ot (019.12.2025 N2 30544
(NOCNEOOBATENEHOCTE 0002)
OBIIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOFO-HPEHAPATA

COOTBETCTBYET QRCHEFTHOMY QTYETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

[TenTokcudwmmnun, 20 Mr/mi, KOHUEHTpAT ISl MPUTOTOBJICHUS PACTBOpa [UIsi BHYTPUBEHHOTO U
BHYTPUAPTEPUATILHOTO BBEICHHUS.

2. KAUECTBEHHBIN Y KOJIMYECTBEHHBII COCTAB

JlelicTByoOIIIee BEIECTBO: MTEHTOKCU(DUILINH.
Kasxnprit M1 koHIIEHTpaTa coaepKUT 20 M IEHTOKCH(DUIIITHA.
Kaxnas ammyna o6semom 5 mi copepkut 100 Mr neHTOKCHpHIUTHHA.

BemiectBa, HaM4Ke KOTOPHIX HAJ0 YYMTHIBATH B COCTaBE JICKAPCTBEHHOIO IMperapara: HaTpui (CM.
paznen 4.4).

ITonubrit IEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPUBCICH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

KOHHGHTpaT JJIg IIPUTOTOBJICHUS paCTBOPA UIA BHYTPUBCHHOI'O U BHYTPUAPTCPHUAJIbBHOI'O BBEACHU .

[Tpo3paunasi, GeCIiBETHAS HIIM CJIETKA )KEITOBATAS KUIKOCTD.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

[Tpenapat [leHTOKCHPHUIUTNH TTOKa3aH K MPUMEHEHHUIO Y B3POCIBIX B BO3pacTe OoT 18 yer.

— OxkxJ1r031M0HHAs 00JI€3HB EpUPEpPUUESCKIX apTepUid aTEPOCKICPOTHIECKOTO UITH TMa0EeTUUECKOTO
reHesa (Harmpumep, «IepemMeKaronascs» XpoMoTa, TnadeTudecKas aHruomaTHs)

- Tpoduueckue HapyeHus (Harpumep, TpopUUECKHE SI3BbI FOJIEHEH, raHTpeHa)

— Hapymienust Mo3roBoro kpoBooOpaiieHus (IOCIEICTBHS 1epeOpaIbHOTO aTepOCKIIepo3a, Kak,
HampuMep, CHI)KEHHE KOHIIEHTPAllMM BHUMAaHHUsS, TOJOBOKPY)XEHHUE, YXYJIIIEHHE IaMsTH),
WIIEMUYECKHE ¥ IOCTUHCYIIBTHBIE COCTOSTHUS

- Hapymenust kpoBooOpallieH!s! B CETYaTON U COCYIUCTOM 000I04Ke Ti1a3a

- OTockiepos, JereHepaTuBHBIE M3MEHEHUs1 Ha (OHE MATOJOTMU COCYIOB BHYTPEHHETO yXa U
CHIDKEHHMSI CITyXa

4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEHHU s

Jlo3a 1 cnoco® mpUMEHEHUs! OMPEENIOTCS TSHKECThI0 HApYyIIEHUWH KpPOBOOOpAIICHHsS, a TaKKe Ha
OCHOBE MHIMBHUAYAJTHHON TIEPEHOCUMOCTH TIpernapara.

Z[o31/1p0131<a YCTaHaBJIMBACTCA Bpa4YOM B COOTBCTCTBHUU C MHANBUYAJIbHBIMU 0COOEHHOCTSAMH namucHTa.



COOTBETCTBYET GKCHEFTHOMY QTYHETY
ot (19.12.2025 N2 30544
Pexum no3upoBanus (NOCNEOCBATENEHOCTE 0002)

L L

Bspocnvie

OO6prunas go3a cocrasisier ot 100 mr 1o 600 Mr npenapara, pa3zseaennas B 250 mut wim 500 v 0,9 %
pacTBOpa HaTpus XJopuaa win pactsopa Punrepa, 1 unu 2 pasza B CyTku.

CoBMeCTUMOCTh € JpYyIrMMH HMH(QY3MOHHBIMH pacTBOpPaMH [JOJDKHA TECTHPOBATHCA OTHAEIBHO;
HCII0JIb30BaTh MOKHO TOJIBKO ITPO3PaYHbIE PACTBOPHI.

100 mr npenapara [leHTOKCUPUIIIHH TOTKHBI BBOAUTHCS, [0 MEHbIIEH Mepe, B TeueHue 60 MUHYT.
JIONOJTHUTENBHO K MH(Y3UOHHOW Teparuyi MOYKHO Ha3HAuaTh MEHTOKCU(WILINH Ui IpUeMa BHYTPb.

ITpu sTOM 0OwIast cyrouHas J03a NEHTOKCU(WUIMHA (BHYTpUBEHHas MH(y3us + mpueM BHYTpPb) HE
JoJpKHA npeBbiaTh 1200 mr.

B 3aBucumocTH OT COMYTCTBYIOIIMX 3a0ojieBaHUM (HAampuUMep, XpOHHYECKas cepiaeyHas
HEJ0CTATOYHOCTh) MOXET BO3SHUKHYTH HEOOXOJUMOCTh B YMEHBIIICHUH BBOJUMBIX 00HEMOB. B Takux
CIIy4asiX peKOMEHIyeTCsl UCIOJIb30BaTh CHEIHAIbHbIN HH(Y3aTOp U1 KOHTPOIHPYyeMOi HHPY3UH.

