIECHBI.

Crooco0 nmpuMeHeHus

BayraHukioBup cieayeT NpuHUMaTh BHYTPb BO BpeMs efbl (cM. pasnen 5.2).
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(NOCNEOCBATENEHOCTE 0002)

4.3. TlpoTuBONOKA3aAHUA

['unepuayBCTBUTENHHOCTD K BAITAHIIMKIOBUPY, TAHITMKIOBUPY WITH K JIFOOOMY M3 BCIIOMOTaTeIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3zeie 6.1.

AobcomoTHOE ynciio HelTpoduiaoB Menee S00 kiaeTok B 1 Mk, yucio TpomoonutoB meHee 25000
KJICTOK B |1 MKJI MJIM KOHIIEHTpanus remoryioonna ke 80 /i (cMm. pasaen 4.4).

Knupenc kpeatunnaa menee 10 mir/MuH.

Herckuit Bo3pacT 1o 16 ner (mpodwmnakruka [IMB-un}ekmm mocne TpaHCTIAHTAIIUN COJTUTHBIX
OpraHoOB y B3pOCJBIX U JeTel crapiie 16 JIeT U3 rpynibl pUcKa).

Herckuii Bo3pact 1o 18 ser (neuenue [IMB-perunuTa y B3pocisix nammeHToB co CITHU Jom).

Ilepuon rpy1HOTO BCKapMJIMBAHMUS.

4.4. OcoOble ykazaHUsl U Mepbl PEI0CTOPOKHOCTH NMPHU MPUMEHEHU U

C 0CTOPOKHOCTBIO

[Toxwioit Bo3pact (6e30macHOCTh 1 3((HEKTUBHOCTH Mperapara He YCTaHOBIICHBI).
['MnepuyBCTBUTENBHOCTD K ALIUKIIOBUPY, NEHIIUKIOBUPY WM UX MPOJIEKAPCTBAM (BaJIaLUKIOBUDPY
U (aMIMKIOBHPY, COOTBETCTBEHHO) B aHAMHE3€, IIOCKOJIBKY H3-32 CXOJHOTO0 XHMHYECKOTrO
CTPOEHHUSl TaHLMKIOBHMpA, ALMKIOBHpPA M BaJallMKIOBHpPA BO3MOXHBI PEAKIMU IMEPEKPECTHON
THUIICPYYBCTBUTCIBHOCTU K OTUM IIpCIiapaTraM.

Oco0ble yKa3aHus

Iepexpecmuast 2unepuyscmeumenbHOCHb

N3-3a CXOAHOTO XMMHUYECKOTO CTPOCHHSI TAHITUKIIOBUPA, Al[MKIIOBUPA U BAIAITUKIOBUPA BO3MOXKHBI
peaKIy TMEePEeKPECTHON THUIEPUYYBCTBUTEILHOCTH K O3THM mpemnaparam. Creayer coOoaaTh
OCTOPOYKHOCTh TPH Ha3HAYCHHWW BAJITAHIMKIOBHPA MAIlMEHTaM C THIEPYYBCTBUTECIBLHOCTHIO K
AIMKJIOBUPY, TCHIMKIOBHPY WM HX MpojeKapcTBaM (BaJAlMKIOBUPY H  (HaMIIMKIOBHUDY,
COOTBETCTBEHHO) B aHAMHE3e.

Mymazennocms, mepamozennocms, KAHYePO2EHHOCMb, (PEPMUTLHOCTb U KOHMPAYENYUsL

B skcniepuMeHTax Ha JKHBOTHBIX OBLTO BBISIBIIEHO MyTareHHOE, TEPATOreHHOE, aClIepPMAaTOreHHOE
KaHI[EPOTeHHOE JIEHCTBHE, a TakK)Ke HEraTWMBHOE BIUSHHE TaHIMKIOBHpAa Ha (DEPTUIBHOCTD.
BanraHiukiioBup clieayeT CYUTaTh MOTCHIIMAIBHBIM TEPATOICHOM U KaHIICPOTCHOM ]ISl YeJIOBEKa,
NPUMEHEHHE KOTOPOTO MOJKET BBI3bIBATH BPOXKICHHBIC MMOPOKU pa3BUTHS U pak. [lepen Havaiom
JICYCHHsI TAHIIUKIOBUPOM TAIMEHTOB CIIEAYET MPOUHGOPMHPOBATH O CHOCO0aX KOHTPAICIIIUN H
BO3MOYKHBIX PHCKax JIs m1oaa. KpoMe Toro, BaaraHIMKIOBUP MOYKET BPEMEHHO HJIH HE0OPaTHMO
MOJIABJIATH CIIEpPMATOTeHe3 y uesioBeka (cM. MyHKT «[IpaBuia oOpaliieHust ¢ mpernaparom» pasjerna
4.4, paznensl 4.6, 4.8, 5.3, 6.6).

Muenocynpeccus
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JinutenbHas MHIYKIMOHHAS TEPanus BalraHL{MKIOBUPON) TIOBHITAET, PHLK, MAETDEOKCHIHOCTH.

BanraHuukioBup ciieyeT NPUMEHSTh C OCTOPOXKHOCTHIO Yy TMAIlMeHTOB C IeMaTOJOTHYEeCKOU
UTONICHWEH (B TOM UHCIE€ TPH HAIAYUM TEMATOJIOTMYECKON LUTONCHUH, BBI3BAaHHON
JIEKapCTBEHHBIMH CPE/ICTBAMH B aHAMHE3€), 8 TAKXKe Y MALMEHTOB, OTYYaBIIUX JIyYEBYIO TEPAITHIO
(cm. paszgen 4.2). B xone jedeHUsT peKOMEHIYETCsl PEryJIAPHO POBOANUTH KOHTPOJIb PA3BEPHYTOI
dbopMyIibl KpOBH M TPOMOOILMTOB y BceX MauueHToB. llamuentam ¢ Tskenod JeiiKonmeHuew,
HEUTpOIeHNeH, aHeMHUEH u/uin TpPOMOOLIMTONIEHHEN PEKOMEHIyeTCsl HA3HAYUTh TEMOITIO3THYECKHE
(bakTophl pocTa U/UIK MPEPhIBATh MpUEM Mpenapara (cM. pasaen 4.8).

Hapywenue ¢ynkyuu novex

[TaruenTaM ¢ MOYEYHOIN HEOCTATOUHOCTHIO PEKOMEHAYETCSl YCUIICHHBII KOHTPOJIb pa3BepHyTON
(GOpMyJIBI KPOBH, MHHHMYM KaXIBIH pa3 TpPH TOCEHICHHH TPAHCIUIAHTAIIMOHHON KIMHUKH.
[TanmeHTamM ¢ MOYEYHON HENOCTATOYHOCTHIO TPEOYETCsl KOPPEKIHS O3Bl C Y4EeTOM KIHMpEeHCca
KkpearunuHa (cM. paszensl 4.2, 5.2). IlaupeHTaM ¢ KIMpEHCOM KpeaTHHHHA MeHee 10 Mi/mMuH
MPUMEHEHUE BaITaHIIUKIOBHPA MPOTUBOIIOKA3aHO.

Ilpumenenue c Opy2umu 1ekapcmeeHHbIMU CPEOCMEaAMU

[Ipy OMHOBPEMEHHOM NPUMEHEHUW TaHIUKIOBHpPA M HMMHUIICHEMA/I[MIACTATHHA Y TIAIIMCHTOB
oTMevanuch cygoporu. Crenyer u3deraTtb OJHOBPEMEHHOI'O MPHUMEHEHUS BAITAHIMKIOBHUpA U
UMUIICHEMA/IIJIaCTaTUHA B CIy4yasX, €CIM [OTCHIMAIbHbIE MPEHMYIIeCTBa JICUCHUS He
NPEBBINIAIOT BO3MOXKHBIN pUCK (cM. pasnen 4.5).

[TockoNbKy Kak 3HWJIOBYJIMH, TaK M TAHIIMKJIOBUP MOTYT BBI3BIBATH HEUTPOIICHHIO W AHEMHIO, Y
HEKOTOPBIX TAIIMEHTOB MOKET OTMEYaThCsl HEMEePEeHOCHMOCTh MPU OJHOBPEMEHHOM IIpHUeMe
BAJITAHIMKIIOBHPA U 3UI0BYIMHA B TIOJHBIX 03aX (cM. pa3zzen 4.5).

B cBs13u ¢ BO3MOXKHOCTBIO TMOBBIIICHUN TUTA3MEHHBIX KOHIICHTPAIUN JTUAHO3UHA B TIPUCYTCTBUH
TaHIUKIIOBHPA, CJEAyeT TINATeNIbHO HaON0JaTh MAIMEHTOB Ha MPEIMET BO3HUKHOBEHHS
CHUMITTOMOB TOKCHYECKOTO ICHCTBYSI JuIaH03MHA (CM. paszen 4.5).

[IpuMeHeHre BaTaHIMKIOBUpPA OJHOBPEMEHHO C JPYTHMMH TIpernapaTaMmH, OKa3bIBAIOIIHMMHU
MHEJIOCYIPECCUBHBIN WM HeppoTOKCHUIecKuit 3pdekt (cM. pasmen 4.5), MOKET yCHIMBATh WX
TOKCHYECKOE JICHCTBHE.

KoHTponupyemoe KIMHHYECKOE HWCCIICOBAHWE  WCIIONB30BAaHUS  BAITAHIWKIOBHpA IS
npodunaktuku [[MB-uHbpeknnn He BKIOYAIO MAIMEHTOB TMOCJIE TPAHCIIAHTAIMU JIETKOTO H
KHUIIIEYHUKA, TI0O9TOMY ONBIT TPUMEHEHHUs TMpenaparta y TaKuX MalMeHTOB OTrPaHUYCH.
BbromocTymHOCTh TaHIMKIIOBHPA M3 Ta0JIETOK BaNTaHIUKIOBHPA B 10 pa3 MpeBbIIIaeT TAKOBYIO W3
KarcyJ TaHIUKJIOBUpPA. ['aHIIMKIIOBHP HENB3sl 3aMEHSITh Ha BAITAHIIMKIOBUAD B COOTHOIICHHH 1:1.
[TarueHTOB, KOTOPBIX MEPEBOJSAT C KalCyll TaHIUMKIOBHpA, cleAayeT WH()OPMHpPOBATH O pPHUCKE
NepeI03UPOBKH, €CITM OHU OYQyT MPUHUMATH OOJbIlIee YUCIO TAaOIETOK BaJTaHIUKIOBUPA, YEM

pekoMenioBaHo (cM. pasaenst 4.2, 4.9).
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Ilpasuna oopawenus c npenapamom (MOCNEOCQBATENEHOCTE 0002)

Tabnerku Henb3sl pa3namblBaTh WM pa3Menbyarh. [10CKOJIBKY BaJraHUUKIOBUD MOTEHLUAIBHO
TEpaTOreHEH M KaHLEPOTCHEH Ul 4ellOBEeKa, HEOOXOIUMO COOII0AaTh OCTOPOXKHOCTh, €CIH
tabnerka pasnomuinace. Cruenyer wu30eraTb MHPAMOrOo KOHTAKTa  Pa3jIOMHBIICHCS WM
pa3sMenbYeHHOW TaOJeTKH C KOXKEH U CIM3UCThIMU 000JIouKaMH. B cilydasx Takoro KOHTaKTa
HY’KHO TIIATEJIbHO MPOMBITh 3TO MECTO BOJOH C MBUIOM, IIPH MONAJaHUM B IJ1a3a - UX TIIATEIBHO

IIPOMBIBAIOT CTEPUIIBHOM BOJOM, a IIPU €€ OTCYTCTBUU - IIPOCTOM BOJOM.

