COOTBETCTBYET 3KC __ EFTHOMY OTYETY

ot 03.07.2025 N2 16509

I[10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O ITIPEITAPATA

Tonorekan-TeBa

PerncrpauuoHHblii HOMep:

Toprosoe HanmeHoBaHue: Tonorekan-Tesa

MexayHapoaHOe HEMATEHTOBAHHOE UJIM TPYNINIMPOBOYHOE HAMMEHOBAHME: TOMOTEKAH
JlekapcTBeHHas popma: TuoGUIN3AT ISl IPUTOTOBIICHUSI pacTBOpa Jist HHPY3HMit
CocraBs:

1 (bJIaKOH JO3UPOBKOM 1 mMr COACPKUT:

Oelicmsyowee eewjecmso: TomoTekaHa ruapoxiopun 1,09 Mr B mepecdyere Ha TOMOTEKaHA
ocHoBanue 1,00 mr;

ecnomozamenvhvie sewecmsea: MaHHUTON 24,00 Mr, BuHHas1 kucioTa 5,00 Mr, HaTpust TUIPOKCHT
(5 M pactBop) 1o pH 3,0 £0,2 (2,8 — 3,2).

1 dh1axoH JO3UPOBKON 4 MI' COIEPIKHUT:

Oeticmayiowee Gewjecmso: TONOTEKaHAa THIPOXJIopua 4,35 Mr B mepecdyere Ha TOMOTEKaHa
ocHoBanue 4,00 mr;
scnomocamenvhvie geujecmea.: MaHHUTON 48,00 Mr, BuHHas kuciaora 20,00 Mr, HaTpHsI THIPOKCH T

(5 M pactBop) no pH 3,0 £0,2 (2,8 — 3,2).

Onucanue

ITopucrast macca *enToro uBeTa.

(I)apMaKOTepaﬂeBTl/l‘leCKaﬂ rpymma: MMPOTHUBOOITYXOJICBEIC CpCaAcCTBa; aJIKaJIOMU bl

PaACTUTENBLHOTO MMPOUCXOXKJICHHS U PyTHe PUPOTHBIE BELIECTBA; MHTMOUTOPHI TOMOM30Mepassl |
Kon ATX: LO1CEO1

DapMaKoJIOrHyecKue CBOMCTBA

dapmakoagrHaMHKa

[TpoTuBOOMyX0JIEBOE JIEHCTBHE TOMOTEKaHa OOYCIOBIEHO MHIMOMPOBAaHMEM TOMOM30MEpasbl-I,
(bepMeHTa, HEMOCPEICTBEHHO YYaCTBYIOIIET0 B PEIUIMKALIUH 1€30KCUPUOOHYKIIEHHOBOM KUCIIOTHI
(AHK) mnyrem penakcupoBanusi cBepxcrnupann3oBaHHoil wmonekynsl JIHK Ha yuacTtke,
pacCIoONOKEHHOM Mepe] JBUTaoNIEHcS pPEIUIMKAIMOHHON BWIKOW. TONMOTEeKaH MOJaBIISIEeT
AKTUBHOCTH TOIIOM30MeEpasbl-I, CTaOMIN3UPYs KOBATEHTHBINH KOMIUIEKC (hepMeHTa U CIIUPalIbHO-
pacwerienHon JIHK, aBisromerocs npoMeXyTOUHbIM 3BEHOM KaTaJIMTUYECKOIO MEXaHU3Ma.

WNurubupoBanue Tornonszomepasbl-I npuBoauT k paspeiBy oaHocnupainsHoi JIHK u ocranoBke

perukanuu JTHK.
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dapMakokHHETHKA

Pacnpeoenenue

I[Ipu BHYTpUBEHHOM (B/B) BBEJCHHM TOHOTEKAaHA B3pOCIBLIM B go03ax 0,5 — 1,5 mr/m> B BHze
30-MUHYTHOW €XeIHEBHON MH(GY3UHU B TEUCHHUE S5 JTHEH IUIONIAIb MOJ KPUBOM «KOHIIEHTPAITHs -
BpeMs»» (AUC) yBennmuuBanach NporOPIHOHAILHO YBEIIMUSHUIO T036I.

Cesi3pIBaHUE TOMOTEKaHa ¢ OeJKamMH Ijia3Mbl KpoBU HHU3Koe — 35 %. Pacnpenenenue mexmay
KJIETKaMH KPOBH M IIJIa3MOU OfHOpoJHOE. TOMOTeKaH XapaKTepHu3yeTcss BBHICOKHM O0BEMOM
pacupenenenus (V4) — okomno 132 .

IIpu cpaBHeHMH (HapMAKOKMHETHYECKUX I1APAaMETPOB HE BBISABICHO HUKAKWX W3MEHEHUH
(dhapMaKOKMHETHKYU B TCUCHUE 5-THEBHOTO Kypca TEPAIUH.

3HaveHHS KIMPEHCA TIa3Mbl KPOBH U V4 OKA3aJIMCh HECKOJIBKO BBIIIE Y MYKYHMH, YEM Y JKCHIIIHH.
OHAKO ATH Pa3IMYUsI COOTBETCTBOBAIN PA3IMYMSIM B TUIOMIAAN TIOBEPXHOCTH TEIa.
Memabonuzm

OCHOBHBIM ITyTeM MeTa0oIM3Ma TOMOTEKaHa sBJsieTcss pH-3aBUCHMBIN THAPOIN3 JTAKTOHOBOTO
KOJIbIIa, IPU KOTOPOM 00pa3yeTcsi KApOOKCHIIAT C OTKPBHITHIM KOJIBI[OM.

Metabonusmy mnoxasepraercs menee 10 % BbIBOAMMOro TOMOTEKaHa. N-IeMETUIMPOBAHHBIN
MeTa0OJIUT TOIMOTEeKaHa, 00JaJaloIUi CXOQHON MIIM MEHBIIEH, YeM TOIOTEKaH, aKTHBHOCTHIO,
oOHapy»XUBaeTCs B MOYe, IUIa3Me KPOBM M KaJoOBBIX Maccax. [locie B/B BBEICHHUS CpeqHEe
3HaueHne AUC meTabonMTa TOIMOTEKaHa W TOMOTEKaHa cocTaBisio meHee 10 % wu mis obmero
TOTIOTEKaHa, U JJis TomoTekaHa B (opme nmakToHa. B moue oOHapyxuBaercs O-TIIIOKYypOHH]
TONOTeKaHa U N-IeMEeTUINPOBAHHBIN TOMOTEKAH.

In vitro Tonorekan He naruouposan uzopepmentel CYP1A2, CYP2A6, CYP2C8/9, CYP2C19,
CYP2D6, CYP2E, CYP3A, CYP4A cuctemsl tutoxpoma P450, a Taxoke 1TuT030JIbHBIC (PEPMEHTHI
JUTHUAPONUPUMUINHOKCUIA3Y WIH KCAHTUHOKCHIA3ZY.

Buiseoenue

[Tocne B/B BBemeHUsS KpHUBasi CHUKEHHUS KOHIIEHTPAI[MU TOIMOTEKAaHA B IJIa3ME€ KPOBH HOCHUT
OMAKCIIOHEHIIMATBHBIN  XxapakTep. {DapMakOKMHETHKAa TOIMOTEKaHa TIPpH B/B  BBEICHUU
NPUOIM3UTENBHO MPOTIOPIIMOHATBHA BBOJJUMOM J103€.