B Goiee TSOKENBIX CIydasix, OCOOCHHO Yy MallMEHTOB C CHJIBHBIMU OOJISIMU B TIOKOE, C TAHTPEHOW MU
tpopuyeckumu s3Bamu  (HI-IV cramum mo xnaccudpukanmuu DoHTelHA) TIMOKa3aHA JUIMTEIbHAS
BHyTpHBeHHasi HH(Dy3us npenapara B 703e 1200 mr B TeueHue 24 4acoB. DTy 103y MOXKHO pa3feiIuTh Ha
nBa nH(Y3UOHHBIX BBeeHUS 110 600 Mr, Kax10€ U3 KOTOPBIX JOJHKHO MPOI0IIKATHCS, IO KpaiiHel Mepe,
B TeueHHe 6 dacoB. [Ipu 3TOM MHAMBUAyaTbHAS 1032 MOXKET OBITh paccuuTaHa mo ¢opmyne: 0,6 mr
MEeHTOKCU(WILTNHA Ha KI Macchl Tena B yac. CyTouHas J03a, MOJCUYUTaHHAs TakuMm oOpa3om, Oyaer
cocraBiaTh 1000 Mr meHTOKcHMGWIUIMHA IS TanuMeHTa ¢ maccod Tema 70kr w1150 mMr
MeHTOKCU(UILIMHA TSl MaleHTa ¢ Maccou Tena 80 Kr.

Bnytpuaprepuansno — cHagana B go3e 100 mr B 20-50 mu 0,9 % pacTBOpa Hatpus XJjopuja, a B
nocneaytomue 1au — 1o 200-300 mr B 30-50 M1 0,9 % pacTBopa HaTpus XJI0puaa (CKOPOCTh BBEACHHUS —
10 mr/™MuH).

[Tpu BBIpaKEHHOM aTEPOCKIIEPO3€ COCYJIOB TOJIOBHOTO MO3ra IMpernapar Helb3si BBOJIUTh B COHHYIO
apTepHIo.

HpI/I noz[,uepxcHBanmeﬁ TCpaInu MepexoiaT Ha IIpUcM HCHTOKCI/I(I)I/IJ'IJ'II/IHa BHYTpPb.

Oco0BbIe TPYIIIHI ITAIMEHTOB

.]]MMCZ noJ2HCUN020 so3pacma

VY DainueHToB MOXKWJIOTO BO3pacTa MOXKET MOTpPeOOBaTbCsl YMEHBIIEHHE [03bl (IOBBILICHHE
OMOIOCTYITHOCTH U CHUKEHHUE CKOPOCTH BBIBE/ICHUS).

HaqueHmbz C NOYEYHOU HeOOCMAamo4HOCHbIO

VY manueHToB ¢ MOYEYHOM HEIOCTATOUYHOCTHIO (KIMpEHC KpeaTMHWHA Hibke 30 MJI/MUH) HEOOXOAUMO
CHU3UTH J03upoBKy Ha 30-50 %, 9YTO 3aBUCHUT OT HWHIWBHIYaJTLHOW IEPECHOCHMOCTH IIperapaTa
MalUEHTOM.

Hab;ueHMbl C NeYeHOYHOU HedOCMAmoO4YHOCbIO

VYMeHbIIeHHe J103bl, C Y4Y€TOM WHIUBUAYalbHONH MEPEHOCHMOCTH, HEOOXOJUMO Yy IAalUEHTOB C
TSOKEJIBIMU HapyIIEHUsIMU (QYHKIUU TE€UYEHU.

Hauueﬁmbz C HU3KUM apmepuailbHblm oaseHuem

Jleuenre MoxkeT OBITh HAYATO MaJbIMHU JA03aMU 'y MAIIMEHTOB C HU3KUM apTCPHAJIBHBIM JAaBJICHUEM, a
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TaK)X€ y MalleHTOB, HaXOJAUIMXCA B IPYIIE PHUCH

COOTBETCTBYET QRCHEFTHOMY QTYETY
ot (019.12.2025 N2 30544
[a BBUIY| BO3MQKHOLO [CHIKCHU| [APTEPUATHHOTO

naBieHus (TMalKMeHTsl ¢ TsoKenoi GopMoil uieMuy

m@%@eﬁ%ﬁeﬁ%

3HAYUMBIMH CTC€HO3aMH COCYIOB I'OJIOBHOI'O M03Fa). B stux ClIydasax 103a MOXKCT OBITh YBCIIUMYCHA

TOJIBKO ITIOCTCIICHHO.

C€TH

bezonacHocth u 3 dexTuBHOCTE Npenapara [lenTokcudmme y nereit B Bo3pacte ot 0 1o 18 et Ha
JAHHBII MOMEHT HE YCTaHOBJICHBI. [laHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

BuyTpuBeHHO, BHYTpHapTEpUATIBHO.

4.3. IlpoTuBoONOKa3aHUS

— T'umepuyBCTBUTENBHOCTh K MEHTOKCU(MWILUIMHY, APYTUM METHIKCAHTHMHAM WIH K JIIOOOMY U3
BCIIOMOTaTeJbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zzene 6.1

—  MaccuBHble KpOBOTEUEHUS (PUCK YCHIICHUS KPOBOTEUCHHUS )

—  OOmupHBIE KPOBOUBIHUSIHHS B CETYATYIO 000JI0YKY TJ1a3a (PUCK YCHIICHUS KPOBOTEUCHUS)

—  KpoBounsnusaus B TOJI0BHOM MO3T
—  Ocrpelii nH(pAPKT MUOKapaa
— Bo3spact no 18 ner

—  bepemennocTh (HeIOCTATOYHO NaHHBIX) (CM. pa3zen 4.6)
—  Tlepuox nakraruu (3HeKTHBHOCTL M O€30MMACHOCTD HE YCTAHOBJIECHBI) (CM. paszen 4.6)

4.4. OcoOble yKka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

—  Tsxensle HapylIeHUsS pUTMa cepala (PUCK YXYALICHHUSI apUTMHUH )
— ApTtepuanbHasi THIIOTEH3Us (PUCK JATbHEHIIIEr0 CHIKEHHUS apTepUaIbHOTO qaBieHus ) (cM. pasen

4.2)