4.5. B3zaumopeiicTBHe ¢ [JPYrMMH JeKapCTBEHHBIM IpenapataMd H Jpyrue BH/bI
B3aHNMOJAEeHCTBUSA

HeKa‘DCTBeHHI)IC BSaHMOHCﬁCTBHﬁ BAJIT'aHIITUKJIOBHPA

BaJIFaHHI/IKJIOBI/Ip SABJIACTCA IMTPOJICKAPCTBOM I'aHIIUKIIOBUPA, IMIO3TOMY OXKUAAIOTCA JICKAPCTBCHHBLIC
B3aUMO/ICHCTBHS, XapaKTEPHbIC IS TAHIIUKIOBUPA.

Hmunenem/yunacmamun: MEeXIy JTAHHBIMU npernapaTamMmu HEJb3s UCKJIFOYUTh
(dapMakoJMHAMUYECKOr0 B3auMojieicTBusA. [IpM 0JTHOBpEMEHHOM NPUMEHEHUU TaHIMKIOBUpa U
UMUTICHEMA/IIJIACTAaTHHA Y  MAMEeHTOB  oTMedaimch  cyaoporu. Criemyer  m30erarthb
OJTHOBPEMECHHOT'O TPUMCHEHUSI BaJTAaHIIMKIOBHpA M MMHIICHEMA/IIUJIACTaTHHA B CIyYasX, €CIU
HOTCHIIHATILHBIC TPEUMYILECTBA JICUCHHS HE MPEBBIIIAIOT BO3MOXHBIH pUcK (cM. paszaen 4.4).

[loTeHIMaILHBIE JIEKAPCTBEHHBIE B3ANMOJIENUCTBUS

VYcuneHne  TOKCHMYECKOrOo  JEHCTBUS  TaHUUKIOBHPA/BAJITAHLMKIOBUPA  BO3MOXKHO  IPH
OJIHOBPEMEHHOM INPHUMEHEHUHU C JPYIMMH IpenapaTaMH, OKa3blBAIOIMMU MUEIOCYIPECCUBHBIN
win HeppoTtokcuueckuit 3¢dpdexr. K Takum mnpemaparaM OTHOCSTCS aHAJIOTH HYKJIEO3UIOB
(3UAOBYAMH, JAWMJIAHO3WH, CTaBYyJWH), HMMYHOCYNpPECCaHTbl (LMKJIOCIOPUH, TaKpPOJIUMYC,
MuKogeHonata Mo(eTW1), NPOTUBOOIYXOJEBbIE Npenaparsl (JIOKCOpyOWIIMH, BHHOJIACTHH,
BUHKPUCTHH, THJIPOKCUMOYEBHUHA), IPOTUBOMH(EKIIMOHHBIE npenaparbl
(TpuMeTonpuM/cynb(oHaMu, TancoH, aMmdoTepuiud B, GpuynuTo3uH, neHTaMuauH). YKa3aHHbIE
IpenapaTsl MOXXHO IPUMEHATH OJHOBPEMEHHO C BaJITaHIMKIOBUPOM TOJIBKO B TOM Cllydae, €Cliu
OXHJTaeMasi 1MOJIb3a OT MPOBOAMMOTO JICUCHHSI IPEBBIIIACT BO3MOXKHBINA PUCK (CM. pasnen 4.4).
3u0o6éyoun:  TpU  OJHOBPEMEHHOM  MPUMEHEHMM C  TaHUUKIOBHUPOM  BO3MOKHO
dapmakomHamMuyeckoe B3anuMoaencTBre. [10CKOIbKY Kak 3UJIOBYAMH, TaK U TAHIUKIOBUP MOTYT
BbI3bIBaTh HEUTPONEHMIO U AHEMHIO, Yy HEKOTOPbIX MAallMEHTOB MOXKET OTMEYaThCs
HENEePEeHOCHUMOCTh IPU OJHOBPEMEHHOM IpUEMe BAITAaHIIMKIOBHPA U 3UJOBYIMHA B TIOJTHBIX J103aX
(cMm. pasnen 4.4).

Juoanosun: OBIIO BBIABICHO CTOMKOE YBEIMUYEHHE KOHLEHTpAIMK TUAaHO3MHA B IUIa3Me IpH
OJIHOBPEMEHHOM TIPUMEHEHUHU C TFaHUUKIOBHUPOM BHYTPUBEHHO. IIpy BHYTpHMBEHHOM BBEIECHUU

raniukioBupa B go3ax 5-10 mr/kr/cytku AUC nunano3uwHa yBenwuuBayiach Ha 38-67%, dro
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TOATBEPKIAET HaPMAKOKUHETUYECKOE B3aUMOAECHCTBUG [IAHHFIX [PEH AT OB-BPHOIHOBPEMEHHOM

MPUMEHEHUU. 3HAYMMOTO BIIMSIHMS Ha KOHIIEHTPAIMIO TaHIMKJIOBUpa HEe oTMedanoch. OJHaKo
cleayeT THaTeIbHO HabII01aTh NAMEHTOB Ha MPEIMET BO3SHUKHOBEHUSI CHMIITOMOB TOKCHYECKOTO
JNEUCTBUS TUIAHO3WHA (HAIIPUMeEp, TAHKPeaTUTa) MPH MPUMEHEHUH BaJITAHIIUKIOBUPA (CM. pa3en
4.4).

IIpobeneyuo: 0THOBPEMEHHBIN MEepOpalibHbII MpHeM MpoOeHel1a IPUBOIMI K CTaTUCTUYECKU
3HAUMMOMY CHHXXEHHUIO T[IOYEYHOIro KiupeHca raHuukiaoBupa (20%) u K  yBEJIMYEHUIO
npoJonKuTeNbHOCTH ero AercTBus (40%). DT0 0OBACHSAETCS MEXaHU3MOM B3aMMOJICHCTBUS -
KOHKYpPEHLIMeH 32 KaHANbLEBYI0 IOYEeYHYI OJKckpeuuto. llamueHTtsl, mnpuHHMAarONne
OJIHOBPEMEHHO MPOOCHENH]I W BaJITaHLUUKIOBUD, [OJDKHBI HAXOIUTHCS IMOJA THIATEIbHBIM

Ha6JIIOIl€HI/ICM HM3-33 BO3MOKHOI'O TOKCHYSCKOI'0O JICHCTBH raHIUKJIIOBHpA.

4.6. DepTUIBHOCTDH, 0€PEMEHHOCTH M JIAKTAIUSA

bepeMeHHOCTH

be3onacHOCTh TpUMEHEHHUS BaJTAHIIMKIOBUPA MPU OEPEMEHHOCTH y YEJIOBEKAa HE yCTAHOBJICHA.
OaHaKo TaHIMKIOBUD OBICTPO MPOHUKAET Yepe3 YeIOBEUeCKYIO IutaneHTy. [lpu OepeMeHHOCTH
Ha3HA4YCHHs] BaJraHUUKIOBUpAa cleAyeT u3berarb, 3a MCKIIOUYEHHEM CJIy4yaeB, Korja
MOTEHLUATBHBIA MOMOKUTENbHBIN dPEKT JeueHus: A1 MaTEpU OMPABIBIBAET BOSMOXKHBIA PHCK
JUTSL TUTOJIA.

JlonmomHUTEIbHBIE  WCCJIEOBAHHUS  PEMPOIYKTUBHOM TOKCHYHOCTH  BAJITAHIMKIOBUpA  HE
MPOBOAMINCH, BBUIY €ro OBICTPOrO M 3HAYMTEIHHOTO TMPEBPALIEHUS B TaHIUKIOBUpP. B
WCCJICTOBAHMSIX Y )KUBOTHBIX TPUMEHEHNE TaHIIUKIOBUPA ACCOLIMUPOBATIOCH C TEPATOTEHHOCTHIO U
TOKCUYHOCTBIO B OTHOIICHUU PEIPOTyKTUBHOW CUCTEMBI.

be3onacHOCTh MpUMEHEHHS BAITAHIIMKIOBUPA B XOJI€ POJIOB U POJIOPA3PEIICHUS HE U3y4dasach.
JlakTanus

HccnenoBanuii BIUSHUS BATAHIIMKIOBUPA M TaHIIMKIOBUPA Ha MIEPHU- U MIOCTHATAILHOE Pa3BUTHE
HE TPOBOJAUIIOCH, TMPU ITOM HENb3S HMCKIIOYUTH BO3MOKHOCTh BBIJICNICHUS! TaHIMKJIOBUpa C
TPYAHBIM MOJIOKOM W Pa3BHUTHS CEPhE3HBIX MMOOOYHBIX PEaKIHid Y TPYAHOTO peOeHKa. Pe3ybraTe
MCCJIEIOBAHMH Y YEIOBEKA OTCYTCTBYIOT, HO PE3YJIbTaThl UCCIICIOBAHUN Y dKUBOTHBIX MOKA3bIBAIOT,
YTO FAHIIMKJIOBUP BBIBOJIUTCS C TPYIHBIM MOJIOKOM Y KpbIC. B citydae HE0OX0AMMOCTH IPUMEHEHHUSI
mpernapara B IepHo/I JIAKTAllUU HEOOXOJUMO MPEKPATUTD TPYAHOE BCKAPMIIMBAHUE.

DdepTUIbHOCTD

B xonme wuccrnenoBaHuii y JKMBOTHBIX NPUMEHEHHE TaHUUKIOBUpPA BbI3bIBAIIO HapyllIeHUE
depTrabHOCTH (CM. pasnen 5.3). Y nmanueHToB, NOTy4YarouX BaJraHIMKIOBUD TS TPO(UITaKTHKH
LIMB-un¢exunu Ha npotspkeHuu 200 1HEH mocie TpaHCIUIaHTalluy TOYKH, 0TMEYAJIOCh YTHETEHHE

crepMaroreHe3a (10 CpPaBHEHUIO C KOHTPOJIBHOM TpymmoH, He mnosydaromeld sedenus). I[lo
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IPOLIECTBMHU NIPUMEPHO 6-TH MECSLEB MOCIIE MPEKPAIIGHMSA TEPall A 0PRSS0 THOCTE) OIEPMBI

y MPOJICYEHHBIX MMAIIMEHTOB ObLIa COMOCTaBUMAa C TAKOBOM Y KOHTPOJIHOM TPYIIIbI MAlIUEHTOB, HE
noytyyaromux tepamnuto. [Ipu 3ToM y Bcex MpoJIEUEHHBIX MAIMEHTOB ¢ HOPMAJIbHON MJIOTHOCTBIO
criepMbl 1y 8 U3 13 manueHToB O CHUKEHHOM IJIOTHOCTHIO CIIEPMbI HA UCXOJIHOM YPOBHE TOCIIE
MpeKpalleHus] JIeYeHUs] OTMeyalach HOpMalibHas IUIOTHOCTH crepMbl. [lpu mocnemyroiem
HAOJII0/IEHUU B KOHTPOJILHOM IpyIIie Y BCEX MAIMEHTOB C HOPMAJIbHOM MIIOTHOCTBIO CIIEPMBI U Y 2
13 4 MaIMeHTOB CO CHMKEHHOM IIOTHOCTBIO CIEPMBbI HA KCXOAHOM YPOBHE IOCJE MPEKpPAICHUS
JICYCHUS] OTMEUaIach HOPMaJIbHAS IUNIOTHOCTH CIIEPMBI.