[Ipu B/B BBEJEHMH TONOTEKaHa B3pocHbIM B no3ax 0,5 — 1,5 mr/m> B Buge 30-MUHYTHOI
eXeJlTHEeBHOIM nH(y31K B TeUeHHEe 5 THEW MIa3MEHHbIN KIIMPEHC TOMOTeKaHa BBICOKUI — 62 /4,
YTO COCTaBJIsE€T MPUOIM3UTENBHO 2/3 meueHouHoro kpoBotoka. [lepuoa nmomyseiBeaenus (T1/2)
OTHOCHUTEJIbHO KOPOTKHUI U COCTaBIsAET 2 — 3 4.

[locne 5-gHEBHOTO Kypca TONMOTEKaHAa CyMMapHOE KOJMWYECTBO BBIBEAEHHOTO U3 OpraHu3Ma
TOIOTeKaHa W ero MeraboiauToB cocTaBismio or 71 % nmo 76 % BBeneHHOW B/B JO3BI.

[TpubmmsutensHo 51 % BBIBOOWUTCA 4Yepe3 TMOYKKM B BHAE TomoTekaHa, 3 % — B Bume N-
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1,7 % N-memeTunupoBaHHOTO MeTabosiuTa TomoTekaHa. B memom, B Buae merabonuta (N-
JeMETUIMPOBAHHOTO META0OJIMTA TOMIOTEKAaHA) Yepe3 MOYKM M KHIIECYHUK BBIBOAUTCS MeHee 7 %
toniorekana (uHTepBan 4 % 1o 9 %). Konuentpauuu O-ToOKypoHH] TomoTekaHa M N-
JEMETHIIMPOBAHHOTO O-TIIIOKYPOHHU]] TOTIOTEKaHA B MOYE COCTAaBIISIIOT MeHee 2 % OT BBEJICHHOMU
JIO3BI.

[Tpu BBeieHUM TOMOTEKaHAa B KOMOMHAIIMK C LMCIUIATHHOM (IIUCIIATUH B 1-i J€Hb, TOMOTEKaH
B 1 — 5-1i neHb) KIIMpEHC TONMOTeKaHa YMEHBIIIACTCS Ha S5-1 JCHb 10 CPAaBHEHHUIO C MEPBBIM THEM
(19,1 n/a/m? o cpaBHeHuto ¢ 21,3 1/9/M?, COOTBETCTBEHHO).

B nonynsuMoHHBIX HMCCIEAOBAHHUAX COBMECTHOE BBEJIECHUE TI'PAHUCETPOHA, OHIAHCETPOHA,
MoOppUHA WM  TIIOKOKOPTUKOCTEPOMIOB HE OKa3blBalOo 3HAauuMoro Hddexra Ha
(bapMaKOKMHETHKY TOTIOTEKaHa.

[Ipy MHOTOKpaTHOM €KEAHEBHOM B/B BBEICHHHM TOIMOTEKaH B OpraHM3ME HAKAIUIMBAETCSA B
MUHUMAaJIbHBIX KOJMYECTBAX WJIM HE HaKalulMBaeTcs BOOOLIE, M JaHHbIX 00 H3MEHEHUU
(hapMaKOKMHETHUKU ITPU MHOTOKPATHOM BBEJICHUU HET.

DapmaxkokuHemuKra 8 0COObIX KIUHUYECKUX CLYYASIX

B nonynsnnoHHOM HCclieIOBaHUY TONOTEKAaHA P B/B BBEICHUU LIETBIN pAl HakTOPOB, BKIIOYAs
BO3pacT, Maccy Tejla U HAJIMYUE aCLIUTa, HE OKa3bIBaJl 3HAUMMOT'O BIMSIHUS Ha KIIMPEHC.

Jlemu

®dapMakOKMHETHKA TOMoTeKkaHa B Buae 30-MUHyTHOU WH(Y3UU B TEUCHUE 5 AHEH OIleHHBAJIaCh B
ABYX HccienoBanusax. OHO UCCe0BaHNE BKIIOYANIO AUANa30H 103 oT 1,4 mr/m? fo 2,4 mr/m? ¢
ydacTueM JeTell B Bo3pacTHOU rpymmne oT 2 10 12 ner (n = 18), noapoctkoB — ot 12 g0 16 et (n
= 9) u Monoaeix moned — ot 16 g0 21 roga (n = 9) ¢ CONUIHBIMU OMYXOJISIMU TPYJIHO
TO/IAIOIIMMHUCS JledeHnI0. BTopoe uccienoBanne BKIIK0YANIO AUana3oH 103 ot 2,0 mr/m? jo 5,2
Mr/m? ¢ ydactueMm jieteii (n = 8), moapocTKoB (n = 3) U MOJNOABIX Jtojel (n = 3) ¢ Teiko3oM.

B o00oux wuccnenoBaHusx He HaOJIONAIOCh OYEBHUIHOW pa3HUIBI B (PapMaKOKMHETUYECKHX
napaMerpax TONOTEKaHAa CpeAM pa3HBIX BO3PACTHBIX TPYI, a TakKKe€ B 3aBUCUMOCTHU OT
3a00ieBaHUs (CONMIHAS OMYXOJdb WM JIEHKO03). DTH JaHHBIE IOCTATOYHO OTPAHUYEHBI JIJISl TOTO,
4TOOBI IPEJICTABUTH OIPEICTICHHBIE BBIBOIBI.

Hapywenue ¢pynkyuu novex

VY nanuentoB ¢ HapymeHueM ¢yHKiuM nodek (knupeHc kpearuHuHa (KK) 41 — 60 mu/muH)
IUIa3MEHHBIA KJIMPEHC B/B BBEIEHHOI'O TOIMOTEKAaHA ObUI CHIKEH MPUOIU3UTENHHO 10 67 % oT
3HaYeHHUs B KOHTPOJIBHOW rpymme. V4 HECKOJIbKO YMEHbIIAeTcs W, TakuMm obOpazom, Tip
yBEJIMYUBAETCS TOIbKO Ha 14 %. Y manueHToB ¢ yMepeHHbIM HapyuieHrneM QyHkuuu nodek (KK

20 — 39 ma/MuUH) TUIa3MEHHBIA KIIMPEHC TOIMOTeKaHa cokpamiaercsa 10 34 % oT KOHTPOJIbHOTO
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V4 yMeHbIaercss NpuOIU3UTenbHO Ha 25 %, 4YTO NPUBOAUT K YBEIWYCHHIO CPEIHETO

Ti2¢1,949 104,9 4.

Hapywenus ¢pynxkyuu nevenu

VY manueHToB ¢ HapymeHneM (QYyHKIMH NeYeHH (CBIBOPOTOUYHBIN OmmupyOouH ot 1,5 mr/mn qo 10

MT/[UT) TUIa3MEHHBIH KJIMPEHC TOMOTeKaHa B (OpME JIAKTOHA IOCJEe B/B BBEIEHHS CHUKACTCS

npuOIM3UTENBHO 10 67 % OT 3HAUEHUSI B KOHTPOJBHOM TPYIITE, a OO MIa3MEHHBIN KIHPEHC

— Ha 10 % mno cpaBHEHHIO C KOHTPOJBHOM rpymnmod. Ti, TONOTEKaHa YBEJIMYMBAETCS

npubau3uTenbHo Ha 30 %, mpu 3TOM 3HAYUMBIX U3MEHEHUI V¢ He HaboqaeTcs.