—  BbICOkMil pUCK CHM)XEHHS apTEepHaIbHOTO JaBJICHUS (B TOM YHCIE IPU TSHKEIOW MIIEMUYECKOU
00JIe3HU cep/lia WM TeMOIMHAMUYECKH 3HAYMMBIX CTEHO3aX COCYJI0B F'OJIOBHOTO MO3T'a)

- XpOHI/ILIeCKaSI cepacuHast HCAOCTATOUYHOCTDb

— Hapymenus ¢yHkuuu nouek (knupeHc KpeaTnuHuHa MeHee 30 Mi/MHUH) (PUCK KyMYJSIUH U
MOBBIIICHHBIN PUCK Pa3BUTHUSI HEXKEIATebHBIX peakiuii) (cM. pazaen 4.2)
—  Tsxensle HapylIeHUs: QYHKIMM MeYeHU (PUCK KyMYJISLIMU U MOBBIIICHHBIA PUCK HEXeNaTeIbHbIX

peakimii) (cMm. pa3zaen 4.2)

— HenaBHo nepeHeceHHbIE OnlepaTUBHBIE BMELIATEIbCTBA
— IloBbllIeHHBIH pUCK pa3BUTUS KPOBOTEUEHUU (HAampuMmep, NpU HApPYIIEHUAX B CHUCTEME
CBEPTHIBaHMUS KPOBH (PUCK Pa3BUTHs OOJIee TSHKENBIX KpoBOTeueHHH)) (cM. paszen 4.5)

OnHOBpEeMEHHOE TPUMEHEHNE C AHTUKOATYITHTaMH (B TOM YHUCIIe HEMPSIMBIMU aHTHKOATYJISTHTAMHU
[anTaronuctamu ButamuHa K]) (cm. pazaen 4.5)

OnHOBpeMEHHOE TIPUMEHEHHWE C WHTHOUTOpaMH arperandd TPOMOOIHMTOB  (KJIOMHIOTPET,
snTududbaTua, THpohudaH, MONPOCTEHON, WIONPOCT, ablIUKCHMMal, aHArpeNu]l, HECTEPOUTHBIC
npotuBoBocnanutenpHpie  mpenapatel  (HIIBII)  [kpoMe — CeNeKTHBHBIX ~ HHTHOHUTOPOB
IIUKJIOOKCHUTEHAa3bI-2 |, alleTUIICATUIIMIIOBAsT KUCJIOTA, TUKIJIONUIANH, TUIupuaaMon) (cM. pasaen 4.5)
OpHOBpeMEHHOE  TNPUMEHEHHWE C TUIMOTIUKEMUYECKUMHU  CpeACcTBaMH  (MHCYJIHMHOM |
THITOTJIMKEMHYSCKUMHE CPEJCTBAMU JIJIS TpHeMa BHYTPh) (cM. pasmen 4.5)
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 09.12.2025 N2 30544
—  OpHOBpeMeHHOE NpUMeHeHue ¢ HunpoduokcayrHoM (eM.pasaen4.o)BATE NEHOCTE 0002}

—  OnxHOBpeMEHHOE MPUMEHEHHUE C TEOPMILTHHOM 5)

Oco0ble yKa3zaHus

Jleuenue CJICAYCT MMPOBOAUTH 11O KOHTPOJEM apTCPpUAIbHOIO JaBJIICHHA.

vy ManueHTOB € CaxapHbIM I[I/IaGGTOM, MMPUHHUMAIOIUX THIOTTITUMKEMHUYCCKUC CPCACTBA, HA3HAUCHUC
OOMIBIINX 03 HeHTOKCI/I(bI/IJ'IJ'II/IHa MOXET BbI3BATh BRIPAXKCHHYIO I'HITIOTTIMKEMUIO (MO)KGT HOTpC6OBaTBC${
KOppCKIUA 103 THIOTIIMKEMHUYCCKUX CPCACTB U MMPOBCACHUC INTUKEMHUYCCKOT'O KOHTpOHH).

HpI/I INPUMEHCHUN OAHOBPEMCHHO C AHTHKOAryJIsitHTaMH H€O6XOI[I/IM KOHTPOJIb IoxKa3aTejeu
CBCPThIBAHHA KPOBU.

VY manueHToB, MepeHeCIINX HeIaBHO ONEPATUBHOE BMEIIATEILCTBO, HEOOXOMM PETYJISIPHBIA KOHTPOJIb
reMOrJIoOMHA U TeMaTOKPHTA.

[TanmeHTaM ¢ HHU3KHM M HECTaOWJIBHBIM apTEepUAbHBIM JaBICHHEM, a TaKKe Yy MAaI[MeHTOB C
BBIPQKEHHBIM aTEPOCKJICPO30M KOPOHAPHBIX W/HIIH 1IepeOpabHBIX apTEePHid, T.K. B MIOCICAHEM CIyJae
JOTIOJIHUTEbHOEC CHHXKEHHE apTepUATbHOTO JTAaBICHHUS MOXKET MPHBOAUTH K  YXYIUICHUIO
KPOBOCHA0KCHHUSI CEep/Illa U/WUITH MO3Tra, HEOOXO0IMMO YMEHBIIIUTD JI03Y MIperapara.

VY nmanueHToB MOXMIIOIO BO3pacTa MOXET IOTpeOOBaTbCS yMEHBbLIEHHE J103bl  (TOBBILICHHUE
OMOOCTYITHOCTH U CHUKCHUE CKOPOCTH BBIBE/ICHUS).

Kypenne MoxkeT CHI)KaTh TEparneBTUYECKY 0 YPPEKTUBHOCTD Mpernapara.

CoBMECTUMOCTh pacTBOpa IMEHTOKCHU(DWIUIMHA C APYrUMH WHQPY3HOHHBIMH PACTBOPAMH CIIEAYET
IIPOBEPATH B KAJKJIOM KOHKPETHOM CIIy4ae.

