COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 21.02 2025 N= 4870

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

[TenToxcudmmany, 20 Mr/mi1, KOHIEHTPAT 7S IPUTOTOBJICHUS pacTBOpa JIsl HH(PY3HA.

2. KAYECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByro111e€ BEIIECTBO: NEHTOKCU(DHUILIHH.

Kaxxnprit M KOHIIEHTpaTa Jis MPUTOTOBJICHUS pacTBopa s HHQY3ud coaepkut 20 wmr
MEHTOKCU(PMILITHHA.

Kaxxnas amiyna o6semom 5 mut comepkut 100 Mr neHTOKCHPUILTHHA.

BcnomoraTenbHble BelecTBa, HaJMYKWe KOTOPBIX HAJ0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: Hatpui (cM. pazzaen 4.4.).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEJIECH B paseie 6.1.

3. JEKAPCTBEHHAS ®OPMA
KoHneHTpar ans npuroToBiIeHUs pacTBopa sl UHQPY3HiA.

[Tpo3paunast GecrBETHAS WK C JKEITOBATHIM OTTCHKOM JKUIKOCTD.

4. KIMHUYECKHUE JJAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Tpenapat [leHTOKCH(UIUIMH TOKa3aH K IPUMEHEHHUIO Y B3POCTIBIX.

- OkKiIro3uoHHast ~ 00Je3Hb  nepudepudeckux  apTepuil  aTepOCKIEPOTHYECKOTO  WIIU
TabeTHYecKoro reHesa (HarpuMep, epeMeskaroIascs XpoMoTa, 1uabeTniyeckas aHrHoTmaTHs).

- Tpoduueckue HapymieHus (HanpuMmep, TpopuUuecKre A3Bbl TOJICHEH, TaHTPeHa).

- Hapymenust Mo3roBoro kpoBooOpaiieHus (TocaeACTBUS 1epeOpabHOTO aTepOCKIepo3a, Kak,
Hanmpumep, CHHXKXCHUC KOHIOCHTpAIlMM BHUMAHHWA, TOJOBOKPYXCHUC, YXYAUICHUC HaMfITI/I),
UIIEMUYECKHE U MOCTUHCYIBTHBIE COCTOSHUSI.

- Hapymienust kpoBooOpaliieHus B CeT4aToi M COCyAUCTON 000I0UKE II1a3a.

- OTOoCKIIepo3, JereHepaTHBHBIE W3MEHEHH Ha ()OHE TATOJIOTHH COCYIOB BHYTPEHHETO yxa U
CHWKEHHUA CllyXa.

4.2. Pe:kum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUsI

Pexum go3upoBaHus

Jlo3a u crioco6 nmpuMeHeHUsI OTIPEAEIIAI0TCA TSHKECThIO HapyILIEHU I KpOBOOOpAIeHHs], a TAKkKe Ha
OCHOBE MHJMBHIyaJIbHOM MEPEeHOCMMOCTH Tpemnapara. J[03MpoBKa yCTaHABIMBAEeTCS BpauoM B
COOTBETCTBUH C UHANBUAYAIbHBIMUA OCOOCHHOCTSIMU MAIMEHTA.

O6pbrunas go3a cocrasisier oT 100 mr 1o 600 mr nmpenapara, pazseaennas B 250 mur winu 500 mi

0,9 % pacTtBopa HaTpusa xyopuaa win pacrsopa Punrepa, 1 unm 2 pasza B CyTKu.
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CoBMecTUMOCTh C OpYrMMH HH(Y3UOHHBIMU aCTBODéQII/TI:IE(;I%EH%E%E%TECEJ&Z{BIHILHO;

UCTIOJIB30BaTh MOXKHO TOJIBKO MPO3PAYHbIE PACTBOPHI.
100 mr mpemapara IIeHTOKCH(HMIUIMH TOJHKHBI BBOJUTHCS, MO MEHBUIEH Mepe, B TEUYCHHE
60 MUHYT.

JononuurenbHo K MH(Y3MOHHOW Tepamuu MOKHO Ha3HayaTh NMEHTOKCU(MWIUIMH JJIs MpHeMa
BHYTpPb. IIpu 3TOM 00mI1ast cyTouHas 7033 NEeHTOKCH(PUIUTMHA (BHYTpUBEHHAS UH(Y3US + npueM
BHYTPb) HE JI0JKHA npeBbimaTh 1200 mr.