IToka3zanus k NPUMEHCHUIO

MenKOKIIETOYHBIN paK JErkoro

Pak smunuka

PeuupuBupyrommii WM NEPCUCTUPYIOIIMM pak IIEWKH MaTKH, HE IOAJAOIIMICS
XUpYpPrUYecKOMy JIeUeHHIO W/uiau JydyeBod Tepanuu (cragus IVB), B cocrae

KOM6HHHpOBaHHOﬁ TCpalnru ¢ HUCILIaTUHOM

HpOTI/IBOHOKa3aHI/Iﬂ

['MnepuyBCTBUTENILHOCT K TONMOTEKAHY WM K JIIOOOMY M3 BCIIOMOTATENBbHBIX BEIHIECTB,
BXOJISIIMX B COCTAaB Iperapara

BripakeHHOE yrHeTeHue (GYHKIIMM KOCTHOTO MO3Ta, MPEAIlIECTBYIOIIEee MEPBOMY Kypcy
Tepanuu, onpesenseMoe Kak MCXOJHOE KONMYEeCTBO HeHTpoduiaoB menee 1,5x10°/1 u/umu
TpoMOOoLIUTOB — MeHee 100% 109/J'I)

bepeMeHHOCTh U IepHOT TPYTHOTO BCKAPMITUBAHUS

Jetckuii Bo3pact a0 18 net (0TCyTCTBHE JOCTATOYHOTO OMBITA TIPUMEHEHUS)

IIpumeHenne npu 0epeMEHHOCTH M B IEPHO/ TPYIHOI0 BCKAPMJINBAHUS

JKEHIMHEI ¢ ICTOPOIHBIM TOTCHIIMAIOM

)KGHHII/IHaM C COXPAaHCHHBIM PEIIPOAYKTUBHBIM MMOTCHIUAIIOM CJICAYCT PEKOMCHAOBATH n30erarhb

HACTYTUICHHUS] OEPEMEHHOCTH BO BpeMsI TEpaluu TOMOTEKAaHOM M CPOYHO WH(OPMUPOBATH Bpaya

IIpU HACTYIUICHUUN TaKOBOM.

Tect Ha 6CDCMCHHOCTL

Hepe;l IMPUMCHCHUEM TOIMOTCKAaHA y KCHIIWH C COXpPAaHCHHBIM PCIPOAYKTUBHBIM ITOTCHIHAJIOM

CJIeIyeT POBECTH 00CIIeI0BaHNE Ha HATMYNE OEPEMEHHOCTH.

Kourparemnmms

Kenwunwi
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BEPOSTHOCTh HACTYIUICHHS OEpeMEHHOCTH cocTaBisieT MeHee 1 %) BO BpeMms Tepanuu
TOTOTEKAHOM M APYTUMH HUTOTOKCHYECKHMMHU IpenapaTamH.

Mysicuunol

My>XunHaMm, NOJYYarollUM TONOTEKaH U CIyCTs 3 Mecsla MOocjie ero OTMEHbI, IIPU IOJOBBIX
KOHTAKTax CJIEIyeT HCIIOJIb30BaTh MIPE3ePBATHB B BUYy T€HOTOKCHYECKOTO JEHCTBUS Ipenapara.
bepemenHoOCTD

[Ipumenenue  TomoTekaHa  nOpu  OEpPEeMEHHOCTH  NIPOTHUBOIOKAa3aHO  (cM.  paszen
«IIpoTuBonokazaHus»).

JlaHnHble WCCIENOBAaHMN HA JKMBOTHBIX YKa3bIBAalOT, YTO TOIMOTEKAH MOXKET OKa3bIBaTh
TOKCHYECKOE BO3/ICHCTBHE HA TUIOA M SMOPHOH NpU NMPUMEHEHUH Yy OepeMeHHbIX jkeHIuH. [1pn
UCCIICIOBAaHUM NPUMEHEHUS TOIOTEKAaHA y KPBIC U KPOJHUKOB B J]03aX HM)KE KIIMHUYECKUX ObUIU
BBISIBJICHBI SMOPUOTOKCUYECKUH, PETOTOKCHUECKUI M TepaTOreHHbIH 3((EKTHI.

Jlakranus

[lpumeHeHne TOMOTEKaHa NpPU TPYAHOM BCKAPMIMBAHUHM IPOTHBOINOKA3aHO (CM. pasfien
«IIporuBomnokazanus»). He u3BeCTHO BbIAENAETCA JIM TOIOTEKAH C MOJIOKOM Y Y€JIOBEKa, OJHAKO
OH BBIIEJSIETCS B BBICOKMX KOHIIEHTPALUAX C MOJOKOM Y KpbIC. YUHUTBIBas PUCK CEPhE3HBIX
HE)KEJIATeNbHBIX PEaKuil y AeTei, HaXOMAUIMXCS Ha TPYJHOM BCKapMIIMBAHHH, KOPMSIIUM
KSHIITHAM CIIE/TyeT PEKOMEHIOBATh OTKA3aThCs OT IPYIHOTO BCKaPMITMBAHHS BO BPEMs TEPaITHH
IpenapaToM.

DepTUabHOCTD

IIpu uccnenoBaHuy penpoayKTUBHOM TOKCHYHOCTH y KPBIC BIMSHUS HAa MYXKCKYIO U JKEHCKYIO
(bepTunpHOCTh HE BBISIBIEHO. OJHAKO TONOTEKaH 00J1aaeT T€HOTOKCHYECKHM JEUCTBUEM U
HEJIb3sl UCKJIFOUUTh €T0 BIUSHUS Ha GepTHIILHOCTD, B TOM YHUCIIE MY)KCKYIO, aHAJIOTHYHO JIPyTUM

HUTOTOKCUYCCKUM IIpCIIapaTaM.

Cnocod npuMeHeHHs U 103bl

[Ipenapar Tonorekan-TeBa HEOOX0IUMO TPUMEHSTH 10,1 HAOJIFOICHHEM Bpaya, UMEIOIIETO OTBIT
WCIIOJIb30BAaHUS XUMUOTEPANHH, U B CTICLIMAIIU3UPOBAHHBIX OT/ICJICHUSX.

[Tpemapatr Tonorekan-TeBa, TuouUIN3AT A TPUTOTOBICHUS pacTBopa sl UH(Y3uid, ciexyer
BOCCTAaHOBHUTH U Pa3BeCTH nepes BBeneHueM (cM. [IpaBuiia mpuroToBieHus: pacTBopa).

PexuMm no3upoBanus

[Tepen Ha3HAUEHUEM MIEPBOTO Kypca Tepanuu TOMOTEKaHOM UCXOJIHOE KOJMYECTBO HEUTPO(hHIoB
y MalUeHTOB JOJKHO COCTaBIATh >1,5x10°/m, TpomGomuro >100x10°/1 u KoHueHTpamus
remoriobunHa >9 /1 (rmocie Tpancdy3un, eciu Heo0X0IUMO).

Menkoxnemounulli pak 1e2ko2o, paxK AUYHUKA
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UHPY3UH TPOJOIDKUTENBHOCTEI0O 30 MUH, C TpeXHEJENbHBIM HMHTEPBAJIOM MEXKIy HadaioM
Ka)JI0ro Kypca.