[Tpu npoBeieHUN BHYTPUBEHHBIX HH(Y3UN TAMEHT JOJHKEH HAXOIUTHCS B TIOJIOKECHUH JISKA.

BcnomorarenbHbIe BENIECTBA

[Ipenapat Ilentoxkcudumnmn cogepkut menee 1 Mmmons (23 Mr) Hatpust Ha 20 MI/Mi1, TO €CTh, IO CYTH,
HE COJEPKUT HATpUS.

4.5. B3aumojaeiictBie ¢ JpPYrMMH JIeKAPCTBEHHbIMH TMpenapaTaMd W JApPyrue BH/bI
B3aNMOIeHCTBHUA

T'unomenszusnvie npenapanivl

[leHTOKCMOWIIMH TOBBIIIAET PUCK pa3BUTHUS apTEPUAIBHOM THUMOTEH3UMM IPH OJHOBPEMEHHOM
MPUMEHEHUN C TUIIOTEH3UBHBIMU CPEJICTBAaMU (HampuUMep, HHTMOUTOPbI aHTMOTEH3MHIIPEBPAIIIAIOIIEr0
depmenta (AIID)) winm apyrMMHU JIEKapCTBEHHBIMU CPEJICTBAMM, OOJaJAIOUIMMU MOTEHIUAIBHBIM
aHTUTUIIEPTEH3UBHBIM 3P (EKTOM (HarpuMep, HUTPAThI).

.]]EKapCWlGEHHble npenapamsl, 6JIUANOWUE HA C6EPMbISANOWYIO CUCmMemMy Kposu

[TeHTOKCHMWIUIMH ~MOXET YCWJIMBATh JCHCTBUE JICKAPCTBEHHBIX CPEACTB, BIHUSIOIIMX Ha
CBEPTHIBAIOLIYIO CUCTEMY KPOBH (TIPSIMBIE M HENIPSIMBbIE aHTUKOATYJISIHTBI, TPOMOOJIMTHKH, aHTHOMOTHKA
(Takue KaK 1edasoCnopuHbl)).

IIpy coBMECTHOM MPUMEHEHHM TMEHTOKCU(WIIMHA W HEMpPSMBIX aHTUKOAryJsSHTOB (QaHTarOHHUCTOB
ButamMMHa K) B IIOCTMapKeTUHTOBBIX  MCCIEJOBAHUAX  OTMEYANUCh  CIy4ald  YCUIJICHHUSA
AHTHKOAryJISHTHOTO JEHCTBUS (PUCK pa3BUTHs KpoBoTeueHHil). [losromy B Hauane npuMeHEHHs
NEHTOKCU(WIIMHA MM TPH HM3MEHEHHH €ro Ji03bl PEKOMEHIYeTCs KOHTPOJMPOBATh CTEMEHb
BBIPKEHHOCTH aHTHKOAryJISHTHOTO JEWCTBUS y MAIleHTOB, NIPUHHUMAIOLIUX JAHHYI0 KOMOWHAIUIO
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 09.12.2025 N2 30544

Ipernaparos, HapUMep, IPOBOAUTH PeryApHbIi kKoHTpons MHO (Ve oy HapoaHOS HOPMATH30BalHHAOC

OTHOLIEHUE). '

Kemoponax

[Ipy OAHOBpPEMEHHOM MPUMEHEHHH TEHTOKCU(WIIIMHA C KETOPOJAKOM TOBBIMIACTCA PHUCK
KPOBOTEUCHUH W/WIN YIAJIUHEHUS HPOTPOMOMHOBOro BpeMeHH. COBMECTHOE HAa3HA4YE€HUE JaHHBIX
IIPENApaTOB HEXENIATEIBHO.

L{umemuoun

[{uMeTHAMH MOBBIMIAET KOHIICHTPAIMIO TICHTOKCU(UIUTMHA U aKTUBHOTO MeTabonuTa | B 1ia3me KpoBu
(pYiCK BO3HMKHOBEHHS HEXKETATCIbHBIX PEaKIIHiA).

Lpyaue kcanmunbi

CoBMeCTHOE Ha3HA4YCHHE C JPYrMMU KCAHTHHAMH MOXKET MPHBOIUTH K YPE3MEPHOMY HEPBHOMY
BO30YXK/ICHUIO.

Tunoznuxemuueckue npenapamol (UHCYIUH U 2UNO2IUKEMUYECKUe npenapamol OJisk Npuema Hympb)

I'mnornukemMuyeckoe 1eUCTBUE NHCYJIMHA WU TUIIOTIIMKEMUYECKUX CPEJICTB IS IPUEMA BHYTPb MOKET
YCUJIUBAThCA MPU OJHOBPEMEHHOM IPUMEHEHHWU MEHTOKCU(WIIIMHA (MIOBBIIEHHBIH PUCK Pa3BUTHUSA
ranoriukemMun). Heo0XoauM cTporuii KOHTPOIb COCTOSTHUS TaKUX IMAI[MEHTOB, BKIIOYAs PETYJISPHBINA
[NINKEMUYECKUN KOHTPOJIb.

Teoghunnun

Yy HCKOTOPBIX ITAOUMCHTOB IIpU OAHOBPECMCHHOM IIPUMCHCHHUH HeHTOKCI/I(bI/IJ'IJ'II/IHa u T60(1)I/IJIJ'II/IH3
OTMCYACTCA YBCIMYCHNEC KOHICHTpAaIN TGO(bI/IJIJII/IHa B KpPOBH. B I[aJILHCfIHIGM 9TO MOXKCT IMPUBOJUTH K
YBCIIMYUCHUTIO NI YCUJICHUIO HECXKCIIATCIIbHBIX peaKHHﬁ, CBA3aHHBIX C Teoq)I/IJ'IJ'II/IHOM.