KoHTpanenuus y My>K4YiH ¥ SKSHIITUH

Bo BpEM:A JICUCHUA U B TCUCHUC MUHUMYM 30 I[Heﬁ I1OCJIC OKOHYAHH JICYCHHW A BAITAHIUKIIOBUPOM
JKCHINUHAaM C pCHIPOAYKTHUBHBIM IMOTCHIUAIOM CICAYCT PCKOMCHAOBATHL UCIIOJIB30BATh HAACKHBIC
MCTOJbl KOHTPAaUCIIIHH. Bo BpeMA JICHCHHA U B TCUHCHUC MUHUMYM 90 IIHGI\/JI IIOCJIC €0 OKOHYaHHA
MYy’K4YHWHaM, BCAYHIUM TIIOJIOBYIO JKHU3Hb, PCEKOMCHAYCTCA HCIOJIb30BATh 6apL6pHLIﬁ MCTOA
KOHTpalCluu, 3a UCKIIFOUYCHUCM CJIIYUAa€B OTCYTCTBUSI PHCKA BO3HUKHOBCHUA 6epeMeHHOCTI/I y

naptHepin (cM. pazzuenst 4.4, 5.3).

4.7. Bausinue Ha CHOCOOHOCTH YNPABJSTH TPAHCNOPTHBIMH CpPeACTBAMHM M PadoTaTh €
MeXaHU3MaMH

[Tpr nedeHWHM BAJTAHIIMKIOBUPOM W/WIM TaHIMKIOBHPOM BO3MOXKHO BO3HHKHOBCHHE TaKUX
HEXeJIaTeNIbHBIX PEaKInii, KaK CyJ0pOTH, CEIAINH, TOJTOBOKPY>KEHHUSI, aTAKCUH U/WUJTU CITyTAHHOCTH
CO3HAHMS, YTO MOXKET OTPHUIATENFHO MOBJIMITH HA AESITEIHbHOCTb, TPEOYIOINIYI0 MOBBIIICHHOMN
KOHIIEHTPAllMd BHHUMAHHUS, BKJIIOYas YIPaBJICHUWE TPAHCIOPTHBIMU CPEICTBAaMU U paboTy C
MalIiHaMd U MeXaHu3MaMu. B CBs3u ¢ 3TUM B mepuoJl JEYCHHUS BaJTAHIIUKIOBUPOM CIIETYET
cO0JII01aTh OCTOPOKHOCTD TIPH YIPABJICHUH TPAHCTIOPTHBIMU CPEJICTBAMHU U B pabOTe ¢ MAllIMHAMH
1 MexaHu3Mami. [[pu MOSIBIICHUH OMTMCAHHBIX HEXKEIATeIbHBIX SIBJICHUHN CIIEyEeT BO3JAEPKATHCS OT

BBITIOJTHCHHUA YKAa3aHHBIX BUAOB ACATCIBHOCTH.

4.8. HexenartesibHbIE PeaKIUU

Pesrome mpodmnsg 6e30mmacHOCTH

BaJ'IFaHI_II/IKJIOBI/Ip MNpEaACTaBJIACT co0oif MMpOJICKAPCTBO  TI'aHIIUKIIOBHUpPA, KOTOPOC IIOCIC
NEepopaIbLHOTO IpHUeMa 6LICTp0 npeBpamacTcda B TaHOUKIIOBUP, IIO3TOMY BCC HU3BCCTHLIC
HEXCIIaTCIIbHBIC 3(1)(1)GKTI)I, CBA3aHHBIC C MMPUCMOM T'aHIHUKIIOBHUPA, ABJIAIOTCA OXHUIAACMBIMHU JIA
BaJIFAaHIIUKJIOBUPA. Bce wHexenarenpHBIC p€akiunu, 3apCTUCTPUPOBAHHBIC B KIIMHUYCCKUX
HCCJIICAOBAHUAX BaJIFAHUKIIOBUPA, PAHBIIC Ha6JIIOI[aJII/ICB npu JICHCHHUU TaHIUKIOBUPOM.
HexenarensHbie pCaKkny, BOSHUKAOMIUC ITPU MPUMCHCHU N T AHIUKIIOBHUPA UJIU BaJITAHIUKIIOBHUPA,

BKITIOYeHbI B TaOmmiy 2. Hambonee ceph€3HBIMH M YacTHIMH HEXKETIATeIbHBIMH PEAKIUSIMHU Y
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KpOBH, B YaCTHOCTH, HEUTPOTICHUSI, aHEMUS U TpoMmOoruToneHus. O0muii mpoduiib 6€301macHOCTH
TaHIMKIJIOBUPA/BAJITAHIMKIIOBAPA COMTOCTAaBUM B MOIYJISAUAX MAlMEHTOB MOCIE TPAHCIIAHTAI[IH
u ¢ BHY. HckmroyeHue COCTaBISET HEXeENaTelbHAs pPEakUuus «OTCJIOMKA CETYATKU»,
Haboaromascs Toabko y nanueHtoB ¢ LIMB-petunutoMm. Tem He MeHee UMEIOTCS pa3inuus B
4acToTaX  HEKOTOPBIX  HEXenaTelabHbIX  peakuuid.  [IpumMeHeHHe  BajTraHUMKIOBUPA
ACCOIIMHMPOBAJIOCH C MOBBIIICHHBIM PUCKOM JIMAPEU TI0 CPABHEHHIO C IPUMEHEHHUEM TaHIMKIOBUPA
BHYTpHBEHHO. JIuxopaaka, KaHIUI03, JETpeccus, TsKelas HEeUTpomeHus (aOCONIOTHOE YHCIO
HerTpodminoB (AYH) <500/MKi1) 1 KOXKHBIE peakUy YaIie oTMedauch y manueHTon co CITM{om.
Hapymienne GyHKIMK IOYEK U MEUEHU Yale HaOII0Aaduch Y NAlMeHTOB MOCie TPAHCIUIAHTAIUH.

Tabauunoe PE3I0ME HEXKENATCIILHBIX PEaKIINM

YacToThl BOZHUKHOBEHHUSI HEXEIIATEIBHBIX peaklni, yKazaHHbie B TaOmwie 2, ompeneicHbl Ha
OCHOBE aHaiM3a OOBEIWHEHHOW TMOMYJSAUU MAIMeHTOB, MOJYYaBUIMX MOAJIEPKHUBAIOIILYIO
TEpanuio raHIMKIOBUPOM UJIM BAJITAHIIMKIOBUPOM B KIIMHUYECKUX UCCIEAOBAHUAX Y HAIUEHTOB C
BUY. HckiroueHue COCTABISIOT YacTOThI aHA(WIAKTHYCCKHX PEaKIMi, arpaHysoluTo3a H
TPaHYJIOIUTONICHUH, ONIPEIeTIEHHBIEC HA OCHOBE JAHHBIX MOCTPETUCTPAIMOHHOTO HAOIOICHHUS.
Jlis omucaHusi 4acTOTHl HEXENaTeNbHBIX PEaKIHi HCIONb3yeTcs CIeAyromas KiacCu(pUKalus:
odeHpb vacto (>1/10), gacto (>1/100 u <1/10), mewactro (>1/1000 u <1/100), peaxo (>1/10000 u
<1/1000) u ouens peaxo (<1/10000).

Tadaunma 2. YacToTa pa3sBUTHS HEKeJATEJbHBIX JIEKAPCTBEHHBIX PeaKkiuil y MalueHTOB ¢

BHUY, noayyanmmx noaaepKuBarouly1o Tepanuio raHuKJI0BHPOM/BAJTAaHIMKIOBHPOM.

HexenarenbHas JekapcTBeHHAs] peakuusi

Yacrora
Kuaacce cucrem opranos

Hugpexyuonnvie u napasumaphwle 3a601e6aHUsA

Kauau03, BKII0OYas KaHAUI03 CIAM3UCTOM 000I0UKH MONOCTH PTa Ouenp vacto

WHbekumn BepXHUX JbIXaTeNbHBIX MyTeH OueHb yacTo
Cencuc Yacto
['punm Yacro
WHudexun MOueBbIBOASIINX My TeiH Yacro
Bocnanenne moakoXHO-XUPOBOU KJIETUATKH Yacro

Hapywenus co cmoponvl kposu u numgamuueckou cucmemol

Helitponenus OueHb yacTo

Auxemus OueHp 4acTo
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TpomGonuTOnEHUs (MOCNEOOQBATENLHOCTHEM0Z)
JlenikoneHus Yacro
ITanmuronenus Yacto
Hapymenne GyHKIIMH KOCTHOTO MO3Ta Heuwacro
Annactuyeckas aHeMHs Penko
ArpanynonuTtos** Penxo
I'panynonuronenus™* Penxo
Hapywenus co cmoponvl uMMyHHOU cucmembl
['unepuyBCTBUTEIBLHOCTD Yacto
AHadumakTHyecKas peakmus** Penko
Hapywenus co cmoponvl obmena eewgecma u numamnus
CHIKEHHe anmeTuTa Ouensb yacTo
CHukeHne Macchl Tena Yacro
Hapywenus ncuxuxu
Henpeccust Yacro
CocrosiHue CIyTaHHOCTH CO3HAHUS Yacto
Tpesora Yacro
Bo30yxnenue Hewacro
[IcuxoT4eckoe paccTponCTBO Heuacto
PaccrpoiicTBa MblIeHus Heuacto
lanmronunanumn Heuacto
Hapywenus co cmoponwl HepgHoti cucmembi
I'onoBHas 6oib OueHb yacTo
becconnuna Yacro
[epudepuueckas Heiiponarus Yacro
I'onoBokpyxeHue Yacro
[Tapecresus Yacro
['unecresns Yacro
Cynoporu Yacro
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Aucressust (HapyIIeHHE BKyca) [I’ICC.‘IEJ.C BATENEBHO C'-l'll't:‘la_m@: J
Tpemop Heuacto
Hapywenus co cmoponwl opeana 3penus

VYXxyauieHue 3peHust Yacto
Orcnoiika ceTyaTku ™ Yacto
[InaBaroiire MOMyTHEHUSI CTEKJIOBUIHOTO TeJa Yacrto
Bousb B rimazax Yacro
KoHBIOHKTUBUT Yacto
OTtek MaKyJibl Yacro
Hapywenus co cmoponul opeana ciyxa u 1abupunmHvle HapyuieHus

bons B yxe Yacro
I'myxora Heuacto
Hapywenus co cmoponwl cepoeuno-cocyoucmoii cucmemul

Hapyuienust cepaeunoro putma Heuacto
[ToHnxkeHue apTepuanbHOTO JaBICHUS Yacro

Hapywenus co cmoponul OvixamenvHotl cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPe0OCMeHUs