PexomMeH0BaHO NpOBEEHUE MHUHMMYM 4 KypcOB TEpalmuu IIpU YCIOBUM OTCYTCTBUSA
nporpeccupoBaHus 3a00eBaHus. B KIMHUYeCKUX UccIel0BaHUAX MEelMaHa BPEMEHU OTBETa Ha
TEpanuio INpU pake SUYHMKA cocraBisina 7,6 — 11,7 Henmenb, mpU MEJIKOKIETOUYHOM pake
jerkoro — 6,1 Henenb. B KIMHMYECKMX UCCIIEOBAHUSX IIPU pake sAWyHMKA y 18 % manueHTok
HayaJbHbIM OTBET ObUI NOJIYYEH IIPU IPOBEICHUHU IIATH U 60JIee KypCOB TEpaluH.

Hauanvnas 0oza

PexomengoBanHasi cyTouyHas Jo03a TOMNOTE€KaHa cocTaBiser 1,5 Mr/M> B TCUCHHE
5 mociie0BaTeIbHbBIX JHEH KaXIbId 21 neHb.

Tlocreodyrowue 0o3vl

[ToBTOpHOE BBEIEHHE IpenapaTa MPOBOIAT TOIBKO y HAIIMEHTOB CO CIEAYIOLMMHU TOKA3aTeNIAMU:
KOIMYeCTBO HeHTpoduaos >1x10%/1, xommuectBo TpombGouuto >100x10°/1, KoHIEHTpaus
remMoryioonHa >9 /11 (mocie reMoTpancy3uu, €CIIU TAKOBasi HEOOXOIUMA).

CornacHo craHaapTaM, HOPUHATBIM B OHKOJOI'MYECKOM IPaKTUKE, BEIECHUE IalUEHTOB C
HeTporneHuel mnpenanonaraer MO0 NPUMEHEHHE TOIMOTEKaHa C JAPYTUMH IpernaparaMu
(HampuMep, TPaHYJONMTAPHBIM KoJoHHEecTUMYympyommM  (akropom (I'-KCD)), nubdo
YMEHBIICHUE 103l TOTTOTEKAHA JIJIS TTOIIEPKAHNS IPUEMIIEMOTO YPOBHS HEHTPO(HIIOB.

[Tpr HEOOXOAMMOCTH YMEHbBIICHHS J03bl TONOTEKaHa y MALMEHTOB C TXKEJIOoW HeWTponeHuen
(xonuyecTBo Heiftpopunos menee 0,5x10°/1) B TeueHue 7 mHeil umu Gonee, WIH ¢ TAKEIOM
HEUTPONEHUEH, COMPOBOMKAAIOIIEHCS JTUXOPaAKOW WIM HHQEKIued, Wik B CIydyae OTCPOYKHU
JledeHus 110 TIpUUKHE HeHTPOIeH!H, 103y cleayeT cHu3uTh Ha 0,25 mr/m? B cyTku 10 1,25 Mr/m?
B CyTKH (B JanbHelinieM — 10 1,0 Mr/mM> B CyTKH pU HEOOXOAMMOCTH).

AHaJIOTHYHBIM 00pa3oM cjelyeT YMEHbIIUTh 03y Mpenapara MPHU CHUKEHHU KOJIMYECTBA
TpoMGOLMTOB MeHee 25%10%/1.

B kMHUYECKUX MCCIIeTIOBAHUSAX TEPAITHIO TOMIOTEKAaHOM IPEKPaIlaid, €CITU TPeOOBAIOCh CHU3HUTh
no3y Huxe 1,0 mr/m2.

Pax werixu mamxu

Hauanvnas 0osa

PexoMeHnnyemasi cytouHasi no3a TomnotrekaHa cocrtasiser 0,75 Mr/M? B BHIIE 30-MUHYTHOU B/B
uHpy3Un exeaHeBHO B 1-il, 2-i u 3-f quM kypca. B 1-if neHp Tepamuu mocne BBEACHUS
TONOTEKaHa MPOBOAAT B/B MH(DY3UIO HHUCINATUHA B 103e 50 mr/m?. JlaHHYIO cXeMy Teparuu
MOBTOPSIOT Kaxabld 21 neHb; B TedyeHHe/3a 6 KypcoB JIMOO 10 MOSIBICHHUS MPHU3HAKOB

pOrpeccupoBaHus 3a00JICBAHUS.
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

[ToBTOpHOE BBEIEHHE MpenapaTa MPOBOAST TOJIBKO y AIIMEHTOK CO CIEAYIONMMHU MTOKa3aTEIAMU:
KoJIu4ecTBO Heiirpodunos >1,5x10%/1, xonudecTBo TpomboruTos >100x10%/1, KoHIEHTpaIus
remoriobuna >9 /i (mocne remorpacdy3uu, €ciid TaKoBasi HEOOX0IUMA).
CornmacHo craHfapTaM, HIpPUHATBIM B OHKOJIOTMYECKOW IpPaKTUKE, BEICHHE IallUeHTOB
C HelTporeHuel mnpexanonaraeT MO0 NPUMEHEHHWE TOMOTEKaHAa C JIPYTMMHU IpernaparaMmu
(manpumep, [-KC®), mubo ymeHblIeHHEe A03bI TOMOTEKaHa Ul MOAJEPXKAHHUS MPHUEMIIEMOTO
KOJIMYECTBA HEUTPOPHIIOB.
[Tpy HEOOXOUMOCTH YMEHBIICHUS J03bl TOMOTEKaHA Yy IMAlMEHTOB C TSHKEIONW HEWTporeHuen
(xonmuectBo HenTpoduiao <0,5x10°/m) B Teuenme 7 nHeil wmmu Gonee, WM C TSKENOH
HEUTPONICHUEH, COMPOBOXKAAIOIIEHCS JUXOpaJAKoW WM UHQEKUUeH, UIM B Cllydae OTCPOUYKU
JICUYEHUS 110 MIPUYMHE HEUTPONEHUH, 103y Ui MOCIEAYIOIINX KYypCOB clieyeT cHu3uTh Ha 20 %
10 0,6 Mr/m° B CyTKH (B nanbHewmem — a0 0,45 Mr/M> B CYTKH).
AHAJIIOTUYHBIM 00pa3oM ClIeyeT YMEHBIIUTh 03y Ipernapara Mpu YMEHBIIEHUH KOJIHMYECTBA
TpoMGOLMTOB MeHee 25%10%/1.
Oco0ble rpynnbl NaMEHTOB

eTH
Hcnonp3oBanne npenapata TonorexkaH-TeBa HE peKOMEHAYETCS, TaK KaK MMEIOIIUIACS OIIBIT
IIPUMEHEHHUs Y AETEN HETOCTATOYEH.

[TaneHTHI TOKUIIOr0 BO3pacTa

Paznuuuii B 3¢(eKTUBHOCTH IMpenapara y NalMeHTOB B BO3pacTe cTaplie U Mojoxe 65 JeT He
OTMEYEHO.

HaHI/IeHTI)I C HApYIUICHHUEM d:)VHKIII/II/I IIOYCK

Monomepanus

PexomeHnyeMble CyTOUHBIE JTO3bI 1JIs TALIUEHTOB C KIIMPEHCOM KpeaTUHUHA!

e >40 MJI/MHMH — KOPPEKIIUHU pexXUMa T03UPOBaHUs HE TpeOyeTcs;

e 0120 10 39 Mi/mMuH — 0,75 MIr/M? B IeHb B TeUeHHE 5 THEH MO,

e <20 MJI/MHH — HEIOCTATOYHO JAHHBIX ISl PEKOMEH AU,

Pexomenpanuu 1mo pexuMmy J03UPOBAaHUS Y TMALMEHTOB C KIHUPEHCOM KpeaTuHuHa oT 20
10 39 MUI/MHH OCHOBaHBI Ha WCCIIEJIOBAHMSIX, BKJIIOYABIIUX MMAIIMEHTOB C PACIPOCTPAaHEHHBIM
OTTYXOJIEBBIM TTPOIIECCOM.