Lunpognoxcayun

Y HEKOTOPBIX MAIIMEHTOB MPH OJHOBPEMEHHOM MPUMEHEHHH NMEHTOKCH(PUIUTHHA U HUMPOQIIOKCAIIUHA
OTMEUaeTCs yBEIMUYCHUE KOHIIEHTPAIIMU IEHTOKCU(UIUTHHA B TUTa3Me KpoBH. B ganbHeieM 3To MokeT
MPUBOAUTh K YBEJIMYECHUIO WM YCWICHHIO HEXKENATENbHBIX PEaKIUil, CBI3aHHBIX C NPUMEHEHHEM
aHHON KOMOWHAIINH.

Hunzubumopur azpecayuu mpomoboyumos

[Ipy ogHOBpEeMEHHOM TPUMEHEHUH TEHTOKCH()DHIUTMHA ¢ WHTHOMTOpPAMHU arperamid TPOMOOITUTOB
(xmomuaorpen, sntudubatu, Tupodudan, abIKcuMab, SMOMPOCTEHON, WIONPOCT, anarpenua, HIIBIT
[KpoMe CeNeKTUBHBIX HHTHOMTOPOB IIUKJIOOKCUTEHA3bI-2 |, alleTHIICATMIIAIIOBAS KUCIIOTa, THKJIOTHUIHH,
JTUTHPUIAMOI) BO3MOXKHO Pa3BUTHE MOTEHIIMATBLHOTO aITUTUBHOTO IEUCTBUS, YBEINYMBAIOIIETO PUCK
pa3BuTHs KpoBOTeueHHUs. [103TOMy M3-3a pHCKa pa3BUTHS KPOBOTEUYCHHUS CIEAYET C OCTOPOKHOCTHIO
MPUMEHSITh TMEHTOKCU(DUIUIMH OJHOBPEMEHHO C BBINICTIEPEUYHUCICHHBIMU WHTHOUTOpAMHU arperamuu
TPOMOOIUTOB (cM. pazzen 4.4).

4.6. ®epTUIBHOCTDH, 0€PEeMEHHOCTD H JIAKTALMSA

bepemeHHOCTH

[TpumeHeHne eHTOKCU(UITUHA BO BpeMsi OEpeMEHHOCTH MPOTHBONOKA3aHO BBUY HEJOCTATOYHOCTH
NaHHBIX 1O 3(P(GEKTUBHOCTH U 0€30MacHOCTH MPUMEHEHHUs NEHTOKCUPWIIMHA Yy OepeMEeHHbBIX
MAIUEHTOK.



COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 09,12.2025 N2 30544
Jlakranus (NCCNEOOBATENEHOCTE 0002)

[TeHTOKCMGWIITUH TPOHUKAET B TPYJHOE MOJOKO B HE3HAYUTEIBHBIX KoiludecTBax. llpu
HE0OXOUMOCTH MPUMEHEHHs Iperapara clefyeT MPeKpaTUTh I'PyJIHOE BCKapMIIMBaHUE (yUUTHIBAs
OTCYTCTBHE OIbITa IPUMEHEHHS]).

DepTUILHOCTE

JlaHHBIE OTCYTCTBYIOT.

4.7. BiusiHMe Ha CHOCOOHOCTH YNPABJASATH TPAHCHOPTHBIMH CPeACTBAMH H PadoTaTh C
MeXaHMu3MaMu

VY4uThIBas BO3MOKHBIE HEXENATENbHbIE peakMK (HalpuMep, TOJIOBOKPYKEHHE) ClIeAyeT cOOM0aTh
OCTOPOKHOCTB IIPU YIIPABJICHUHU TPAHCIIOPTHBIMHU CPEICTBAMM U 3aHATHUAX NOTCHIUAIBHO ONACHBIMU
BUJAMU JESATEIBHOCTH, TPEOYIOIMMHU TIOBBILIEHHON KOHLEHTpAlMM BHHUMAHUS M  OBICTPOTHI
IICUXOMOTOPHBIX PEAKLIUN.

4.8. HexxenaTelbHbIE peaKIHMU

Pe3roMe HexenaTeabHbIX DEAKIINM

YacroTa HeXeJaTelbHbIX peakifii OblIa ONpe/ieiicHa B COOTBETCTBUM ¢ Kiaccupukanueil BeemupHoii
opranuzanuu 3apaBooxpanenus (BO3): ouenp wacto (> 1/10); wacto (= 1/100, Ho < 1/10); HewacTo
(> 1/1000, 1O < 1/100); peaxo (> 1/10000, Ho < 1/1000); ouens penko (< 1/10000), yactoTa HEM3BECTHA
(Ha OCHOBAHMHW MMEIOLIUXCS TaHHBIX OIICHUTh HEBO3MOKHO).

Hapywenus co cmoponvl kposu u numgamuieckou cucmemol

OueHb penko: TPOMOOLUTONEHUS, TPOMOOLUTONIEHNYECKass Iyplypa, arulacTU4Yeckass aHeMMs,
MTaHLIUTOIICHUS.

PGI[KOI KPOBOTCUYCHHA (B T.4. HOCOBBIC KPOBOTCYCHHA, KCIYJOUYHO-KHIICYHBIC KpPOBOTCUYCHMA,
KpPOBOTCYCHUA U3 MOYCBBIBOJAIINX HYTCﬁ n ,I[p)

YacroTa HEM3BECTHA: JICHKONEHUS/HEUTPOTIEHNUS, TUITOPUOPUHOTEHEMHUSI.
Hapywenus co cmopoHbl umMmyHHOU cucmembl
Heuacro: peakuyuy runepyyBCTBUTEIBLHOCTH.