B 3aBucuMocTH OT CONYTCTBYIOLIMX 3a0oiieBaHMil (HampuMep, XpOHHUYECKas cepiaeyHas
HEJO0CTATOYHOCTh) MOXKET BO3HUKHYTh HEOOXOJAMMOCTh B YMEHBIIEHUH BBOJUMBIX 00beMOB. B
TaKUX CIy4asxX PEKOMEHYETCS MCIIOJIb30BaTh CIIEMUATBHBIA UH(Y3aTOp A KOHTPOIUPYEMOH
UHQY3HH.

B Gonee TspkenbIx ciiydasx, OCOOEHHO Y MAallMeHTOB C CUIBHBIMU OOJISIMH B MTOKOE, C TAHTPEHOMN
i Tpoduaeckumu si3Bamu (111-1V cranuu no knaccudukarun GoHTEHA) TOKa3aHa ITUTEIbHAS
BHYTpHBEHHass nHQY3us mpenapara B go3e 1200 mr B Teyenue 24 4acoB. DTy 103y MOXKHO
pa3genuTh Ha aBa WHQY3HOHHBIX BBeneHHs 1o 600 Mr, Kaxaoe W3 KOTOPBIX JOJKHO
MPOJOIKATHCA, IO KpaifHel mepe, B TeueHue 6 yacoB. [Ipu sToM MHAMBUAYaAIbHAS 1032 MOKET
ObITh paccuuTana no ¢opmyie: 0,6 Mr NEHTOKCU(UIUIMHA Ha KI' Macchl Tena B yac. CyTouHas
71033, TOJCUMTAHHAs TakuM o00pa3om, Oyaer coctaBisaTh 1000 Mr mneHTOKCUWIUTMHA s
nanuenTta ¢ Maccoit tena 70 kr u 1150 mMr nenToxkcudruHa 714 aluenTa ¢ Maccoit tena 80 Kr.
ITpu nopepxuBaroniel Tepanuy NepexoasT Ha MpUeM NeHTOKCU(PHUIUINHA BHYTPb.

Oco0bIe I'pynnbl DaMCHTOB

THayuenmor nodcunozo 6o3pacma

Y MOXKUITBIX MAIIMEHTOB MOXKET MOTPEOOBATHCS YMEHBIIIEHUE 0361 (TOBBIIIIEHNE OMOOCTYTHOCTH
Y CHIDKCHHE CKOPOCTH BBIBEJICHUS).

Tayuenmoi ¢ Hapywenuem yHkyuu novex

[TatimeHTaM C TOYEYHON HEJTOCTAaTOYHOCTHIO (KIUpEHC KpearmHWHa MeHee 30 MII/MUH)
He00X0IMMO CHU3UTH J103UpoBKY Ha 30-50 %, 94To 3aBHCHT OT MHIUBHIyATbHOM MTEPECHOCUMOCTH
npernapara rnaueHTOM.

Tayuenmoi ¢ HapyweHuem hyHKyuu nevyeHu

YMeHblIeHHe 103bl, C YYETOM MHAUBUAYAIbHON NEPEHOCUMOCTH, HEOOXOAUMO y MAIEHTOB C
TSDKETTBIMU HapYIICHHEMH (DYHKITUH ITeYCHHU.

Tayuenmoi ¢ HUSKUM apmepuanrbHuiM 0asleHUem

Jleuenne MOXeT OBITh HA4YaTO MaJbIMHU JI03aMH Y MAlUEHTOB C HU3KUM apTepUATbHBIM
JTaBJICHUEM, a TaK)Ke Y NAllMEHTOB, HAXOIAIIMXCS B IPYIIE PUCKA BBUIY BO3MOXKHOIO CHUKECHUS

apTepUaIbHOTO JaBJICHHs (TTAIMEHTHI C TSHKEoW (HopMOM UIIeMUYecKoi 00JIe3HU cepala UiTu ¢
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O DBA HOCTE Q002
TEMOJMHAMHNYECKHU 3HAYMMBIMU CTECHO3aMH COCYIOB Fdﬂ%BHO;g'%fbgf‘a{%_lg ' 'cEv'ti'él;Ix"z'Ima

MOJKET OBITh YBEITUYCHA TOJIBLKO MTOCTEIIEHHO.

eTH
be3onacHocTh 1 3¢ dekTruBHOCTH npenapata [lenTrokcubumumH y netei B Bo3pacrte ot 0 10 18 et
Ha JIaHHBII MOMEHT HE YCTaHOBJICHBI.