Kamens

OuyeHp 4acTo

Oplmika

OueHp 4acTo

Hapywenus co cmoponul dceny0ouno-kuueyHo2o mpakxma

Huapes OueHb yacto
TomnHoTa Ouensb yacTo
PBota Ouenb yacto

Bosb B xxuBOTE

OueHp 4acTo

Hucnencus Yacrto
Mereopusm Yacro
bonb B BepxHE# 4acTu )KUBOTA Yacro
3amnop Yacto
N3bsa3BieHne cnu3ucTon 000JI0YKH IMOJIOCTH PTa Yacto
Hucdarus Yacro

11
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BanyTtue xuBota (MOCNEOOBATENRHOCTHaMW2)
[Tankpeatur Yacto
Hapywenus co cmoponul neuenu u scenuesbl8o0auux nymeti

[ToBbIlIeHNEe aKTUBHOCTH IIEIOYHOM (pocdaTassl B KpOBH Yacro
Hapymenne GpyHKIuy neueHu Yacto
Hapymienne akTUBHOCTH acriapTaTaMUHOTpaHchepasbl Yacro
[ToBbIlIeHNEe aKTUBHOCTHU aJlaHMHAMUHOTpAaHC(hEpasbl Yacro

Hapyweﬁwz CO CMOPOHBL KOJHCU U NOOKOJICHbIX MKAHell

Hepmarur Ouenb yacto
Houynas notnusocts Yacro
3yn Yacro
Celnib Yacro
Anonenus Yacto
CyXxoCTh KOXH Heuacto
Kpanusauna Heuacto
Hapywenus co cmopoHbl ckenemno-mulileyHou u COeOUHUMeNbHOU MKAHU

bons B crinHe Yacro
Muanrus Yacro
ApTtpanrus Yacro
MpblIeYHbIE CrTa3Mbl Yacro
Hapywenus co cmopoHuvl Houek u Mouesbl8o0AWUX nymeu

Hapymenue pyHKImm nouex Yacro
CHuKeHHe N0YeUHOro KJIIMPEHCca KpeaTHHIUHA Yacro
[loBpIIIEHNE KOHLIEHTPAlUM KpEaTUHUHA B KPOBU Yacro
Iloueynast HEIOCTaTOYHOCTh Heuwacro
I'ematypus Heuacto
Hapywenus co cmopoHbl n0106b1X 0p2aH06 U MOJIOYHOU JHcee3bl

Myxckoe 6ecruionne Heuwacro

Obwue paccmpoiicmea u HapyuieHus 8 mecme 66€0eHUs

12
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JInxopanxa (MOCNEOOBATENLHOCUcHBRECTO
[ToBbIIEHHAST YTOMJISIEMOCTD Ouensb vacto
boib Yacto
O3H00 Yacrto
OO01Iee HeTOMOTaHUE Yacto
Actenus Yacro
bosb B rpyim Heuacto

*Orcnoiika ceryatku Habmoganack Tonbko y mamueHToB co CIIMJlom mpu tepanuu [[MB-
peTuHMTA.
**YacToTa MJaHHBIX HEXENATeJIbHBIX pEaKIHMi oOmpeneisuiach Ha OCHOBAaHHUU  JaHHBIX

MMOCTPECTrUCTPAIMOHHOI'O IIPUMCHCHUA.

OnwncaHue OTACIBHBIX HEXKEIATSIbHBIX PeaKIIUM

Hetimponenus

Puck pa3BuTHs HEUTPOIICHUHW HEIB3s MPEACKa3aTh, UCXOMAS W3 YUCIIa HEHTpO(UIOB 0 Hayaia
JeyeHusl. BO3BHMKHOBEHHWE HEUTPONEHUU SABISETCA THUIUYHBIM JUIsl IEPBOM WJIM BTOPOM HEIEIU
WHAYKIIMOHHOW Tepanuu. Yncino HeHTpouiIoB, Kak MpaBUio, HOPMAIU3yeTCs B TeUEHHE 2-5 qHEH
1OCJIe MPEKpaIleHHs TIPUeMa MpenapaTa Wi CHIKEHHs 0361 (CM. paszaen 4.4).
Tpomboyumonenus

Y nanueHToB ¢ UCXOAHBIM HU3KUM 4ncioM TpoMOouuToB (< 100000/MKIT) MOBBIIIEH PUCK PA3BUTHS
TPOMOOLIUTONIEHUH. Y TAIMEHTOB C SATPOTCHHON Cynpeccuell UMMYHUTETa BCIEICTBUE TEparuu
UMMYHOCYTIPECCAaHTAMU PUCK Pa3BUTHsI TPOMOOIIMTONIEHUH BhIIlIe, 4yeM y naiueHTos co CITNom
(em. pasmen 4.4). Tsokenas TPOMOOIMTOINEHHS MOXET COMPOBOXIATHCS MOTEHIMAIBHO
YKU3HEYTPOKAIOIIMMHI KPOBOTCUEHHUSIMH.

Brusnue onumensnocmu mepanuu/noxkazaHus K NPUMEHEHUI0 HA pPA3GUMUE HeNCelamebHbIX
peaxkyuu

Tsoxenast HeriTpornienust (abconmoTHOE uncio Hetpodhuno (AUH) < 500/mx:n) varie HabIr01a71aCH
y nanueHtoB ¢ [IMB-petunutom (16%), mosyuaBIIMX BaJTaHIMKIOBUP, O CPaBHEHUIO C
MalMeHTaMH TMOCe TPAHCIUIAHTALMM COJIMJHBIX OPraHoB, IMOJYYaBIIMX BaJTAHIMKIOBUD WIH
TaHIIMKIOBUD (TMEpOpaibHO). Y MAlKUEHTOB, MOTYYaBIIMX BaJITaHIUKIOBUP WIH TaHIUKIOBUD
(mepopasibHo) B Tedyenwe 100 mHeW mocne TpaHCIUIAHTAI[MH, YacTOTa Pa3BUTHUS TSKEION
HeWTporieHUH coctaBimsiia 5% wu 3%, COOTBETCTBEHHO. Y  MAIMEHTOB, IMMOJYYarOluX
BANTAaHIUMKIOBUP B TeueHue 200 nHe mocie TpaHCIUIAaHTAl[MM, 4YacTOTa Pa3BUTHUS TSKEIOU

HCﬁTpOHCHPIPI cocraBiusma 10%. VY MaluCHTOB IOCJIC TPAHCIUIAHTAOHUU COJIMIHBIX OPraHOB,

13
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TOJIyYaBIIMX BAJITaHUMKIOBUP ¥ TaHUMKIOBHDP (IEPQPANBHOY B reygmfe 00 mm200 | nuei,

Ha0JI0/1a710Ch O0Jiee BhIpaXKEHHOE YBETMUEHUE KOHIICHTPAIIUU KPeaTHHUHA B CHIBOPOTKE KPOBU 11O
cpaBHeHMIO ¢ nanueHTamu ¢ [IMB-pernnurom. OnHako BaXKHO OTMETUTh, YTO HapyLIEHHE
(YHKINY TIOYEK ABISETCA XapaKTePHBIM CUMIITOMOM, Yale HaOIIOAA0IUMCS Y TTIAUEHTOB 110CIIe
TPaHCIUIAaHTALMU COJIUIHBIX OPTraHOB.

OO6muii npoduiib 0e30MaCHOCTH BaJTAHLUMKIOBUPA HE HM3MEHSETCS NpU MPOJIJICHUM TMepuoja
npopMIAKTUIECKOTO MPUMEHEHHS Y MalMeHTOB C BBHICOKUM pUCKOM pa3Butusi LIMB-undexmm
nocJie nepecagaku novyku g0 200 guei.

VY nanuueHToB, NOJy4aroMX BaIraHIUKIOBUP 10 200-ro AHS MOCTTPAHCIUIAHTALIMOHHOIO IEPUO/A,
[0 CPaBHEHUIO C TMAlLMEHTaMH, MOJYyYAIOIMMHU  BalraHuukiaoBup g0 100-ro  gnHs
MOCTTPAaHCIUIAHTALMOHHOTO TIEPHOA, HAOII0JACTCSl HEKOTOPOE YBEITHMUEHHE YACTOTHI JICHKOTICHHH.
Yacrora pa3BUTHs HEHUTPOIICHUH, aHEMUH U TPOMOOIIMTONCHUN OBLIM CXOIHBIMU Y TAI[MEHTOB,
nonydatoux jgedenue A0 100-ro gus u 200-ro AHA MOCTTPAHCILIAHTAIIMOHHOTO MEPUO/IA.
Jlabopamopnvie nokazamenu

[Tpu mpoayieHnn nepuoaa NpopUIAKTUKN y B3POCIBIX HMAIIMEHTOB C BHICOKUM PHCKOM DPa3BHTHS
LIMB-un(dekunn nocie TpaHCIUIAHTAIWU COJIMIHBIX OPTaHOB YaCcTOTa HapyIICHHH J1a00paTOPHBIX
nokazarener 1o 200-T gHel ocTaBaiach CXOIHOM.

Tsoxenast HelTponeHus 6osiee yacTo HabI0aNach y AeTel, IEPEeHeCINX TPAHCIUIAHTALIUIO TIOYKU
U TOJyYaBIIUX BaJraHUMKIOBUP 10 200-ro JOHS NOCTTPAHCILIAHTALMOHHOTO Iepuoja, IO
CPaBHEHHUIO C JI€TbMH, MTOJIy4aBIIMMHU BalraHIUKIOBHUP A0 100-ro 1HS NOCTTpaHCIIIaHTALIMOHHOTO
NepuoAa, a TaKKe 10 CPaBHEHHIO C B3pOCIBIMH, IEPEHECIIMMH TPAHCIUIAHTALMIO IMOYKH U
MOJIy4aBIIMMU BanTaHIUKIOBUP 10 100-ro 1 200-ro 1HSA NOCTTPAHCIUIAHTALIMOHHOTO NIEPHO/IA.
Tabauua 3. W3MeHeHHsi J1a0OpPaTOPHBIX MOKa3aTeleil, COOOIIABIIMXCSH NPH NpHeMe

BAJITAHIUKJIOBHUPA Yy B3POCJILIX

W3menenns [TanueHTsl ¢ [TarenTHl 1OCIE TPAaHCIUIAHTAIMU COJIUIHBIX
J1abOPaTOPHBIX L[IMB- OpraHoB, nojyuapmue jedenne 10 100-ro qus
HOKa3aTe/Icn PETHHUTOM HOCTTPAHCILUIAHTAIIMOHHOTO TIEPHO/A
lManuuknoBup
Banrannukiosnp | BanranuukiuoBup
(m=370) (=244) nepopainbHo (N=126)
% % %
Heiimponeuus (abconomnoe uucno netimpoghunoe/mxi)
<500 16 5 3
500 - <750 17 3 2
750 - <1000 17 5 2
Anemus (reMOTIIOOHH T/7)
<65 7 1 2
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65 - <80 10 5  (MOCNEOOBATENBEHOCTL 0002)
80 - <95 14 31 25
Tpomboyumonenus (4UCIO TPOMOOIIUTOB/MKIT)