OueHb peako: TSKENble, MPOUCXOJAIIME B TEUEHUE HECKOJIbKMX MHUHYT IIOCIE€ BBEACHUS
MEeHTOKCU(PMIUIMHA aHAaPUITAaKTUUECKHE WM aHa(HIIaKTOUIHbIE peakinu, oTek KBuHke, OpoHxocmasM,
aHa(pUITAKTHYECKUHN IIOK.

Icuxuueckue napywenus

Heuwacro: noBbltieHHas BO30yAUMOCTh, OECCOHHUIIA.

YacToTa HEU3BECTHA: TPEBOTA.

Hapywenus co cmoponul HepéHoll cucmemul

Heuacro: ronoBokpyxeHue, TpeMop, roJoBHast 00JIb.

Ouensb penKo: mapecresusi, CyJOpOr, BHYTPUUEPEITHOE KPOBOU3IHUSHUE, ACENTUYECKUI MEHUHTUT.
Hapywenus co cmoponwl opeana 3penus

Heuacro: HapyHaICHUC 3pCHUSA, KOHbIOHKTUBUT.
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OueHb peko: KPOBOUSIUSHKE B CETYATYIO 000JI0UKY 1i1a3a, QTCIOEHHE [CeTHRATOM ONONGYRA TId3al) )

YacroTa HEU3BECTHA: CKOTOMA.

Hapywenus co cmoponwl cepoya

Heuacro: HapyiieHue putMma cepiia, Taxukapus.
Penko: creHokapausi, OJIbIIIKA.

Hapywenus co cmoponwl cocyoos

Yacro: runepemMusi KOKH JIULIA.

Penko: cHkeHUE apTepHaIbHOTO IABICHMS, MEPUPEPUIECKUE OTEKH.

OueHb peKo: MOBBIILIEHUE APTEPUATILHOTO JABICHHUS.

Hapywenus co cmoponul srcenyoouno-kuuieuno2o mpakma

Yacro: TOIIHOTA, pBOTA, B3AYTHUE )KUBOTA, YyBCTBO TSKECTH B KEIYAKE, TUAPES.

YacToTra HEM3BECTHA: KCEPOCTOMHS (CYXOCTh IOJIOCTH pTa), aHOPEKCHS, 3aIlop, THIEPCATHBALNS
(TOBBIIIIEHHOE CIIFOHOOT/ICIICHUE).

Hapywenus co cmopoHbl neuenu u dHcenuesvlgooauux nymet

OudeHb peIko: BHYTPHUIICYCHOYHBIH X0JIeCTa3, MOBBIIICHUE aKTHBHOCTH «IICYCHOYHBIX)» TPAHCAMHHA3.
YacroTa HEM3BECTHA: MOBBIIICHUE aAKTHBHOCTH IIETI0YHOU (hocdaTaszbl.

Hapywenus co cmoponbl Kodicu u NOOKOICHBIX MKAHel

Heuacrto: K0XHBIN 3y, 3pUTEMA, KPAITMBHHUIIA.

OueHp PEAKoO: TOKCHYCCKUH BHI/II[epMaJ'IbHHﬁ HCKPOJIU3, CHHAPOM CTHBGHC&-I[)KOHCOH&, ITIOBBIILICHHOC
IIOTOOTACICHUC.

YacToTa HEU3BECTHA: KOXKHAS ChIMb, MOBHIIICHHAS! IOMKOCTh HOT'TEH.
Obwue Hapywenus u peakyuu 6 mecme 68e0eHUs.
Heuwacro: noBbllieHne TeMIepaTyphl Tea.

Coo011eHre 0 IMOI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIINIX

Baxwno COO6H_[8.TB 0 MOAO03PEBACMBIX HEKCIIATCIIBHBIX PCAKIUAX IMOCJIC PEruCTpaliuu JICKapCTBECHHOI'O
npemapara € MOEJIbIO o0OecreueHus HCIIPEPBIBHOTO MOHUTOPUHIA COOTHOIICHHUSA «II0JIb3a — PHUCK»
JICKApCTBCHHOT'O IIpcrapara. MeauiuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA COO6H_IaTB 0 JOOBIX
MoAO3pPCBACMBbIX HECKEIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O ITpeTIapaTa 4€pe3 HAllTUOHAJIbHBIC CUCTCMbI
COO6H_(CHI/I$I 0 HCKCJIATCIIbHBIX PCAKIIUAX TOCYAapCTB — YJICHOB EBp%HﬁCKOFO OKOHOMHYCCKOT'O COrO3a:

Poccuiickas @enepanns

denepanbHas ciyx0a Mo Haa30py B chepe 31paBoOXpaHeHUs

Anpec: 109012, r. MockBa, CnaBstHCKast 11016, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnekrponHas moura: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru
CaiiT: www.roszdravnadzor.gov.ru
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4.9. IlepenosupoBka (NCCNEOOBATENEHOCTE 0002)

L L

COOTBETCTBYET QRCHEFTHOMY QTYETY

CHUMIITOMBI

CnabocTh, TOJOBOKPY)KEHHE, BBIPRKEHHOE CHUKEHHE apTepHalbHOIO JIABJIECHUS, TaXUKapaus,
COHJIMBOCTb, TIOTEPS CO3HAHUS, TOHUKO-KIOHHYECKUE CyIOPOTH, MTOBBIIICHHAS HEPBHASI BO30YMMOCTb,
runeprepmus, apedaekcus, IpU3HAKK ey J0YHO-KUILIEUHOT0 KPOBOTEUEHUs (pBOTA THIA «KO(eHHON
TYLI).

JleyeHue

CuMriromaTueckoe, HampaBJICHHOE Ha MOIepkaHne QYHKINUU BIXaHUS U apTEPUATBHOTO JaBICHHUS.
Cynoporu KynupyoT BBEICHUEM JHa3ernama.

[Tpu mosiBJICHUH TIEPBBIX NMPU3HAKOB MEPEIO3UPOBKH HEMEJICHHO MPEKPAIAIOT BBEACHHE MpermapaTta.
O0ecrieunBaroT 00JI€€ HU3KOE MOJIOKECHHUE TOJI0OBBI M BEPXHEH YacTH TYJIOBHIIIA.