Cnooco0 nnpuMeHeHus

BnyTtpusenHo.

4.3. IIlpoTUBONOKA3aAHHS

- ['unep4yyBCTBUTENBHOCT, K MEHTOKCU(DUIUIMHY, APYTUM METHJIKCAHTHMHAM WU JIIOOOMY W3
BCIIOMOTaTeJIbHBIX BEIIECTB, IEPEUNCICHHBIX B pasjaene 6.1.

- MaccuBHBIC KPOBOTCUCHUS (PUCK YCHIICHUSI KPOBOTCUCHUS).

- O0GmMpHBIE KPOBOU3IUSHUS B CETYATYIO 000JIOUKY TJ1a3a (PUCK YCHUIICHUSI KPOBOTCUCHHUS).

- KpoBousnusiHus B TOJIOBHOM MO3T.

- OcTpeiii HHGAPKT MUOKAp/A.

- Bospacr no 18 ner.

- bepemenHOCTh (HEIOCTATOYHO JTaHHBIX) (CM. pa3zen 4.6.).

- [lepuon rpyHOTO BCKapMIUBaHUs (HEIOCTATOYHO JaHHBIX) (CM. pasnen 4.6.).

4.4. OcoOble yKka3aHus ¥ MepPbI MPEeT0CTOPOKHOCTH NP MPUMEHEHUH

C 0CTOPOKHOCTEIO

- TSDKEJIble HapyLIeHUsl pUuTMa cepaua (pUCK yXyIIIeHUs: apUTMHHN);

- apTepHajbHas TUNOTEH3Us (PUCK JaJbHEUIIEr0 CHIDKEHUS apTepUalbHOTO JIaBJICHUS,
cm. pazzen 4.2.);

- BBICOKWH PUCK CHIDKEHHS apTEPUATBHOTO JIABJICHUS (B TOM YHCIIE, IPU TSDKEJION HIIeMUYEeCKON
00J1€3HM cep/lia WK TeMOIMHAMUUYECKH 3HAYMMBIX CTEHO3aX COCYI0B F'OJIOBHOT'O MO3Ta);

- XpOHHUYECKas cepJieuHasi HeJOCTaTOYHOCTb;

- HapyuieHuss QyHKUUU MoYeK (KJIMpeHc KpeaTMHHHa MeHee 30 MiI/MHH) (PUCK KyMYJISILUU U
MOBBIIIEHHBIN PUCK Pa3BUTHS MOOOYHBIX 3P PeKToB, cM. paszen 4.2.);

- TsDKeJble HapylleHHs (QYHKIMU MeYeHH (PUCK KyMYJISIMM M MOBBIIIEHHBIH PUCK MOOOYHBIX
¢ dekToB, cM. paznen 4.2.);

- HE/IaBHO TTEPEHECCHHBIE OTIEPATUBHBIC BMEIIATEIbCTRA;

- TIOBBIICHHBI pPUCK pa3BUTHS KPOBOTCUCHHWH (HAmpuUMep, NpPHU HApYIICHUSX B CHCTEME
CBEpTHIBaHUS KPOBH (PUCK pa3BUTHUS 0oJiee TSHKEIBIX KPOBOTEUEHHI), CM. paznen 4.5.);

- O/JIHOBPEMEHHOE MPHUMEHEHHE C aHTHKOAryJsHTaMH (B TOM 4YHCIE, HENpsSMbIMU
aHTHKOAryJIssHTaMu [aHTaronucramu ButamuHa KJ]) (cm. pasmen 4.5.);

- OJIHOBPEMEHHOE TNPHUMEHECHHE C HHTHOWTOpPAMH arperamud TPOMOOIMTOB (KJIOMHIOTPET,
3
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POTHBOBOCHIATIMTEIBHBIC CPECTBA [KPOME CEJICKTHBHBIX WHIMOMTOPOB IMKIOOKCHUTEHA3bI-2],
Al TUJICATMIIMIIOBAsT KUCIIOTA, TUKJIOHMINH, JUIUpUIaMon) (cM. paszaen 4.5.);

- OJHOBPEMECHHOEC TMPUMECHEHHUE C THIOTJIMKEMHYSCKIMH CpPEICTBaMU (MHCYJIUHOM U
THITOTJIMKEMHYECKUMU CPEJICTBAMH JIJIs TpreMa BHYTpb) (cM. pasnen 4.5.);

- OJIHOBPEMECHHOE ITPUMEHEHHE ¢ IUITPODIOKCAIITHOM (CM. pasjen 4.5.);

- OJIHOBPEMECHHOEC MTPUMEHEHHE ¢ TCOQMLIMHOM (CM. pazjen 4.5.).