<25000 3 0 2

25000 - <50000 5 1 3

50000 - <100000 21 18 21

Konyenmpayus kpeamununa 6 coieopomke kpou (Mr/ 1)

>2.5 2 14 21

>15-25 11 45 47

Ta6nauna 4. U3MeHeHnust 1a00paTopHbIX OKa3aTe/ieil NPpU NPUMeHEHUU BAJITAaHIMKJIOBUPA Yy

aereu
H3meneHus
3MeHe [TarmeHTHI JETCKOTO BO3pACTa MOCIIe TPAHCIIAHTAIIMU COJTUTHBIX
J1a00paTOPHBIX
roKazaresei OpraHoB

JleueHre BAITAHIIMKIOBHPOM JI0
100-ro mus
MOCTTPAHCILIAHTAIIUOHHOTO
nepuoa (m=63)

JleueHne BAITAHIIUKIOBHPOM JIO
200-ro qus
MOCTTPaHCIUIAHTAIIMOHHOTO
nepuoa (m=56)

% %
Hetimponenus (abconromuoe uucno neumpoguioe/mxi)
<500 5 30
500 - <750 8 7
750 - <1000 5 11
Anemus (reMOTI00UH T/I1)
<65 0 0
65 - <80 14 5
80 - <95 38 29
Tpomboyumonenus (AUCIO TPOMOOITUTOB/MKJT)
<25000 0 0
25000 - <50000 10 0
50000 - <100000 3 4
Konyenmpayus kpeamununa 6 colgopomke Kposu (Mr/ 1)
>2.5 2 5
>15-25 11 20
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ITocTperucTparOHHOE IPUMEHEHHE (MOCNEOQOBATENBHOCTE 0002)

(E LT

[Ipy mocTperucTpallMOHHOM TNPUMEHEHUHM BAJITaHUUKIOBUPA W TaHUUKIOBUpPAa MHpopuiib
0€3011aCHOCTH OBLT COTMIOCTaBUM C TAKOBBIM B X0J1€ KIIMHUYECKUX HCCIIEJOBAHUH.

eTH
OO0umii npoduns 0€30maCHOCTH BAJITAHLMKIOBUpPA y JeTe He OTiauYaeTcss OT Hpoduiisd
0€30I1aCHOCTH IIpenapara y B3pOCIbIX.
B nerckoit monyssimuy HaOIr01a70Ch HEKOTOPOE YBEIHMUEHHE YAaCTOTHl HEHTPOIIEHNH, OJJTHAKO 3TO
HE MPUBOJWIO K YBEIIMYCHUIO YACTOTHI MHPEKIHIA.
V nerei, nepeHecIMX TpaHCIJIAaHTALUIO I0YKH, YBEJIMUYEHHEe  [epuoja  NpOo(UIaKTHYECKOro
npuMeHeHus 10 200 qHel He TPUBOJUT K YBEJIMUEHUIO YACTOThI HEXKENATEIIbHBIX SIBJICHUM.
Bpooicoennasn [[MB-ungpexyus
Tepanus BpoxxaenHoi LIMB-undekunn He sBIseTcs 0g0OpESHHBIM MOKAa3aHUEM K MPUMEHEHHUIO
BAJITAaHUUKIOBUPA. TeM HE MeHee MCCIEAOBAHUSA, NPOBEICHHBIE Y HOBOPOKICHHBIX M JAETEH
paHHero Bo3pacTa ¢ BpoxIeHHON [[MB-undexuuel, npeaocTaBiasioT JaHHbIE O MHpoduie
0€30MacCHOCTH Tpemnapara B JaHHBIX MOMYJAUUAX nanueHToB. [Ipodwmns OezonmacHoCcTH
BaJITaHLUKJIOBUPA COIOCTaBUM c U3BECTHBIM npoduiemMm 0€30MacHOCTH
BaJIFaHIIMKJIOBHPA/TaHIIUKIIOBUPA.
OCHOBHBIM IPOSIBIIEHUEM TOKCUUHOCTHU TaHIMKIIOBHpA siBiseTcst HelTponeHus (y 38% manueHToB
OoTMevasach HEUTpoIeHus 3 win 4 creneHy, 1 nanueHTy noTpedoBaloch NPEKpaICHUE TEPAIUN).
BonbIMHCTBO SBICHUI MO/1aBATUCh KOPPEKIIUH, IPU OTHOBPEMEHHON BO3MOKHOCTH IIPOAOKATh
IPOTHBOBUPYCHYIO Tepamuio. Y BCeX HOBOPOXKICHHBIX HAOIOJAIOCh YBEJIMYEHUE MOKa3aTeseH,
XapaKTepU3YIOIIUX POCT U pa3BUTHE (POCT, Macca Teja, CPeAHSAs OKPYXKHOCTh rojoBbl). [Ipu
NepopaJbHOM NMPUMEHEHUH BAJIFAaHIIMKIOBHpA HanbOoJee YacThIMU HEXKEIATeNIbHBIMU PEaKlUsIMU
ObLIM HEUTponeHus, aHeMus, HapylleHue (QyHKUMM TedeHu U Juaped. [lepeuncrienHble
HEe)KeNlaTeJIbHbIE SBJICHUS HaAOMIONalNCh 4Yalle y TMalMeHTOB IpU 6-HENeNbHOW Tepanuu
BaJITaHIMKJIOBUPOM, IO CPABHEHMIO C MALIMEHTAMHU, [TOJIy4YaBIIMMH BAJITAHIIUKIOBUD B T€YEHUE 6
MmecseB. CepbE3HBIMH  HEKENATebHBIMU  SBICHUSIMH, CBS3aHHBIMU C JIEYEHHEM, ObUIN
HEUTPONEHUS U aHEMUS, KOTOPbIE Yallle HaOJII01aiCh PU Tepanuu JUIMTENbHOCThIO 6 Henenb. He
HAOJI0/1aI0Ch CTATUCTUYECKH WM KIMHUYECKH 3HAUYMMBIX pa3inuuuil MeXay NalueHTaMu,
MOJIy4aBIIMMHU BAJITAaHIMKJIOBUpP B T€UeHUE 6 HENENb U B TE€YEHHE 6 MECALEB, B MOKA3aTENsX,

XApPaKTCPUIYIOIIHUX POCT U pa3BUTUC, TAKUX KAK MaCCa TECJia, POCT, CPCAHAA OKPYKHOCTD I'OJIOBEI.

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxHo coo0maTe 0 MOM03PEBAEMBIX HEXKENATEeIbHBIX PEAKLUAX MOCIEe PErucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ IeNbl0 00ecTedeHNs HEeNpEephIBHOIO MOHUTOPUHIA COOTHOIICHHS

«M0JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpcrapara. MeauiuHCKUM paGOTHI/IKaM PCKOMCHAYCTCA
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CO00MIATh O JIFOOBIX MOI03PEBAEMbIX HEXKEIATEILHIX PEAKIAMN-IIERANE TBEHHONO MPenapara yepes

HallMOHAJIbHBIEC CHCTEMbI COO6HI€HI/IH 0 HCXCIATCIbHBIX PCaKOUAX TOCyAapCTB — UYICHOB

EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

Poccuiickas @edepayus

Aopec: 109012, Mockesa, Crnasanckas niowaow, 0. 4, cmp. 1

Deoepanvras cayarcoa no Haozopy 6 cgepe 30pasooxparernus Poccutickou Pedepayuu
Teneghon: +7 (495) 698—-45-38, +7 (499) 578-02-30

Dnexmponnas nouma: pharm@roszdravnadzor.gov.ru

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

4.9. Tlepeno3upoBka

HCDGI{O?;I/IDOBKa BAJINAHITUMKJIOBHPA U BHYTPUBCHHO BBOJAMMOI'O I'aHITMKJIOBHUPA

Bo3MOXHO, 4TO mepeno3upoBKa BAJITAHIMKIOBAPA MOMKET TMPUBECTH K  YBEIUYCHUIO
HepporokcuuHoctd  (cM. pasgensl 4.2, 4.4). B Xxoae KIMHMYECKHX MCCIEIOBAHHN U
MOCTPETUCTPAIIMOHHOTO TIPUMEHEHHUS BAITAHIIMKIOBUPA OBUIH ONMMCAHBI CITydau IMEePEeI03UPOBKU
TaHIIMKJIOBHpPA TPY BHYTPUBEHHOM BBEJACHHH, B TOM YHCIIC C JICTATLHBIM UCX00M. HekoTopsie u3
HUX HE CONPOBOXKIAINCH HEKEIATCIbHBIMHA SIBICHUSAMH. Y OOJBIIMHCTBA K€ IMAIMECHTOB
OTMEYAaJIOCh OJJHO MJIM HECKOJIBKO U3 CIICAYIOIINX HEXKeaTeIbHbBIX SBICHUN:

- TEMaTOTOKCHYHOCTh: MHEJIOCYIIPECCHUsI, BKJIIOUYAs MAaHIIUTONCHHUIO, HEJIOCTATOYHOCTh KOCTHOTO
MO3ra, JCHKOIICHHUIO, HEHTPOTICHUIO, TPAHYJIOIUTOIICHHUIO;

- TEMAaTOTOKCUYHOCTb: TeNaTUT, HapylIeHHe (PYHKIINN TICUCHU;

- He(PpOTOKCUYHOCTh: YCHJICHHE TeMAaTypUH Yy TMAIMEHTOB C YK€ MMEIOIIUMHUCA HapyUICHUSIMHU
GYHKIIUM TTOYEK, OCTpas MoveyHasi HeIOCTATOYHOCTh, MOBBIIIEHNE KOHIICHTPAI[UN KpeaTHHHUHA B
CBIBOPOTKE KPOBH;

- KEJTYTOYHO-KUIIIEYHAS TOKCUIHOCTH: 00JIM B )KHUBOTE, JIUAPES, PBOTA;

- HeHPOTOKCUYHOCTD: T€HEPATU30BaHHBINA TPEMOp, CYIOPOTH.

Jleyenue

CHHM3UTHh KOHIICHTpAI[MM BAJTAHIIMKIOBHpA B IUIa3Me y MAIMEHTOB C TEPEIO3UPOBKOH MOXKHO

yTeM reMOIHaln3a ¥ THApaTaliu (CM. pazaer 5.2).

5. ®APMAKOJIOTHYECKUE CBOMCTBA

5.1. dapmakoamHaMHyecKHe CBOlcTBa

®dapMakoTepaneBTUYeCKass TIpyMma: MPOTUBOBUPYCHBIE CpPEACTBA CHUCTEMHOTO  JIEHCTBUS;
IPOTUBOBUPYCHBIE CPECTBA MPSIMOTO JEHCTBUS; HYKI€O3U bl U HYKJIEOTH IbI, KPOME HHITHOUTOPOB

00paTHOW TPAaHCKPUIITA3HI.