KOM5MHMDO€(1HHCZ}I mepanu:

Haunnats TCpaAMO TOIIOTCKAHOM B KOM6I/IH8.I_II/II/I C OUCIUIAaTUHOM MJIA JICUCHUS paKa IIeiKu
MaTKU PpEKOMCHAYCTCA TOJIBKO Yy MAIUCHTOK C KOHLICHTpaLIHCf/'I KpCaTHHHWHA B IJIa3MC€ KPOBU HE

6omee 1,5 mr/mn. B ciyuae yBenmwdeHUs: KOHIICHTpAIMM KpEaTHHHWHA B TJIa3Me€ KPOBHU Ooiiee
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MY OTYETY

IMOJTHOM OTMEHE TCpariuu B COOTBCTCTBHUEC C I/IHCprKL{I/Ieﬁ mo MCIUIMUHCKOMY HNPUMCHCHHIO
OucIiaTuHa. Her A0CTAaTOYHBIX NAHHBIX I10 MPOAOJDKCHHUIO MOHOTCPAIIMKU TOIMOTCKAHOM IIOCJIC
OTMCHBI KOM6HHHpOBaHHOﬁ TE€paAIy HUCIIIaTUHOM.

IlanmeHTHl ¢ HapyIIeHHEM (bVHKHI/II/I INCYCHU

Monomepanus

JIJisi manMeHToB ¢ HapylieHHueM (YHKIIUM NeYeHU (CBIBOPOTOYHAST KOHILEHTpAIus OunmpyonHa
ot 1,5 1o 10 Mr/mt) Koppekius 1036l HE TpeOyeTcs.

HenocraTtouHo ombiTa OpUMEHEHHs Mpenapara y MalUeHTOB C TSDKEIbIMU HapylICHUSIMU
GyHKIUM 1eYeHu (CHIBOPOTOYHASI KOHIICHTparus OmipyouHa >10 mMr/mm) BeaencTsrue mupposa
neveHu. [Ipemnapar He peKOMEHIyeTCs K MPUMEHEHHIO Y JAHHOUN TPYIIIHI MAIMEHTOB.

VY manueHToB ¢ HapylleHueM (PyHKIUU MeYeHH OTMEUYEHa MePEHOCHMOCTh Tepanuu MpenapaTom
B 10o3e 1,5 mr/m? B Teuenue 5 aHeil Kax/ple 3 Helenu, ¢ HEOONBIIMM YMEHbIIEHHEM KIIMpeHca
TOTIOTEKAHA.

Kombunuposannas mepanus

[Tpu Ha3HAYEHHMM TOMOTEKAaHA C APYTMMHU IUTOTOKCHMYECKHMMH IMpenapaTaMud MOXET BO3HUKATh
HEO0OXO0IUMOCTh B KOPPEKIIUU €r0 J03bI.

Cnoco0 nnpuMeHeHus

IIpasuna npuzomosnenusi pacmeopa

Conepxumoe (nakona mnpenapata TonorexkaH-TeBa a03MpoBKOM | Mr cieayer pacTBOPUTH
B 1,1 mMi crepuibHON BOAbI JUIsl MHBEKIUM. [lomyyeHHBI BOCCTaHOBJIEHHBIH PAacTBOpP MMEET
KOHIIEHTpaIuio 1 Mr/mii, Tak Kak HarnoJiHeHue ¢iakoHa mpou3BoauTcs ¢ 10 % u30bITKOM € 1ETbI0
JIOCTOBEPHOTO KOJIMYECTBEHHOTO M3BIICYCHUS JICHCTBYIOIIETO BEIIECTRA.

Conepxumoe (nakona mnpenapata TonorexkaH-TeBa a03UpPOBKOM 4 MI clieyeT pacTBOPUTH
B 4 MJI CTEpUIJIBHOM BOJIBI TSI MHBEKLIUH 1O KOHLEHTpAIK 1 Mr/mi1 (BOCCTaHOBIICHHBII PacTBOP).
[TomydeHHBI BOCCTAHOBIIEHHBIN PAacTBOP IMOCIIE Pa3BEACHUS CTEPHIBHON BOJOW Ui MHBEKIUMA
HeoOxoaumo pasectu 0,9 % pacTtBopoM Hatpus xyopuga (pactBop aist uHQy3uit) wm 5 %
pacTBOpPOM JIEKCTpo3bl (pacTBop i uHOY3WH) 10 KoHueHTparmuu 25 — 50 MKr/miu
(IPUTOTOBJIEHHBIN PAaCTBOD).

[Ipu pabGote c mpenapaToM HEOOXOJUMO CIEIOBaTh PYTUHHBIM MIpaBHJaM pabOThl C
IPOTHBOOITYXOJIEBBIMHU TIpeNapaTaMy U UX YTHIIN3AIUH:

e HE0OX0aUMO 00yUYeHHE IIepcoHaa paboTe ¢ MPernapaToM;

® MEIUIIMHCKOMY TIEpCOHATy CJIEAYeT WCKIIOYHTh KOHTAaKT C TIperapaTtoM BO BpeMs

OEpEeMEHHOCTH;
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OYKAMH ¥ MePYATKAMH;

® BCE IPEIMEThI, UCIOJB30BAHHBIC NMPU PAOOTE C MpEraparoM, BKIKOYAs MEPYaTKH, CICAYET
yTWIM3APOBaTh B KOHTEHWHEpPHI IS OTXOJOB BBICOKOTO pPHCKa JUISl MOCIEIYIOIIeH
TEMIIEPATypHOH 00pabOTKHY;

® JKUAKHUC OTXOJbI CJICAYCT CMbIBATh 60JIBIHI/IM KOJIMYCCTBOM BOAHBI,

® [IpU CIIy4aifHOM KOHTAKT€ ¢ KOXXHBIMH MOKPOBAMU WJIM TPH ONAJAaHUH B TJIa3a HEOOXOAUMO

HE3aMeUIUTEIHHO OOUIBLHO TPOMBITH UX BOJIOM.

B cBi3m ¢ Tem, uTOo mpemapar HE COACPKHUT AHTHOAKTEPHAIBHBIX KOHCEPBAHTOB,
BOCCTaHOBJICHHBIH W pa3BEICHHBIA PACTBOPHI CIEIYET HMCIOJIb30BaTh HEIMOCPEACTBEHHO TOCIIEe
HPUTOTOBIICHHUSI.

B CJIydac MPpUIOTOBJIICHHA PAaCTBOPOB B ACCIITHYCCKUX YCIIOBUAX HMX XPAHCHUC JOITYCKACTCA B
XOJIOIMITBHUKE TTpH TemrepaType 2 — 8 °C B TedeHue 24 9acoB, HO COOTIOACHIE CPOKOB U YCIIOBUI
XpaHCHHS B JAHHOM CJTy4ae BO3JIOKEHO Ha MOTPEOUTEIS.