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. @apmakoauHamMHYecKHe CBOiiCTBa

dapMmakoTeparieBTU4YeCKas Ipymnmna: nepupepruieckrue Ba3oquiaTaTopbl; IPOU3BOIHbIE ITypHHA.
Kog ATX: C04ADO03.

MexaHu3M AeiCcTBUS

[leHTOKCUOWIIMH — MPOU3BOJHOE KCAaHTMHA. MeXaHu3M €ero JeMcTBUS CBA3aH ¢ MHIMOMpPOBaHHEM
bochoandcTepassl 1 HAKOTUIEHUEM IUKINYECKOTO0 a/ieHO3HHMOHO(pochara (1AM®) B KiIeTKax TIaIKoi
MYCKYJIaTypbl COCyIOB M (OpPMEHHBIX 3JIeMeHTax KpoBH. Oka3biBas ciaaboe MHOTPOIIHOE
COCyAopacIupsomiee JeiicTBue, NeHTOKCU(IINH HECKOJIBKO yMEHbIIAeT obuiee nepudepruueckoe
COCYJIUCTOE CONPOTHBIIEHHE M HE3HAYMTEIbHO DPACIIMpseT KOpoHapHble cocyabl. [leHTokcudumima
o0azaeT cinadbIM MOJI0KUTENbHBIM HHOTPOIHBIM 3(h(PEeKTOM Ha cepAle. YyuliaeT MUKPOLUPKYJISLIUIO
B 30HaX HApyUIEHHOT0 KpoBooOpaiieHus. JledeHune mpemnaparoM MPUBOIUT K  YIYyYLIEHHIO
CUMITOMAaTUKHA HapyLIEHUH MO3roBOro KpoBooOpamieHus. Ilpu OKKIIO3MOHHBIX 3a00JI€BaHUIX
nepupepuyeckux aprepuil MpUMEHEHHE NEHTOKCU(WIIMHA MPUBOAUT K YAJIMHEHHUIO IMCTaHIUU
XO0Jb0BI, YCTPAHEHHIO HOUHBIX CYJI0POT B UKPOHOXHBIX MBIIIIAX U HCUE3HOBEHUIO 00JIel B MOKOE.

dapmakonmHamuueckue 3O GEKTHI

[leHTOKCMOMIIIIMH yMEHbIIAeT BA3KOCTb KPOBUM M YIYHYIIAET PEOJOTHYECKHUE CBOWCTBA KPOBU
(TekydecTh) 3a cUerT:

—  yIOydlIeHHs HapylIeHHOU AeOpMUPYEMOCTH IPUTPOLIUTOB;

—  YMEHBIIEHUS arperanuu TpPOMOOIIUTOB U DPUTPOLIUTOB;

—  CHIDKEHHUsSI KOHIICHTpanuu puOpHUHOTeHa;

—  CHIJKEHHUS aKTUBHOCTH JICUKOIIUTOB M YMEHBILICHUS a/IF€3UH JIEHKOLUUTOB K SHJOTEIINIO COCYA0B.

Kimanueckas 3dbdhekTHBHOCTE U O€30IIaCHOCTD

[TenTokcudumumma 061amaeT CTadbIM MOJIOKUTETHFHBIM HHOTPOITHBIM 3(DPEKTOM Ha Ceple.
VYiydimaeT MEKPOLUUPKYIISAINIO B 30HAX HAPYIIEHHOTO KPOBOOOPAIIICHHUSI.

Jlesenne nmpenaparoM NOPHUBOAWUT K  YIYYIIEHWK) CHMITOMAaTHKM HAapymIEHWH  MO3TOBOIO
KpPOBOOOpAIIECHHUS.
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IIpy  OKKIIFO3MOHHBIX 3200JI€BAHUAX TEPUPEPUIECKUX  apTepull || IPHMEHEHEE | EHTOKTUATIIIA Ha

MPUBOJIUT K YAJIMHEHUIO TUCTAHIIUU XOIbOBI, YCTPAHSHHO-HOSHER-6Y-HOPOF-B-HIPOHOMHHRMHHEH AN
HMCYE3HOBEHUIO 00JIEH B ITOKOE.

5.2. apmMaKoKHHeTHYeCKHUe CBOIicTBA

Pacopenenenune

[Tenrokcudmmna umeet 00110 00beM pactipenenenus (168 1 nmocne 30-munyTHOM HHGY3UN 200 MT)
Y BBICOKUH KIIMPEHC, COCTaBISIONMI mpuMmepHo 4500—5100 mur/mMuH.

HGHTOKCI/I(i)I/IJIJII/IH U €ro METAa0OJIMThI HE CBA3LIBAIOTCS C OCJIKAMU I1J1a3Mbl KpOBH.

BI/IOTDaHCd)ODMaHI/Iﬂ

[TeHTOKCUGWIITUH WHTCHCHUBHO METAa0OJIM3UPYETCS B OPUTPONHMTAX U TedeHH. KoHIEeHTparus
OCHOBHOIO akTUBHOTO Metaboauta 1-(5-ruapokcurexcun)-3,7-auMeTHIKCaHTHHA (MeTabomut 1) B
I1a3Me KpPOBU B JIBA pa3a MPEBBIMIACT KOHIICHTPAIMIO MCXOTHOTO MeHTOKcupmunHa. Metabomur |
HAXOJUTCS C TEHTOKCU(DWIUTMHOM B OOpaTUMOM OHOXMMHUYECKOM peloKc-paBHOBecHH. [lodTomy
MEHTOKCU(PWILINH ¥ MeTaboIuT | paccMaTpuBarOTCsS BMECTe KaK akTUBHAS eAWHUIIA. BeeacTBue 3Toro
JOCTYITHOCTh aKTHMBHOM CyOCTaHIIMU 3HAYUTEIHLHO OOJIbIIIE.