Kox ATX: JOSAB14.
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Mexanusm sefictaus (MOCNEAOBATENLHOCTb 0002)

BanrannukinoBup npencrasiset coooi L-BanuioBsriii adup (mposiekapcTBO) TaHIIMKIOBUPA, TTOCIIE
NEpOPAIBHOTO MpHEeMa ObICTPO MPEBPALAIOIINIACS B TAaHIIMKJIOBHP TOJ] ICHCTBUEM KUIICYHBIX U
NEYEHOYHBIX 3cTepa3. ['aHIMKIOBUD — CHHTETHYECKUH aHajor 2'-1e30KCUIyaHO3MHA, KOTOPBIM
MOJABIISIET PEIUIMKAIIMI0O BHPYCOB Teprec-rpymmbl in Vitro u in vivo. K Bupycam dYenoBeka,
YYBCTBUTEJbHBIM K TAHIIUKJIOBUPY, OTHOCAT ItuToMeranosupyc (LIMB), Bupycsbl mpoctoro repreca
1 u 2, BUpyc repueca uenoBeka TUIOB 6, 7 u 8, Bupyc DniureliHa-bapp, BUpyc BETpsSIHOM OCIIbI U
BHUpYC renarura B.

B I[IMB-undunmpoBaHHBIX KJIETKax I0J] JCUCTBHEM BUPYCHOW TmpoTenHKWHa3sl UL97
TraHIMKIOBUp BHavaie Qocdopuaupyercs ¢ oOpazoBaHMEM TaHIUMKIOBUPpMOHOJochaTa.
Hanpneiimee ¢pochopunrpoBanne MPOUCXOIUT MO IEHCTBHEM KIIETOUYHBIX KHHA3 C 00pa30BaHUEM
TaHIUKIOBUPTpU(OCchaTa, KOTOPBIA 3aTeM MOJBEPracTcs MEIJICHHOMY BHYTPHKICTOYHOMY
meTabomu3my. [locme wucUe3HOBEHHS TaHIMKIOBHpPA W3 BHEKJIETOYHOW JKMIKOCTH TMEpUOJ
BHYTPUKIIETOYHOTO TIONYBBIBEJCHUS TaHIMKIOBUpTpUdOchaTa B KIETKax, MHOUIUPOBAHHBIX
[IMB, cocrasisier 18 yacoB; B KJIeTKax, UHOUIIUPOBAHHBIX BUPYCOM ITPOCTOTO Tepreca — 6-24 gaca.
[Tockonbky (ochopunupoBanre TaHIMKIOBHpPAa B OOJBINEH CTENEHW 3aBUCUT OT JEHCTBUSA
BUPYCHOM KHHa3bl, OHO TPOHCXOJUT TMPEUMYIIECTBEHHO B HWH(MUIMPOBAHHBIX KJIETKaX.
Bupocratuyeckas akTHBHOCTB TaHIIMKIIOBHpA 00YCIIOBJIeHA IOIaBlIeHreM ciuHTe3a BupycHoi JJHK
MOCPEACTBOM CIEAYIOIIUX MeXaHu3MoB: (1) KOHKypeHTHOE WHIMOMpOBAHHWE BCTpAaUBaHUS
nezokcuryanosuntpudocpata B JJHK mnon neiictBuem Bupychoit JIHK-nomumepassr; (2)
BKIIIOUEHUE TaHIIUKIOBUPTpHUochaTa B BUupycHyto JIHK, 4To mprUBOIUT K CHIIEHOMY OTPaHUYECHHUIO
WM TOMHOMY mpekpaiieHuto smoHranuu BupycHoit JJHK. CornacHo uccnenoBanusim in Vitro,
TUMWYHAS UHTUOMPYIOIAsk KOHIIEHTpaIusl, KoTopas nojasiser permkaiuio [IMB wa 50% (1C50),
Haxonutes B nuana3one oT 0.08 mxmosns/i (0.02 mxr/mi) 1o 14 Mmxmons/m (3.5 MKr/mo).
Knuanyecknii MPOTHBOBUPYCHBIA A(PQEKT BaNTaHIUKIOBUPAa OBUT JIOKa3aH yMEHbBIICHHEM
BelesieHust [IMB u3 opranmsMa manueHTOB C CHHAPOMOM IMPHOOPETEHHOT0 MMMYHOJe(pHUIMTA
(CIT Iom) u BriepBbIe BIsiBIeHHBIM LIMB- petrauTOM ¢ exoaHoro nokaszatens 46% no 7% udepe3
4 Heneny JIeYeHUS BaJITaHIIUKIOBUPOM.

Ippexmusnocmo

Bspocnvie

Jlewenue IIMB-pemunuma

Knuanueckue nccnenoBanust Obutk mipoBeaeHs! y nanueHToB co CITMlom u [IMB-petunuTOoM.
BanranuukioBup  mpoOJEMOHCTPHPOBAT  OJMHAKOBYIO  KIMHHYECKYH) 3(P(EKTUBHOCTH B
MHAYKIMOHHOM Tepanuu [IMB-peTuHnTa 1NO CpaBHEHHIO C BHYTPHUBEHHBIM TaHIIMKIOBHPOM.
IIpruMeHeHre BaNTaHUMKIOBAPA TMO3BOJSIET IMOJIYYUTh TAKOE K€ CHUCTEMHOE BO3JCHCTBUE

TaHIUKIIOBHUPA, KaK MPHU HWCIIOJb30BaHUU PCKOMCHIOBAHHBIX BHYTPUBCHHLIX 03 I'aHIIMKJIOBHPA,
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dpdextuBabix npu aedenun LIMB-perunpira.  Tlogasans [9r:, THIOLEANE T HO (| KPUBOH

«xoHneHTpanusa-spems» (AUC) rannukioBupa KOppeIupyeT C IPOMEKYTKOM BpPEMEHH 10
nporpeccuposanus LIMB-petununra.

Hpodunaxmura LIMB-ungexyuu y nayuenmos nocie mpancniaumayiui COMUOHbIX 0p2anos

Yacrora pazsutus [IMB-3aboneBanus (LIMB-cunapom -+ wHBa3uBHas HMH(EKIHs TKaHEH) B
TEYEHHE MEPBBIX 6 MECSIEeB IOC/Ie TPAaHCIUIAHTALMU CEepAla, MEeYeHH, MOYKH Yy MAlMEeHTOB C
BbICOKUM puckoM L[MB-undexmnu (LIIMB-nosutuBsbiii  nonop (D+)/LIMB-HeratuBHbIif
peuunueHt (R-) (D+/R-)) cocraBuna 12.1% B rpynie mamyeHTOB, MOJYYaBUIMX BAITAHIIMKIOBHD
(900 mr B cyTkH), 1 15.2% B rpyIie NanyeHToB, MOTyYaBIIUX FaHIUKIOBHP nepopaibHo (1000 mr
3 pa3za B cytkH) ¢ 10 mo 100 meHpb mocie TpaHCIUTAaHTAaMKU. bonbInas 4acTh Ciiy4aeB MpUILIAch Ha
11(S0)5 (Vi rnociue OTMEHBI poHIaKTHIECKOM Tepanuu (mocne 100-ro JTHS
MOCTTpaHCIUIaHTaMOHHOTO Tiepuona). [Ipu stom ciydam passutus LIMB-undexknum B rpymme
JIeYeHUs BaJITaHIIUKIOBUPOM TMOSBISUINCH MTO3)KE, YEM B TPYIIIIE JICUYECHUS TAHLIUKIOBUPOM.
YacroTa 0CTpOro OTTOP>KEHUS TPAHCIUIAaHTaTa B MepBble 6 MecsleB cocTaBmia 29.7% B rpymie
NAlMEHTOB, MOJYYaBIIMX BAJITAaHIUKIOBUP, W 36% B Trpynne MNalUMeHTOB, IOJy4YaBLIMX
TaHIMKJIOBUP.

VBenudyenue npoAobKutesbHOCTH mpueMa 900 mr BanranmukioBupa g0 200-ro aHsS mocie
TPAHCIUIAHTAIIMK [MOYCK Yy MAalMEeHTOB C BbICOKMM puckoM [IMB-undekuun (D+/R-)
COIIPOBOXKIANIOCH OoJbIneil 3P QekTuBHOCTRIO mpenorBpamenus [IMB-undexkunn B nepsoie 12
MECSIEB 0CJIE€ TPAHCIUIAHTALMU 1O cpaBHEHUIo ¢ mpuemoM 900 mr Banranuukiosupa 10 100-ro
JIHS TI0CJI€ TPaHCIUIAHTALUH.

YacToTa BBLDKMBAEMOCTH TpaHCIIaHTaTa uepe3 12 mecsues coctaBuia 98.2% B rpyIine NaiueHToB,
nojlydyaBIIuX BadraHuukiaoBup Ao 100-ro gus, u 98.1% B rpynmne manveHTOB, MOJyYaBIINX
BaJIraHUUKIOBUP 710 200-ro AHs. YacToTa OCTPOro OTTOPKEHUS TPAHCIIaHTAaTa, TOATBEPKICHHOTO
Ouornicueldt, B mnepBble 12 MecsueB cocrtaBuina 17.2% B Tpynmne MNalMeHTOB, MOTYYaBIIMX
BairaHuukyaoBup 10 100-ro aus, u 11.0% B rpynne nanuueHToB, MOTYYaBIIUX BaITaHIUKIOBHUDP 10
200-ro gHs.

Bupycnas pesucmenmnocmo

[Ipy AMUTENbHOM TMpHEME BaIraHUUKIOBUPA MOTYT TMOSIBUTHCA BHPYCHI, YCTOMYHMBBIE K
TaHLUKIOBUPY. DTO MOKET OBITh 00YCIOBIEHO JIMOO CeeKIIMel MyTaluii FeHa BUPYCHON KWHA3bl
(UL97), orBeuaromeit 3a MmoHodochopuimpoBaHue raHIMKIOBHpa, J100 reHa BupycHor JIHK-
nonumepasel (UL54). MyTanuu rera UL97 Bo3HUKAOT B O0siee paHHHE CPOKH M BCTPEYAIOTCS YaIle
o cpaBHeHHIO ¢ MyTanuei rera UL54. Bupyc, nmeronuii Tonpko MyTanmro reHa UL97, ycroituns
TOJIBKO K TaHUUKJIOBUDPY; NPU 3TOM HauOojee YacTO BCTPEYAIOUIMMHUCSH MYyTAalUSIMU IO TUIY
3aMEHBI, ACCOIMMPOBAHHBIMUA C BO3HUKHOBEHHEM yCTOWYMBOCTH, sBisitorcst M460V/I, H520Q,

C592G, A594V, L595S, C603W. Bupyc ¢ mytanusmu rera UL54 mosxeT o0maaTh mepekpecTHON
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PE3UCTEHTHOCTBIO K JIPYTUM TIPOTMBOBUPYCHBIM TIPETIAPATHM | (C EAHAAOTHY HEIM LMEXAHN3MOM

JeHCcTBUsI, 1 HA000pOT. Pa3BuTHE MepekpecTHON YCTOWYMBOCTH K TAHIIMKIOBUPY U IUI0GOBUPY B
OOJIBIIMHCTBE CIy4aeB 00YCIOBICHO MYTAIMsIMU 110 THUITY 3aMEHBI B 9K30HYKJICa3HBIX JTOMEHAX U
peruone V BupycHoii JIHK-nonumepasbl. Pa3Burue nepekpecTHONH yCTOWYMBOCTH K (POCKapHETY
00YCJIOBJICHO MyTaIlMsIMHK TI0 THUITY 3aMEHBI B Tipeneniax pernoHoB Il (kogon 696-742) u Il (kogon
805-845) Bupycnoii JIHK-nmonmmmepaspl niim Mex 1y HUMH.