Oco0ble yKazaHus

JleueHwue ciieayeT MPOBOAUTH IO KOHTPOJIEM apTePUATLHOTO AaBIICHHS.

Y manueHToB ¢ caXxapHbIM JUabeTOM, TPUHUMAIOIIUX TUITOTIIMKEMUYECKIE CPEICTBA, HA3HAYCHUE
OONBIIMX J103 TEHTOKCU(WIUIMHA MOXET BBI3BAaTh BBIPAKEHHYIO THUIOTIHKEMHUIO (MOXET
noTpe0OBaThCSl KOPPEKIUS JI03 TUMOTIMKEMUYECKHX CPEIICTB M MPOBEACHUE TIIMKEMUYECKOTO
KOHTPOJIS).

[Ipy mpuMeHEHUW OJHOBPEMEHHO C AHTHKOAryJITHTaMH HEOOXOIUM KOHTpPOJb TOKa3aTeliel
CBEPTHIBAHUS KPOBH.

VY manueHToB, MEpEeHeCIInX HEeIaBHO OMEepaTUBHOE BMEIIATENBCTBO, HEOOXOIUM PETyIIsSpHBIN
KOHTPOJIb TEMOTJIOONHA U TEMAaTOKPHTA.

[TarueHTaM ¢ HU3KUM M HECTAOWJILHBIM apTepHAIbHBIM JABICHHEM, a TAKKE y TAIMCHTOB C
BBIPQXCHHBIM aTEPOCKIIEPO30M KOPOHAPHBIX W/WIIN IepeOpaIbHBIX apTepuid, T.K. B MOCIICTHEM
clly4ae TOTIOJHUTENIbHOE CHIDKEHUE apTepHalIbHOTO AABJICHUS MOXKET MPUBOAUTD K YXYIIICHHIO
KPOBOCHA0XKEHHUS Cep/illa U/UIM MO3ra, He0OX0IMMO YMEHBIIIUTH J03Y Ipernapara.

Y MOKHITBIX TTAIUEHTOB MOXKET MOTPEOOBATHCSI YMEHBIIICHHUE JT036I (TIOBBIIICHNE OMO0IOCTYITHOCTH
Y CHIDKCHUE CKOPOCTH BBIBEJICHHS ).

bezonacHocTh 1 3 (HEeKTUBHOCTh MEHTOKCU(DUIUINHA Y JETe U3yUeHbl HEOCTATOYHO.

Kypenue MoxkeT CHIKATh TEpareBTUYECKY0 3P PEeKTUBHOCTH MIpemnapara.

CoOBMeECTUMOCTh PAacTBOPA NMEHTOKCU(PIIIINHA C IPYTUMHU HH(DY3MOHHBIMU PACTBOPAMH CIICAYET
MPOBEPATH B KAXKJIOM KOHKPETHOM CITydae.

[Tpu nmpoBeneHNH BHYTPUBEHHBIX HH(Y3HUI MAIMEHT JT0JDKEH HAXOAUTHCS B TIOJIOKEHUH JIeKa.

BcnomoraTensHbI€ BelllecTBa

JanHbIi npemapat conepkuT Menee 1 Mmons (23 mr) Hatpust Ha 20 Mr/mit, TO €CTh, IO CYTH, He
COJIEP’KUT HATPUS.
4.5. B3auMmopeiicTBHe ¢ JAPYrMMH JeKAPCTBEHHbIMH MNpenapaTaMu W JApyrue BH/bI
B3aMMOJEHCTBHA

['MnoTeH3UBHEIC IpEIapaThl

[TeHTOKCU(WILITNH NOBBIIIAET PUCK PA3BUTUS apTEPUATIbHOW TMIOTEH3UH MPU OJHOBPEMEHHOM
4
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IMPUMCHCHUHA C TUIIOTCH3MBHBIMU CD@I[CT]%ELH/I: =l EJ(EQ‘I%II%, HOC Lﬁ%%‘lbpbl

aHTHoTeH3WHNpeBpaniaromniero gepmenta (AIID)) wim ApyruMu JTeKapCTBEHHBIMH CPEJICTBAMH,
00J1a/1al0IMMHU TTOTCHITUAIBHBIM aHTHTUTIEPTEH3UBHBIM 3P PEKTOM (HalpuMep, HUTPATHI).