BcnomorarensHbIe BEIECTBA

Hampuui
Kaxnpriii ¢irakon mpenapara Tormorekan-TeBa cogepxut menee 1 Mmons (23 Mr) HaTpus, TO €CTb,

10 CYTH, HE COJICPKUT HATPHUS.

ITo6ounoe neiicTBHe

B kiIMHHUYECKUX HMCCIENOBaHUSAX TMPU pake SUYHHMKA JIUTENbHOE B/B MPUMEHEHHE Ipernapara
(bonmee 6 KypcoB) HE acCOIMUPOBAIOCH C YBEIWYEHHWEM 4YaCTOThl TeMaTOJIOTHYECKOM
TOKCHUYHOCTHU.

JlnurenpbHOE TPUMEHEHHE HE BBI3BIBACT YCHJICHHMS TOKCHUYECKOTO JEHCTBHS TMperapara.
Cepbe3HbIX MPOSBICHUN KapIUOTOKCUYHOCTH, HEHPOTOKCUYHOCTH, OPTraHHON TOKCUYHOCTH HE
OTMEYEHO.

Hwxe mnpencraBieHa 4YacToTa HEKENATENIBHBIX pPEaKIHUM, OTMEYEHHas IpU IPUMEHEHUHN
mpernapaTa B MOHOTEpAITHH.

PesromMe HexenaTeabHbIX pPeaKIil

Hepqu/IcneHHHe HHWKC HEXKCIIATCIBbHBIC PCAKINU YIIOPAAOYCHBI MO KJIacCaM CHCTEM OPraHOB U
KaTCropuiaM 4YaCTOTbl BCTPEYACMOCTH. B paMKax Ka)K)]Oﬁ TpyHaIibl MO 4YaCTOTE MHPOABIICHUA
HEe)KeNaTelIbHbIE PEaKIMU TPEJCTABIEHbl B TOPSAAKE YOBIBaHHS CEPhE3HOCTH: OYEHb YacTO
(>1/10), gacro (>1/100, Ho <1/10), mHeuacto (>1/1000, o <1/100), penko (>1/10 000, HO <1/1000),
odeHb peako (<1/10000, Bkmroyasi OTAEIBHBIC CIydan), 4aCTOTa HEM3BECTHA (OIIEHKA HE MOXKET

OBITH MMPOBE/ICHA TI0O UMEIOIITUMCS JJAHHBIM).
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CucTeMHO-OpraHHbII
KJ1ace

WNndexunu u nHBazuu

Yacrora HeskenaTenbHble peakuuu
OueHp 4acTo Nudexunn
Yacto Cencuc!

Hapymienust co CTOpoHBI
KpPOBH U IUM(PaTUIECKOI
CHCTEMBI

OueHp yacTo

debpunibHasE HEUTPOTICHUS,
Hertponenus (cm. «XKemygouno-
KUIIIEYHbIE HAPYILICHUS ),
TPOMOOIIMTOTICHHSI, AaHEMUS,
JICUKOTICHUSI

Yacrto

ITanmuronenus

YacTtoTa HEU3BECTHA

BripakeHHBIE KPOBOTCUCHHS
(oOycnoBiieHHBIE
TPOMOOLIUTONIEHUEN )

Hapymienust co cTopoHsl
VMMYHHOH CUCTEMBI

Yacto

I HUIICPYYBCTBUTCIIBHOCTD, BKIIFOYAA
KOXXHYIO ChIIb

Penxo

AHaduiakTH4ecKue peakiu,
AHIMOHEBPOTUYECKHUM OTEK,
KpanuBHULA

Hapymenns merabonmisma u
MU TaHUSI

OueHp 4acTo

AHopekcus (B T. 4. TSKEIOU
CTEIICHH )

Hapymenus co ctopoHsl
JIBIXaTeITHHON CUCTEMBI,
OPraHoB IPYIHON KJICTKH U
CPeIOCTeHUS

Penxo

WnTepcTunnanbHas 6051e3Hb
nerkux (MBJI) (B HEKOTOPBIX
ClIyyasix Co CMEpPTEJIbHBIM
HCXO0JIOM)

KenymouHo-KuIIeUHbIE
HapyLICHUs

OueHb 4acTo

TomHoTa, pBOTa, TUapes (B TOM
qucie TSKEJION CTeNeH ), 3aop,
0OIIb B KMBOTE”, MyKO3HUT

YacToTa HEM3BECTHA

Iepdoparus opraHoB xexyg04HO-
KHMILIEYHOT'O TPAKTa

KO>XH M IOAKOXKHBIX TKaHE!

Hapy1ienus co ctopons! Yacro I'unepOunupyouHeMus
IIEYEHU U KEITIEBBIBOIAINX

nyTen

Hapyienust co ctopoHsl Ouensb yacTo Anonerust

Yacto

KoxHbll 3y

OOume HapyleHus U
pEeaKIy B MECTe BBEJICHUS

OueHb 4acTo

[ToBbllIEHNE TEMITEPATYPHI TEIA,
aCTEHMS, TOBBILICHHAS
YTOMJISIEMOCTD

Yacto

yXy,[IIJ_ICHI/IC CaMOY1yBCTBH:A

Ouensb penko

3KCTpaBa3au1/m3

YactoTa HEU3BECTHA

Bocnanenue clm3uCTBIX 000JI0UEK

! _ cMepTenbHbIE ClTyyan OT cercuca ObLIN 3aperiCTPUPOBAHBI B IPYIIIE NAlMEHTOB, TI0NyYaBIINX

TONOTEKAH;

2 cliydan HeﬁT‘pOHeHH‘IeCKOFO KOJINTa, BKIII04Yasda Cliydau C JICTaJIbHBIM UCXOO0M, paCICHUBAJINCH

KaK OCJIOKHEHHUSI JIEKapCTBEHHO-00YCIIOBICHHON HEUTPOIIEHUH;

3 — peakuuu ObUIM cTa0BIMU U OOBIYHO He TPeOOBAIM CIEMaIbHOM TeparyHy.

10




COOTBETCTBYET 3KCINEPTHO

o1 03.07.2025 Nz 165(

0c OB HOCTH 000711
HenocraroyHOCTh MaHHBIX O MPUUYUHHO-CIIE TBeHHOI{l cmgg*jcn 'Vmﬁﬁ He)lIGJIIaTCJILHLIX

MY OTYETY

SABJICHUM W TPUEMOM TOIMOTEKAaHA: apTpajrusi, MOBBIIMICHUE AaKTUBHOCTU «IIEUCHOYHBIX)
TpaHcaMuHa3, 001b (BO BCEM Telie, B KOCTSIX CKeJleTa, B IPYAHON KIIETKE), TOJIOBHAs OOIIb,

HeWponarTus, KOXKHbIN 3Y/I.

Ilepeno3upoBka

CuMnTOMBI

Bbuiu 3aperucTpupoBaHbl ciiydyau NEpeJO3UPOBKH Y AI[UEHTOB BO BPEMsl T€PAlMi TOOTEKAHOM
B JIEKapCTBEHHOH (¢opMme nuopmiIn3aT JyUlsi HPUTOTOBICHHUS pacTBopa Uil UHQY3UH
(mepeno3upoBKa BIUIOTH 0 10-KpaTHOro OT peKoMeHIyeMoi 103b1). Habtonaemble npu3Haku u
CUMITOMBI IE€PEAO3UPOBKU COINIACYIOTCS C M3BECTHBIMU HEXKENATEIbHBIMU pPEaKLUsIMU,
CBS3aHHBIMU C TOIIOTEKaHOM. OCHOBHBIM OCJIO)KHEHHEM OT IEPEJO3UPOBKH SIBJISETCS YTHETEHUE
KOCTHOMO3TOBOT'O KpOBETBOpPEHHMsI M MyKo3uT. Kpome Toro, mocie mnepeso3upoBKH ObuIM
3aperuCTPUPOBAHbI CIIydYau MOBBIIIEHUS AKTUBHOCTH NIEUEHOYHBIX (DEPMEHTOB.