Bspocnvie

Jlewenue IIMB-pemunuma

I'enorunupoBanue [IMB B momumMopdHOSAEPHBIX JIEHKOIIUTaX MOKa3aylo, 4yTo epe3 3, 6, 12 u 18
MECSIIIEB JICUEHUSI BAJITAaHIIUKIOBUPOM COOTBETCTBEHHO B 2.2%, 6.5%, 12.8% u 15.3% nelikoniutoB
BBIABIISIFOTCS MyTanuu UL97.

Hpodunaxmura LIMB-ungexyuu y nayuenmos nocie mpaHcuaaumayiil COTUOHbIX OP2AHO8

I'enotunupoBanue [IMB B mosmmMophHOSIEPHBIX JICHKOITMTaX IMOKA3ajI0:

1. otcyrcTBHE MyTaluii, 00yCIaBIMBAIOIINX PE3UCTEHTHOCTh K TaHIUKIOBUPY, B 00pa3iax,
nosrydeHHbIX Ha 100-b1i JeHb (KOHEN MPO(HIAKTHYECKOTO NIPUEeMa BaJTAHIIMKIOBUPA) Y
MAIMEHTOB U3 TPYIIIHI BAITAHIIMKIOBAPA, H HAJTMYME MyTalluid B 00pa3iax, MoJyYeHHBIX Y
MAIMEHTOB, IPUHUMABIIUX FAHIUKIOBUP repopaibHo (1.9%);

2. OTCYTCTBHE MYyTallMii, 00yCIIaBIUBAIOIIUX PE3UCTEHTHOCTh, B 00paslax, MOITYYEHHBIX Y
IALEHTOB, PAHJIOMU3UPOBAHHBIX B IPYMIy BAITaHUMKIOBHpa C nojgo3peBaemon [[MB-
uH(pexuen yepe3 6 MecAIeB Mocie TPaHCIUIAHTALUK, U HAJTUYUE MyTallui y MalleHTOB,
MOJTy4aBIIUX FAHIMKJIOBUP MEPOPAIBHO, B 6.9%.

Cpenn manveHToB, NONy4YaBIIMX BanraHuukiaoBup g0 100-ro aus wm po 200-ro jgHs
MOCTTPAHCIUIAHTAIIMOHHOTO MEPHUOa, B LI€JIOM MYTallMU MO TUITy 3aMEHbl Yallle BCTPEYAINUCh B
MepUoJI MPOBEACHUSI MPOPUIAKTUUECKON Tepamnuu, 4eMm mocie ee 3aepuieHus (5/12 [42%] mo
cpaBHeHuto ¢ 4/58 [7%)]).

BupycHas pe3uCTEHTHOCTh MOXET OBITh MPUYMHON HEJOCTAaTOYHOTO OTBETa Ha TEPANUI0 U

MOCTOAHHOI'O BUPYCOBBIACIICHUS B IICPUO] TCPAIINH.

5.2. DapMaKOKHHETHYECKHE CBOMCTBA

PapMaKOKMHETUYECKUE XAPAKTEPUCTUKM BallraHUUKIOBUpa wusydaiucs y BHWY- u I[[MB-
CEPONOJIOKUTENbHBIX NalueHToB, y nauuneHToB co CIIM/lom m [IMB- pernHuTtom u mnocie
TPaHCIUIAaHTALUU COJINIHBIX OPTraHOB.

[TapameTpamu, onpenensomMMI SKCIO3UIUI0 TaHIIUKIOBUPA IMOCIE MPUEMa BaJITaHIMKIOBUPA,
SBIISIIOTCSL OMOAOCTYITHOCTh U (DYHKLIMS MOYEK. BHOJOCTYHOCTh raHIMKIIOBHpA ObljIa CXOIHOM Y
BCEX MAlMEHTOB, MOJyYaBIIMX BaJraHUUKIOBUp. CHcTeMHas SKCIO3MLUS TaHIMKIOBUpA I

PEIMIIMEHTOB TpaHCIJIaHTaTa CepJla, IMOYKW, TEYeHHW Oblla CXOIHOHW C TaKOBOW IOCTe
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IIEpOPaTbHOrO IpHEMa BaJIraHIUKIOBHPA COOTBETCHBAR [1C) EPEFRUVOM ) I03UPOBIANA B

3aBHCUMOCTH OT (P)YHKIMH TTOYEK.

[TponopunonaneHas 3aBucuMocTb AUC raHuukiIoBupa oT 103kl nocie npuema ot 450 no 2625 mr
BaJIFAaHIMKJIOBUPA OTMEYAJIACh TOJBKO B Clly4ae IIpHemMa Ipenapara 1nocie e/sl.

AOGcopbuus

BanraHuukioBup sBJISETCS MPOJIEKAPCTBOM TaHUMKIOBUPA, XOPOILIO BCACKIBACTCA B KEIYIAOYHO-
KHIIEYHOM TPAKTE, B CTCHKE KUILIIEYHUKA U B MIEYEHU OBICTPO METabOoIM3UpyeTCs ¢ 00pa3oBaHueM
raHIMKIOBHpa. BMOJOCTYMHOCTS TaHIMKIIOBUPA IOCIE MIEPOPATIBHOIO IPUEMa BalIraHIUMKIOBUPA
cocraBnsieT okoino 60%. CuctemHass SKCIO3ULIMS BaJTaHLUMKIOBUPA HEBBICOKAas U HOCHUT
KpaTKOBpeMEHHBIM Xapaktep. I[lmomane mom kpuBod «koHmeHTpauus-Bpems» (AUCo24) u
MaKcHMasbHasi KOHIEHTpalus B 11a3Me KpoBU (Cmax) COCTaBISIIOT TpuMepHO 1% 1 3% OT TakoBbIX
TaHIMKJIOBHUPA, COOTBETCTBEHHO.

Ecnu BanraHuMKIOBUp IPUHUMAIOT BO BpPEeMs €Ikl B peKOMeH10BaHHOM 103e 900 Mr, Bo3pacTaror
kak cpenuuit mokaszarenab AUCo-24 (mpumepHo Ha 30%), Tak u cpeauuii mokazatesb Cmax (IPUMEPHO
Ha 14%) rannukinosupa. CieaoBareinbHO, BATAHIIMKIOBUP PEKOMEHYETCSl IPUHUMATh BO BpeMs
enbl (M. pazaen 4.2).

Pacupenenenue

M3-3a TOro, YTO BAJITAaHIMKIOBHUD OBICTPO METAaOOIU3UPYETCS B TaHLIUKIOBHDP, CBS3bIBAHUE
BITAHIIMKIIOBHpA C O€JKaMH IUIa3Mbl HE OINpenessii. PaBHOBECHBIN 00BEM pacrpeneeHus
TaHIMKIOBHpA TMOcCie BHYTpUBEHHOro BBeneHuss cocraBuin 0.680+0.161 n/kr. OO6bem
pacripesie/ieHus] TaHIMKJIOBHpa MPH BHYTPHUBEHHOM BBEJCHHUU KOPPEIHPYET C Maccoil Tena u B
paBHOBEeCHOM  cocTossHuM  coctaBiser  0.54-0.87  n/kr. ['aHUIUMKIOBHpD TNPOHUKAaeT B
epeOpOCTMHANIBHYI0  KHUIKOCTh. (CBS3bIBaHME TAaHIUKIOBHpPA C O€JIKaMH IIa3Mbl  TIpU
KOHI[eHTpanusax npenapara ot 0.5 g0 51 mxr/mut cocrapisino 1-2%.

buorpancdopmarms

BanranuuxioBup ObICTpO THIpOIM3YyeTCs ¢ 00pa30BaHUEM TaHLMKIOBHUPA, APYTUX METaOOIUTOB
He BbIABJIEHO. CaM ke TaHIMKJIOBUD B HE3HAUUTENLHON CTETIEHH MO/IBEPraeTcs MeTadoIn3My.
DJIMMUHALMS

[Tocne mepopaJibHOrO MPUMEHEHHS BAJTAHLMKIOBUP OBICTPO THAPOJU3YETCS O TaHLUUKIOBUPA.
["aHIIUKIIOBUP BBIBOJUTCS M3 CUCTEMHOTO KPOBOTOKA MOCPEICTBOM KIYyOOUKOBON (HIBTpALlUH U
AKTUBHOHM KaHaJIbLIEBON cekpelnu. IIpu BHYyTpUBEHHOM BBEICHHMM TaHIMKIOBHpA Yy HAllMEHTOB C
HOpMaslbHOHU (pyHKIKEH ouek 6os1ee 90 % HemMeTaboIM3NPOBAHHOTO FAHIIMKIOBHPA ONPEAETSIOCH
B Moue B TeueHue 24 yacoB. [locie mpuema BaJraHIMKIOBHpPA Yy MAalMEHTOB C HOPMaJIbHOM
(GyHKIMEH ToYeK ero KOHIIEHTPAlus B IUIa3Me KPOBH MOCIE JOCTIDXKEHHUs MHKa YMEHbINANIAch €
nepuoaoM noityBeiBesieHus ot 0.4 gaca 1o 2.0 yacos, a KOHIIEHTpals TaHIUKIOBUpa — uepe3 3.5-

4.5 gaca.
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dapMakoKHHETHYECKasI-(hapMaKOIMHAMUYECK : 3aBUCHMOTTE|ENOBATENEHOCTE 0002)

IlanmeHTHl ¢ HapyIIeHHEM dZ)VHKHI/II/I IIOYCK

Hapymenne GyHKIIMN OYEK MPUBOJAMIIO K CHUKCHHUIO KITMPEHCA TaHITMKIOBUPA, 00Pa3yOIerocs
U3 BalTAaHIUKIOBUPA, C COOTBETCTBYIOIIMM YyBEIMYCHHEM I€PUOJAa TIONYBBIBEJICHUS B
TepMUHAIIBHOW (a3e. CienoBarenbHO, MAIIMEHTaM C HapylleHHEeM (QYHKIHMU IOYeK Tpedyercs
KOPPEKIHs 1036l (cM. pasaeinst 4.2, 4.4).

DapMaKOKHHETUYECKUE TIapaMeTphl TaHIUKIOBUPA IIOCJIE OJHOKPATHOTO IEPOPAILHOTO
MPUMEHEHHUS BAITAaHITUKIOBHpPA B 03¢ 900 MI y AIIMEHTOB C Pa3IMYHBIMH CTCTICHSIMH HAPYIICHHMA

(GyHKIHMH MOYEK MPpeACTaBICHBI HIDKE B Tadmwuile S.

Taoauma 5.

PacueTHbI Cpenunuii Cpennuiit AUC (or 10 10 Cpennuii
KJIUPEHC Kamynmiica KJIIUPEHC |nocaenneii onpenensiemoi MEPUOJX
KpeaTHHHHA (Ma/mun) £ CO” wonmentpammn) (AUC last) MOJIyBBIBEIE€HHSA
(MJ1/MMH) (mkr*a/ma) £ CO (wacer) = CO

51-70 249 + 99 50.5 £ 23 49+1.4

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* — cTanmapTHOE OTKIIOHEHHE.