JlekapCcTBEHHBIEC IIpeHapaThl, BIMAIONIME HA CBEPTHIBAIONIYIO CHCTEMY KPOBH

[TeHTOKCUDWILIMH MOXKET YCHIIMBaTh JCHCTBUE JIGKAPCTBEHHBIX CPEICTB, BIMSAIONMX Ha
CBEPTHIBAIOIIYI0 CHUCTEMY KpOBH (NIPSMbIE M HENpPSIMbIE AHTUKOAryJSHTBI, TPOMOOJIMTHKH,
AHTUOMOTHUKH, TAaKKE KaK 1e(aroCIIOpUHbI).

[lpy  COBMECTHOM TIPUMCHEHUW TEHTOKCU(PWUIMHA W  HENPSIMBIX  aHTHKOATYJISTHTOB
(anTaronucTtoB BuUTamMMHa K) B MOCTMapKETHHIOBBIX HCCICIOBAHUSAX OTMEYAIKCh CIIydau
YCUJICHHS aHTHKOATYJISIHTHOTO JEHCTBHs (PUCK pa3BUTUs KpoBoTedeHuil). [losTomMy B Hauame
npremMa NMeHTOKCH(PHIUTMHA WIIM U3MEHEHHH €0 JI03bl PEKOMEHIyeTCsl KOHTPOJIHPOBATh CTETICHb
BBIPQKEHHOCTH AHTUKOATYJISHTHOTO JICHCTBHSI Yy TAIMEHTOB, NPUHUMAKOIIUX JTaHHYIO
KOMOHMHAIIMIO TMpenapaToB, HaNpuUMep, peryisapHbiii KoHTpoib MHO (MexmyHapoaHoe
HOPMaJIM30BaHHOE OTHOILIEHUE).

Keroposak

[lpy OJHOBpPEMEHHOM NPUMEHCHHH IEHTOKCU(WILIMHA C KETOPOJIAKOM TIOBBIIIACTCS PHUCK
KPOBOTEUCHHUH W/WIIN YIJTUHEHUS IPOTPOMOMHOBOTO BpeMeHU. COBMECTHOE Ha3HAUEHUE JJAHHBIX
npenapaToB HEXeIaTeIbHO.

[[umeTn e

[lumMeTuMH MOBBIIIAET KOHIIEHTPALIO IEHTOKCU(PHUIUIMHA U aKTUBHOTO MeTabonuTa I B miazme
KpPOBH (PUCK BO3HUKHOBEHUS TOOOYHBIX YPPEKTOB).

Jpyrue KCaHTHUHBI

CoBMecTHOE Ha3HAUYEHHUE C IPYTUMH KCAaHTUHAMHU MOJKET MPUBOJUTH K YPE3MEPHOMY HEPBHOMY
BO30YXJIEHUIO.
'MnornMKkeMuYecKkue mpenapaTbl (MHCYJIMH W THIOTVIMKEMHYECKHE Tpernaparsl JUls Opuema

BHYTPb )

I'mmornukemMmyeckoe }IeﬁCTBHe HWHCYJIMHA UJIU TUIIOTJTIMKEMHWYCCKUX CPCACTB IJId IMprueMa BHYTPb

MOJKET YCHIIMBATHCS MPH OJJHOBPEMEHHOM MPUMEHEHUH NEHTOKCU(DHITHHA (TTOBBIIIEHHBIA PUCK
pa3BuTUs TUNONMKeMuH). HeoOXoaum CTporuil KOHTPOJIb COCTOSHHUS TaKHX MAaIlUEHTOB,
BKJTFOYAs PETYJISIPHBIN TIMKEMUYECKUN KOHTPOJIb.