Jleuenue

AHTUIOT TpU NEPEIO3UPOBKE TOIMOTEKaHAa Heu3BecTeH. JlanpHelllee JeyeHUue Clenyer
OPOBOJIUTh IO KIMHMYECKHMM TIOKa3aHUSAM WIM [0 PEKOMEHJALUsIM HalMOHAJIBHOI'O

TOKCHKOJIOTHYCCKOI'o HeHTpa, €CJIn TaKOBOM MMEETCSI.

B3anmopneiicTBHe ¢ APYTUMH JIeKAPCTBEHHBIMH CPeACTBAMM

Kak u B ciydae Apyrux MHeNOCyNpeCcCHBHBIX HUTOTOKCHUYECKUX IMPENapaToB, MUEIOCYTIPECCHS
YBEJIMYMUBAETCS MPH MPUMEHEHUH TONOTEKaHAa B KOMOMHAIMM C APYTUMH IUTOTOKCHUYECKHMHU
areHTamH (HarpuMep, NaKJIUTaKCeIOM MU 3TOMO3UI0M), UTO TPeOYeT CHUKEHUS T03bI.

OpHako Nmpu NPUMEHEHHM TONOTEKaHa B KOMOWHALMAX C IpernapaTaMmM IJIaTHHBI (HalpuMep,
LUCIUIATUH WM KapOOIUIaTHH) MPOCIIEKUBAETCS YETKasi 3aBUCHUMOCTDH B3aUMOJEHCTBUS MEXIY
IpernapaTaMi OT IIOCJIEJOBAaTEIbHOCTH MX BBEAEHHUA, T. €. OT TOr0, BBOAMTCSA JM Ipenapar
IUIATUHBI Ha |-W wnM Ha 5-H JeHb NPUMEHEHMs TONOTeKaHa. Eciu mpenaparbl IUIATHHBI
Ha3HayaloT B 1- JeHb BBEIEHHUS TOMOTEKaHa, TO CJIEAyeT HNPUMEHATb yYMEHbIIEHHBIE J103bI
KaXK0ro MperapaTa 1o CpaBHEHHUIO ¢ J03aMHU IPH Ha3HAUEHUU MPEenapaToB IUIATUHBI B 5-1 I€Hb.
I[Ipu B/B BBeJEHMH TOHOTeKaHa 13 malueHTKaM ¢ pakoM suuHukoB (0,75 Mr/m*/cyTku 5 nueit
nozps) ¥ nucnaatuHa (60 Mr/mM%/cyTku B 1-if 1eHb) cpeaHue 3HAUEHHUs KIMpEeHca TONOTeKaHa B
I1asMe KpOBU Ha 5-U JIeHb Tepanuu ObUIM HECKOJIbKO HUXe, 4eM B 1-il neHb. B pesynbrare
CHUCTEMHAs DKCIIO3HUIMS oO0miero tomorekaHa, eciau ouennBate mo AUC M MakcuMaabHOH
KOHIEHTPAaUUH Crmax, Ha S5-I IeHb Tepanuu Obu1a Boime Ha 12 % (95 % noBepuTenbHOro HHTEpBaa

(AN): or 2 % no 24 %) u 23 % (JAU: or 7 % mo 63 %), cooTBeTCTBEHHO. JlaHHBIX O
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nozpsa) u nucraruaa (50 Mr/mM%/cyTku B 1-if 1eHB) Y MAalMEHTOB C PAKOM IIEHKH MAaTKU HET.
TomoTekan He HHTHONPYET n30(epMeHThI cucTeMbl IuToxpoMa P450. CoBMecTHOE MpUMEHEHUE
C OHJAHCETPOHOM, TPAHHUCETPOHOM, MOP(PHUHOM WU TIIIOKOKOPTUKOCTepounamu (MHGY3UU
MPOBOJSATCS Yepe3 pa3Hble CUCTEMBbl MU UCHOJb3YyEeTCsl MHOW IMyTh BBEACHMS) HE OKa3bIBaeT
CYIIECTBEHHOTO BIHSHHUS Ha (apMAKOKHHETHUYECKHUE IapaMeTphl TOMOTEKaHa, BBOJUMOTO
BHYTPHUBEHHO.

TonoTtekaH sBIsETCS CyOCTpaTOM Kak JJis O€JIKa pe3UCTEHTHOCTH paka MOJIOUHOM kese3bl BCRP
(ABCG2), tak u mns ABCBI1 (P-rmukornporens). Dnakpuaap 3HaYUTEILHO MEHBIIE BIMSAET Ha

(apMaKOKMHETHKY TONOTEKaHa, BBECHHOTO BHYTPUBEHHO, YEM MIPHHATOTO MEPOPATHHO.

Oco0ble ykazanust

['emaronoruyeckass TOKCHYHOCTh TOMOTEKAaHA 3aBUCUT OT €ro J03bl, HEOOXOIUMO PEryssipHO
MPOBOAWTH Pa3BEpHYTHIE AaHANU3bl KPOBH C OMpEICIICHHEM KOHIEHTPAlUd TeMOTrio0uHa,
reMaTOKpHUTA, IMOICUETa KOJNICCTBA JICHKOIIMTOB, HEUTPO(PHIIOB M TPOMOOIIMTOB.

[Ipu coueranuu TOMOTEKAHA C JPYTUMH IIUTOTOKCHYECKHMHM IpenaparaMu HEOO0XO0IUMO
KOPPEKTUPOBATh €r0 J03Y.

[Ipy pa3BUTHM BBIPAKEHHON HEUTPONEHUH HEOOXOIUMO TINATENbHOE HAOMIOJECHUE s
CBOEBPEMEHHOM JMAarHOCTUKH UH(PEKIIMOHHBIX OCJIOKHEHHM.

Kak u npu nmpumMeHeHUU APYyTrux MUTOTOKCHYECKUX IMPEenapaToB, TOMOTEKAaH MOXET BBI3bIBATH
TSDKEIYI0 MUEIOCYTPECCUI0, TPUBOIAIIYI0 B HEKOTOPBIX CIydyasX K TSKEIbIM HHPEKINOHHBIM
OCJIOKHEHUSIM, B TOM YHCJIE, K CETICUCY U CBA3aHHOMY C HUM JIETAIbHOMY HUCXOJY.
Heiitponienusi, WHAyNMpPOBAaHHAS JIEYEHWEM TOMOTEKAHOM, MOXET CIYXHUTh HPUIUHON
HEUTPOIICHUYECKOTO KOJMWTAa. B XoJe KIMHUYECKHUX HCCIACAOBAaHUN TOIMOTEKaHa OBLIN
3apETUCTPUPOBAHBI CIIy4al JAHHOTO OCJIOXHEHHS C JETAJIbHBIM HMCXOJOM. Y MalMeHTOB C
JTUXOPAIKON, HEUTPONEHHEeH B COYETaHHH C OOJIbI0 B KMBOTE B MPOEKIIMH TOJCTOW KHIIKU
CJIeyeT YUYUTHIBATh BO3MOKHOCTh Pa3BUTHS HEUTPONIEHUYECKOTO KOJUTA.