HaHI/IeHTI)I, HaXoAAIIueCsa Ha IreMOIMaIN3¢C

["aHuuKkII0BUp OBICTPO BBIBOAWUTCS MpPH reMojuanuse. JJaHHble, MOJyuYeHHBIE B X0J1€ IPOBEACHUS
reMOJualIn3a Mo MPEPHIBUCTON CXEME Yy MAlMEHTOB, MTOJIy4YaBIINX BaJITaHLUKIOBUD, ONPEAEISAIOT
pacueTHbIi kimpeHc 138 mi/muH + 9.1% u nepuos noayBbIBeIeHUS BO BpeMs auanusa 3.47 yaca.
B xoxe 3-x yacoBoro ceanca auanu3a BRIBOAUTCS 55% (pakiuu raHukIoBupa.

HaHI/IeHTI)I €O CTa0MILHO (bVHKHI/IOHI/IDVIOHII/IM TpaHCILNIAHTATOM IICYCHU

dapMaKkOKMHETUKY TaHLIUKIOBHPA, 00pa3yroOIIerocsi n3 BAIFAHLUKIOBUPA, U3y4yalld y MallUeHTOB
CO CTaOWJIBHO (PYHKUMOHUPYIOUIMM TPAHCIUIAHTATOM IE€YeHU. BHOOCTYNMHOCTh TaHLMKIIOBHPA,
00pa3yromierocs: u3 BaTaHIIUKIOBUPa (MMPU OJTHOKPATHOM IpreMe npemnaparta B 103e 900 mr mocie
enbl), cocraBuia npuMepHo 60%. AUCo-24 raHIIMKIOBUpPA OblIa CONMOCTaBUMA € TaKOBOM IOCIE
BHYTPHBEHHOTO BBEJEHHs TaHIMKJIOBUpPA B J03€ 5 MI/KI MalMeHTaM, MEPEHECHIUM Mepecaky
MEUeHHU.

HaHI/IeHTI)I C HApYIHICHHUEM d:)VHKI_II/II/I IIECYCHHU

vy ManucHTOB C HApYUICHUEM q)YHKHI/II/I MEYCHH, IMOJIyYaBIIMX TaHIOUKIIOBHUP, HCCICIOBAHUIA

(I)apMaKOKI/IHCTI/IKI/I n HOHynSII.[HOHHOfI (I)apMaKOKI/IHCTI/IKI/I HC MPOBOJAUIIUCK.

22



COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 27.01.2023 N= 1564
ITauneHThl ¢ MyKOBHCIU/I030M (MOCNEOQOBATENBHOCTE 0002)

(E LT

B xone hapmMakoKHHETHUECKOTO UCCIIEIOBaHMS ObUIO BBISBICHO, YTO MYKOBHCIIHM/I03 HE OKa3bIBall
CTATUCTUYECKU 3HAUUMOT'O BIUSHUS Ha OOIIYIO CPEIHIOI0 CUCTEMHYIO SKCIIO3UIIUIO TAHIIMKIOBUPA
(B mo3ze 900 Mr B CyTKM) y peuMOUEHTOB TpaHcmuiantara Jerkux (N=31). Dkcrno3unus
TaHIIMKJIOBHpPA y PELIMITUEHTOB TPAHCIIJIAHTATA JIETKUX ObLIa COMOCTaBUMA C TAKOBOM, SIBJISIOIICHCS
s dexTuBHON mpu Tepanuu LIMB-undekuu y apyrux peuunueHToB TPAaHCIUIAHTATa COJIMIHBIX
OpraHoB.

[TanmeHThl IOKMJIOT0 BO3pacTa

Y nmanueHTOB cTapuie 65 et wuccienoBaHus (apMAKOKUHETHKH BajTaHUUKIOBUPA WIIU
FaHUMKIOBHpPAa HE NPOBOAWINCh. (OJIHAKO YUYUTHIBas TO, YTO BAJITAHUUKIOBUD SABISIETCS
MPOJIEKAPCTBOM TaHIUKJIOBHPA (KOTOPHIA BBIBOJUTCS B OCHOBHOM IOYKAaMH), a TAKXKE CKOPOCTh
IIOYEYHOT'0 KIIMPEHCAa CHUKAETCA C BO3PACTOM, TO Yy MAIlMEHTOB IIOKHIIOTO BO3pacTa MOXKHO
OXXUJAaTh CHU)KEHHE OOIIEr0 MOYEYHOro KIMpPEHCa W YJIMHEHUE MepHoja MOJyBbIBEICHUS

ranuukiaoBupa (cm. pasuen 4.2).

5.3.  JlaHHbIe TOKJIMHUYECKOH 0€30MacHOCTH

BanraHuukioBup v raHIUKIOBHP OKa3bIBAIM MYTareHHOE JACMCTBHUE B KJIETKaX TUM(OMBI MbIIIEH
U KJIaCTOTEHHBIH 3(PGEeKT B KIETKAX MIIEKOMHUTAIOIINX, YTO COOTHOCHTCSA C MOJIOXKUTEIHHBIMU
pe3yJibTaTaMH MCCIIEI0BAaHUN KAaHLIEPOIr€HHOCTH FaHIUKIOBUPA Y MBILIEH.

FaHHI/IKJ'IOBI/Ip ABJIACTCA MOTCHIHUAJIBHBIM KaHIIEPOTCHOM.

VY JKHMBOTHBIX TaHIMKJIOBHUP HapyliaeT (epTHILHOCTh U OKa3biBaeT TepaToreHHbIH 3ddekt. C
Y4ETOM HCCIEOBAaHUN y >KMBOTHBIX, Yy KOTOPBIX CHUCTEMHOE BO3/ICWCTBHE TaHIMKIOBUpPA B
KOHILCHTpAUAX HHUIKC TCPAIICBTUYCCKNUX BbI3bIBAJIO AaClCpMHIO, BCECbMa BCPOATHO, YTO
TaHIUKIOBUP W BAJTAHOUKIOBHP MOTYT BbBI3BIBATH BPCMCHHOC WM IMOCTOAHHOC YTHCTCHHC
CIIEpMATOrE€HE3a y YEJIOBEKA.

["aHIuKI0BUp OKa3bIBANl TEPATOTEHHOE JEHCTBUE Yy KUBOTHBIX. MccmenoBanust penpoayKTUBHOM
TOKCUYHOCTH BAJITAaHIIMKIOBHpPAa HE MPOBOAMINCH, TaK KaK BaJITaHIUKIOBHDP OBICTPO U B
3HAYUTEIILHON CTEIIEHU MpeBpaacTCsd B raHIUKIOBHDP. PCHPOJIYKTI/IBHZLSI TOKCUYHOCTH SABJISICTCA

OJIMHAKOBOM TSI TAHIIMKJIOBHPA U JIJISl BaJITaHIIMKIOBUpa (cM. pasaen 4.4).

6. ®APMAIIEBTUUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHbIX BElIECTB
MuxkpokpucTranindyeckas 1eJuIrI03a;

[MoBunoH (kommaon K30);

Kpocnosunon (kommuaon CL);

Marnus creapar.
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Cocmag naenounou 060104Ku (MOCNEOCBATENEHOCTE 0002)

[Toxpertre «Omanpait» 6ensiii 03F280030 (OPADRY® 03F280030 White):
I'unpomeriosa;

Makporou;

Tanek;

Twurtana quoxkcumn.

6.2. HecoBmMecTHUMOCTH

He npumenumo.

6.3. Cpok rognoctu (CpoK XpaHeHHUs)

2 roja.

6.4. Oco0Oble Mepbl NPeIOCTOPOKHOCTH NMPHU XPAHEHUH

XpaHUTh B 3aIUIIEHHOM OT CBETa MECTE, MPU TemIiepaType He Boite 25 °C.

6.5. XapakTep u coaep:kaHHe NePBUYHOI YIIAKOBKH

ITo 30, 60 unu 90 Tabnerok npemnapara B 6anku nonudTwieHoBsie (II9BII) ¢ BUHTOBOI ropioBUHOM
JUTSL JIGKAPCTBEHHBIX CPENICTB, 3aKphIThie oMuATUICHOBRIME ([1DBII) kphilikamu, ¢ BCTpOSHHBIM
OCYIIIUTEJIEM M KOHTPOJIEM TEPBOTO BCKPHITHA. baHka cHaOaeTcs caMOKJIESIEHCsS dTUKETKOM.

Ka)KI[YIO 6aHKy C HHCTPYKHHeﬁ MO0 IPUMEHCHUTIO TIOMCHIAIOT B KAPTOHHYIO ITAYKY.

6.6. OcoOble Mepbl  NPEIOCTOPOKHOCTH MNPH  YHHYTOKEHHHM  HCHOJb30BAHHOTO
JIEKAPCTBEHHOI0 NpPenapaTa Wi 0TX0A0B, OJYYEeHHBIX M10CJe NIPUMEHEHH S JIeKAPCTBEHHOI 0
npenapara v Apyrue MaAaHUNMYJIsIUM € PenapaToM

[Tomamanue JIeKapCTBEHHBIX MpENapaToB B OKPYKAIOIIYI0 Cpely AOKHO OBITh CBEIEHO K
MHUHUMYMYy. He crenyer yTuim3upoBaTh npenapar ¢ IMOMOILIBK) CTOYHBIX BOJ HWJIM BMECTE C
OBITOBBIMH OTXOJlaMH. Bech OCTaBIIMIICS JIEKAPCTBEHHBIM TpermapaT W OTXOABl CIIETyeT
YHUUYTOXUTh B COOTBETCTBMU C YCTAHOBJEHHBIMH HAIMOHAJIBbHBIM 3aKOHOJATEIHCTBOM

TpeOOBaHUSIMHU.

7. JEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccusi.

00O «Hanonex».

KOpuanueckuii anpec: Poccust, 127055, r. Mocksa, yi. byTteipckuit Bain, 1. 68/70, ctp. 1, aTax 2,

oM. I, kom. 23-37.
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Tenedon: +7 (495) 648-26-87. (MOCNENOBATENLHOCTE 0002)

On. moura: info@nanolek.ru.
7.1. IlpeacraBuTesb AepsKaTe/isi PeTHCTPAMOHHOIO YI0CTOBEPEeHus!

IIperen3un HOTDC6I/ITGJICI71 HaIpasJIATh I10 aApECy:

Poccusi.

00O «Hanonex».

KOpuanaeckuii anpec: Poccusi, 127055, r. Mocksa, yi. byTteipckuit Bai, 1. 68/70, ctp. 1, aTax 2,
oM. I, kom. 23-37.

Tenedon: +7 (495) 648-26-87.

Di1. noyra: info@nanolek.ru.

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. JTATA NEPBUYHOM PETUCTPAIIUU (TIOATBEPKIEHWS PETUCTPALINU,
INEPEPETUCTPAIIN)

JlaTa nepBUYHON perucTpanuu:

10. JATA MIEPECMOTPA TEKCTA

OOmass  xapakrepuctuka JekapcTBeHHoro npemnapara BAJITAHOJIEK  ngoctynmHa Ha
uH(popMallMOHHOM mopTaje EBpa3uiickoro 5KOHOMHYECKOIO COI03a B HMH(POPMAIMOHHO-

KOMMYHHUKaIMOHHOH cetu «uTepHe™ http://eec.eaeunion.org/.
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