OnUMUHALMS
[lepuon nosyBbIBeIeHHSI TEHTOKCU(UILTUHA MTOCIe BHYTPUBEHHOTO BBEICHUS cocTaBiser 1,6 u.

[leHTOKCMOWILIHH MONHOCTRIO MeTabomm3upyercs, 1 6onee 90 % BBIBOAWUTCS 4epe3 MOYKU B Gopme
HEKOHBIOTHPOBAHHBIX BOJOPACTBOPUMBIX META0OIUTOB.

Oco0ble rpynIbl MalueHTOB

Iloueunas neoocmamounocmo
VY nanueHToB ¢ HapyleHUsIMU (QYHKIMH IT0YEK BbIBEIEHUE META0OIUTOB 3aMeJISeTCsl.
Ileuenounas nedocmamounocms

VY mnanuMeHToB ¢ HApyWIEHUSMU (YHKIMM TI€UYEHU T[EpUOJl TMOIYBBIBEACHHUS] MNEHTOKCHU(PHILINHA
YATUHSETCS U a0COMIOTHAS OMOIOCTYITHOCTD YBETUUNBACTCSL.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuyeHb BcioMoOraTeIbHbIX BellleCTB

Hatpust nurunpodocdar nuruapar

Harpus xnopun

1 M pactBop Hatpus ruapokcua (st koppekuu pH)
Boga ai1st nHBeKIuit

6.2. HecoBMeCTUMOCTH

JlaHHBII TeKapCTBEHHBIN MTpenapar He CIe1yeT CMEIIMBATh C IPYTUMHU JIEKAPCTBEHHBIMU ITpenapaTaMH,
3a UCKIIFDYEHUEM YIIOMSIHYTHIX B pazzene 6.6.
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6.3. Cpok roaHocTH (CpOK XpaHeHHs) (NCCNEOOBATENEHOCTE 0002)

2 roja.
6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPU XPAHEHUH

Xpanuth npu Temmeparype He Boiie 25 °C. XpaHuTh B OpUTHHAIBHON yIaKoBKe (TIAYKe) JUIS 3aIIUThI
OT CBeTa.

6.5. XapakTep U cojep:KaHHe YIAKOBKH

5 MJII ipemnapara B aMIyJibl HEHTpalibHOTO cTekia Mapku HC-3 BMECTUMOCTBIO 5 MIJI WJIM B aMITyJIbI
MEIUIUHCKOTO CTeKJIA |-To THIPOIUTHIECKOTO Kilacca. AMIYJIb UCTIONB3YIOTCS C HACEUKON/HAIPE30M
Y TOYKOM MJTU KOJIBLIOM HM3JI0Ma.

S aMITyJl IOMELIAIOT B KOHTYPHYIO SIUEHKOBYIO YIIaKOBKY U3 IJICHKU MOJUBUHWIXJIOPHUIHOM.
| mnm 2 KOHTYypHBIE SYEHKOBBIE YIAKOBKM BMECTE ¢ MHCTPYKLMEW IO MEIULUHCKOMY IPUMEHEHUIO

IMOMEIIAIOT B MMAYKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MPH YTHJIM3ALUHM HMCIOJb30BAHHOIO JIEKAPCTBEHHOIO
npenapara wjim 0TX0A0B, MOJYYEHHBIX MOC/Ie MIPUMEHEeHNsI JIEKAPCTBEHHOTI'0 Npenapara, u Apyrue
MAHMIYJISIIHUHU € NPenapaTom

Heobxomumyro 103y npenapara pazBoasr B 0,9 % pacTtBope HaTpusl XJIOpHIa WK pacTBope Punrepa.

CoBMeCTUMOCTh € JpYyIrMMH HMH(QY3HOHHBIMUH pacTBOpPaMH [JOJDKHA TECTHPOBATHCA OTAEIBHO;
HCIIOJIB30BAaTh MOXKHO TOJIBKO IIPO3PAYHBIE PACTBOPHI.

Het oco0bix TpeOoBaHMil K YTUIIH3AIUH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccutickas @enepanus

000 «ITPOMOMEJ PYC»

Anpec: 129090, r. MockBa, npocniekT Mupa, aom 13, ctpoenue 1, opuc 13
Tenedon: +7 495 640 25 28

DnekTpoHHas mouta: reception@promomed.pro

7.1. IlpeacraBuTeJIb AeprKaTE/Is] PETHCTPALMOHHOIO YA0CTOBEPEHUs!

[Iperen3uu noTpeduTeneit HaNPaBIATh 110 aJPECy:

Poccuiickas @enepanus

000 «ITPOMOME]Jl PYC»

Anpec: 129090, r. MockBa, npocriekT Mupa, 1om 13, ctpoenue 1, oduc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (KpyriocyTOYHO)
Dnexrponnas moura: hot_line@promomed.pro

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS
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9. KATEI'OPHS OTITYCKA JIEKAPCTBEHHOT'O IIPEHAPATACEATENEHOCTE 0002)

JlexapcTBeHHBIN IpenapaT OTHOCUTCS K KaTErOPUU OTIIYCKa 110 PELEnTy.

OO0mmas xapakTepuCTHKa JEKapCTBEHHOTO Tpenapara [IeHTOKCH(MIIINH JTOCTYIIHA B €IMHOM PEecTpe
3apCrUuCTPUPOBAHHBIX JICKAPCTBCHHBLIX CPEACTB EBpaBHﬁCKOFO OKOHOMHYCCKOIO COr3a MW Ha
ounmansHOM caure YIIOJIJHOMOYEHHOT'O oprana (3xcnepTHOM OpraHH3aliN)
https://Ik.reqmed.ru/Register/EAEU_SmPC
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