Teodummmn

Y HEKOTOpBIX MAIIMEHTOB MPU OJHOBPEMEHHOM MPUMEHEHUU MEHTOKCU(DUIUTMHA U TeOPUITHHA
OTMEUAeTCsl yBEIMYCHHE KOHIICHTpalMu Teo(hUUIMHA B KpPOBH. B manmpHednieM 3TO MOXKET

MPUBOJUTH K YBETMYCHUIO WU YCUJICHUIO IOOOYHBIX IEHCTBUH, CBSI3aHHBIX C TEOPUILITHHOM.
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(NOCNEOOBATENBLHOCTE 0002)

I[uopodiokcaug

Y HEKOTOpBIX TMAaIMEHTOB TMpPH OAHOBPEMEHHOM IPUMEHEHHH TEHTOKCHU(pUIUIIMHA U
unpodIoKcalHa OTMEYaeTcsl yBeInueHNe KOHICHTPAlMK EHTOKCU(HIUIMHA B TJIa3Me KPOBHU.
B nanpHeiimemM 3T0 MOXET NPUBOAMTH K YBEJIMYEHUIO WM YCUJIEHHIO NMOOOUYHBIX AEHCTBHM,
CBSI3aHHBIX C IPUMEHEHUEM JJaHHOH KOMOMHALINY.

MHaruburopsl arperaiuu TpoMOOIIUTOB

[Ipy  OMHOBPEMEHHOM TIPUMEHEHWU TEHTOKCU(UIUIMHA C WHTHOMTOpaMU  arperanuu
TpoMOOIIUTOB  (Kjiomumorpen, osntudubarua, THpodubaH, SMONPOCTEHON,  HIOMPOCT,
abuukcumab, anarpenua, HIIBIT (HecTeponaHbie IPOTHBOBOCIAIMTEIBHBIE MIPEMaparhl) [Kpome
CEJICKTUBHBIX MHTHOUTOPOB IIUKIOOKCUTECHA3bI-2], alleTHIICATUIIMIIOBAs KUCIO0Ta, TUKIIOMHUINH,
JTUTIAPUIAMOJT) BO3MOXKHO Pa3BUTHE MOTCHIIMAIIBHOTO J/IMTUBHOTO JICHCTBUSI, yBEITMYUBAIOIIETO
pUCK pa3BuUTUSl KpoBoTeueHus. [loaTomy wu3-3a pucka pa3BUTHS KPOBOTEUEHHUS CIEIYET C
OCTOPOKHOCTBIO TPUMEHSTh TMEHTOKCU(UIUIMH OJHOBPEMEHHO C BBIIICTIEPEUYUCTICHHBIMU
WHTUOUTOpAMU arperanuu TpoMOOIUTOB (CM. pasnen 4.4).

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JIAKTALHSA

bepemeHHOCTD

[Ipumenenne TeEHTOKCU(PUIUIMHA BO BpeMsi OEpEeMEHHOCTH MPOTHUBOIOKA3aHO  BBUAY
HEJI0OCTAaTOYHOCTH JaHHBIX 10 3 (HEKTUBHOCTH U 0€30MACHOCTH MPUMEHEHHS TTEHTOKCU(PIILITHHA
y OEpEeMEHHBIX MAI[UEHTOK.

JlakTanus

[TeHTOKCU(DWILITNH MPOHUKAET B TPYAHOE MOJIOKO B HE3HAYUTENbHBIX KOJTMYECTBAX.

[Ipu HEOOXOAUMOCTH TPUMEHEHHUS Tpernapara CIeAyeT MPEKpPaTUTh TPYJIHOE BCKAPMIIMBAHUE
(YuuTbIBasi OTCYTCTBHE ONbITa IPUMEHEHNS).

DepTUabHOCTD

JlaHHBIE OTCYTCTBYIOT.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeJCcTBaMU U padotath ¢
MeXaHUu3MaMHu

YuuTeiBass BO3MOXKHBIE HEKEJATeNIbHbIE pPEaKUUu (HampuMep, TOJIOBOKPYKEHHE), CIEeayeT
cOOJIIOJIaTh  OCTOPOXKHOCTh IpPH  YIPaBJIECHUM TPAHCIOPTHBIMU CPEICTBAMU M 3aHATHIX
MOTEHLIMAJIbHO OMACHBIMHM BHJIAMU JI€ATEIbHOCTH, TPEOYIOUIMMH MOBBIIIEHHOW KOHIEHTPALUU
BHHUMaHUs U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIHH.