Ha ¢one nedenus TtomorexkaHoMm Obliu 3apeructpupoBanbl ciiydaun HWBJI (B Tom uucne c
netanbHbIM HcxonoMm). [lanmmentsr ¢ UBJI, ¢pubpo3om serkoro, pakom Jerkoro B aHamHe3e, a
TakKe  MalWeHThl, TMOJBEprmiMecs  OONyYeHUI0 TPYOHOW  KIETKH, [PUHUMABIINE
MTHEBMOTOKCHYECKHE MpenapaTsl U/l KOJOHUECTUMYIUPYIOTHE (PaKTOphl, HAXOASTCS B TPYIITIS
BBICOKOTO PHCKA PA3BUTHSI TAHHOTO OCJIOKHEHUS.

[TaruenToB HeoOxonuMo HaOMIOAATh HA MpeaAMeT mosBieHus cumntomoB MBIl (Hampumep,
KallleNb, TUXOPaKa, OJBIIIKA /WM THIIOKCHS) TIPU MOATBEPkKJACHUN BHOBb BbIsiBIeHHONW WBJI

TOINOTCKAH CJIICAYET OTMCHUTD.
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CBSI3aHBI C PA3BUTHEM KIMHUYECKU 3HAYMMON TPOMOOIMTONEHUH. DTO CIEAyeT YUUTHIBATh MPU
Ha3HAUYEHUHM TOMOTEKaHa, HAIpHUMEp, B CiIy4ae HalW4us Yy TMAIMEeHTAa pPUCKAa pPa3BUTUSA
KPOBOTEUYEHHUSI U3 OIyXOJIH.

[Tpu BOBHUKHOBEHUU BBIPAKEHHOU TPOMOOIIUTOIIEHUH HEOOXOIMMBI KPaifHssl OCTOPOKHOCTD MPU
BBHITIOJTHCHUH WHBA3UBHBIX TPOIEAYDP, PETYJISIPHBIA OCMOTP KOXKHBIX TOKPOBOB M CIU3UCTBIX
000J10Y€K, a TAK)KE BBIACICHUH (1151 BBISBICHUS PU3HAKOB KPOBOTCUCHUS).

Oxwupaercs, 4TO NAIIMEHTHI C HU3KUM O0IIECOMAaTHYECKUM CTaTyCOM UMEIOT 0oJiee HU3KUIM OTBET
Ha JIeYEHUE, U y JaHHOW KaTeropuu MalHdeHTOB MOBBIIIACTCA YAaCTOTa Pa3BUTHS OCIOKHEHUI:
TaKUX KakK JMXOpaJka, MH(EKINOHHbIE 3a00JIeBaHUS U Cerncuc. BaXHO TIIATENFHO OLEHUBATH
00I1ecCOMaTHYECKUN CTaTyC MAIlIeHTa BO BPEMsI TePaIuu, YTOOBI CBOEBPEMEHHO YCTAaHOBHUTH €TI0
yXyAIIeHHUE.

HenocraTouyeH ombIT MpUMEHEHUS TOMOTEKaHa y MAIleHTOB C TsDKEIbIM HapylleHHueM (QyHKIUU
noyek (KK menee 20 Mi1/MHH) WM C TSDKEJIBIM HapylmeHHeM (yHKIUHM TedeHH (ChIBOPOTOYHBIN
Oomnupyoun =10 wmr/am), oOycnoBineHHoro uuppo3oMm. IIpumeHeHHe TOmMoOTEeKaHa He
PEKOMEHYeTCsl y TaHHOM TPYIIIBI TAllEHTOB.

Y HEOOIBIIOro YKCia MAaUeHTOB ¢ HapylIeHHeM (QYHKIMH NeYeHH (3HAYeHUSI CHIBOPOTOYHOTO
ounupy6una Mexay 1,5 u 10 Mr/mn) nmpuMeHsIM TONOTeKaH BHYTPHBEHHO B n03e 1,5 mr/m” B
TEYCHHE TISATU JTHEH Kaxple 3 Henenu. Y JaHHOW TPYIILI MAlMEHTOB HAOMIOAAI0Ch CHUKEHHE
KIupeHca TomoTekaHa. OHAaKO JaHHBIX HEJOCTAaTOYHO Ui TOTO, 4YTOOBI yCTaHOBUTH
PEKOMEHIANNH TI0 KOPPEKIIMU PEKIMa JO3UPOBAHUS IS JAHHOM TPYTIITbI MAI[EHTOB.

Binsinne Ha cIOCOOHOCTH YHPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMM M MEXaHNU3MaMHU
Crnenyer yuuThIBaTh 0Ollee KIMHUYECKOE COCTOSIHME NalMeHTa M BO3MOXHOE pa3BUTHE
HE)KEJIAaTeNbHBIX SBICHUNA (OCOOCHHO TOBBIMICHHON yTOMIISIEMOCTH W CIa0OCTH) TPH OIICHKE
CIIOCOOHOCTH K YIPABJICHUIO AaBTOTPAHCIIOPTOM H paboTe ¢ MeXaHu3MaMmH, TpeOyromei

MOBBIIICHHOMN KOHICHTpAllU BHUMAHUS U 6LICTpOTLI TICUXOMOTOPHBIX peaKHHﬁ.

dopMa BbINIYCKa

JInodunuzar Ass npuUroToBIeHUs pacTBopa A HHY3uil 1 mr u 4 mr.

becupernsiit pnakon OopocunukarHoro crekia (tum I) oobemom 5 mi (1 mr) umm 8 mu (4 mr),
YKYTOpeHHBI OpoMOyTHioBoi mpoOkoi (tum I) ¢ oOKaTKoW aqIOMMHHEBBIM KOJIAYKOM C
HOJIUIPOITUICHOBBIM JIUCKOM.

[To 1 ¢makoHy BMecTe ¢ MHCTPYKIHMEH MO MEIUIIMHCKOMY NMPHUMEHEHHUIO B KaPTOHHYIO IMaYKy,

Ha KOTOPYIO JOMMOJIHUTEIIBHO MOT'YT OBITH HAaHECEHEI 3alllUTHBIC HaKJIEHKH.

YciaoBus XxpaHeHUs
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XpaHuTh npu Temmeparype He Bbime 25 °C
KapTOHHOM).

XpaHUTb B HEJOCTYITHOM Jisl JieTel MecTe!

Cpox rogHocTu
4 rona.

He MNPUMCHATH 1O UCTCUCHUHN CPpOKA rOAHOCTH.

YcaoBus ornycka

OTnycKaroT 1Mo peLenTy.

HaumenoBanue JAepKaTes
JIEKAPCTBEHHOTI'0 Mpenapara
Ucnangus

Axtasuc ['pynn IITC exdo.

IIpousBoauTeab
Pymbiaus

C.K. Cunnan-®apma C.P.JL.,

COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 03.07.2025 N= 16503

B_opnrHnéisHGH Vitikbhke” (iadon '8 duxe

(Bi1a1€JIb1IA)

PerucTpanuoOHHOr0 Y10CTOBepeHust

11 Ylon Muxanaue 6y:sBap, cexrop 1, 011171, Byxapecr

Opranmn3anusi, NPUHAMAOLIAs IPEeTEeH3UN NOTpeduTe el

Poccniickas @enepanns

00O «TeBa»

115054, Mockaa, yi. Banosas, 35

Ten.: +7 (495) 644 22 34

Anpec anekTpoHHON nouThl: info(@teva.ru
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