4.8. Hexkenare/ibHbIE peaKUNU

PesroMme HexxenaTeabHBIX PEAKIIUT

YacToTa BO3MOKHBIX HEXKeEIaTeIIbHBIX peaKuHﬁ, NEPCUUCIICHHBIX HHWXEC, OINPCACIACTCA

CIeAyIoMM 00pa3oM: oueHb vacto (>1/10); wacto (>1/100, u <1/10); meuacto (>1/1000 wu
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<1/100); pemko (>1/10000 u <1/1000); odens peind’ (SHA0000): —HiTola | Retaedrna

(Ha OCHOBaHUM UMEIOLIMXCS JAHHBIX OLICHUTH HEBO3MOXKHO).

Hapywenus co cmoponst kposu u aumgamuueckoti cucmemsl

OueHb peako: TPOMOOLMUTONEHUS, TPOMOOLUTONIEHUYECKass MypIypa, arjacTHuecKas aHeMHs,
MAHLUUTOMNEHUS; PEKO: KPOBOTEUECHHUS (B T. Y. HOCOBBIE KPOBOTEUEHUS, KETYIAOUHO-KUIIIEYHbIE
KpPOBOTEUEHMsI, KPOBOTEUEHUsS] M3 MOYEBBIBOISIIMX NYTEM M Jp.); YacToTa HEU3BECTHA:
JIeHKONICHUS/HeUTpoTieHHs1, THO(UOPUHOT CHEMHSL.

Hapywenus co cmopomnvl ummynnoti cucmemvl

HeuacTo: peakuuy runepuyBCTBUTEIBHOCTH; OYEHb PEIKO: TSDKENbIE, MPOUCXOAAIINE B TEUCHHE
HECKOJIBKUX MUHYT I10CJI€ BBEACHUS IEHTOKCU(PUITNHA aHA(UIIAKTHUECKHE WM aHAPHIAKTOUIHbIE
peaknuu, otek KBunKe, OpoHX0ocna3M, aHadUIAaKTHYSCKHN TIOK.

Tcuxuueckue napywenus

Heuacro: noBbIieHHas: BO30YAUMOCTh, OECCOHHHUIIA; YaCTOTa HEM3BECTHA: TPEBOTA.

Hapywenus co cmoponwl nepsHoti cucmembl

Heuacro: ronoBokpykeHue, TpeMop, TOJIOBHas OO0JIb; OYEHb PEAKO: IMApecTe3usl, CyAOpOrH,
BHYTPUUYEPEITHOE KPOBOU3IHUSIHUE, ACENTHUECKUIT MEHUHTUT.

Hapywenus co cmoponwl opeana 3penus

Heuacro: HapyiieHne 3peHusi, KOHbIOHKTUBUT; OYE€Hb PE/IKO: KPOBOM3IIUSHUE B CETUATYIO 000JIOUKY
IJ1a3a, OTCJIOEHUE CETYaTON 000JIOUKH IJ1a3a; YaCTOTA HEU3BECTHA: CKOTOMA.

Hapywenus co cmoponwl cepoya

Hewacro: Hapyiienne purma cepana, TaxuKapaus; peaKo: CTEHOKapIus, ObIILIKA.

Hapywenus co cmoponsi cocyoos

Yacto: runepemus KoK JIMLIA; PEAKO: CHIKEHNE apTepHaIbHOTO JaBlIeH!s, Tepr(epuyecKrie OTeKH;
OUYEHb PEIIKO: TIOBBILIEHUE APTEPUATIBHOTO JABJICHMSL.

Kenyoouno-kuweunvie napyuienus

Yacro: TOmHOTA, PBOTA, B3AYTHE )KUBOTA, YyBCTBO TSKECTH B )KEITYIKE, IUAPEs; 4aCTOTA HEN3BECTHA!
KCepoCcTOMHUSI (CyXOCTh TIOJIOCTH pPTa), AaHOPEKCHs, 3alop, TulepcaauBalis (TOBBIIIEHHOE
CIIFOHOOT/IEJICHUE).

Hapywenus co cmoponsl nevenu u scenuesvbleooauux nymeu

OdeHb pelko: BHYTPUIIEYEHOYHBIHN X0JIECTA3, TIOBBIILIEHNE AKTUBHOCTH «TIEYEHOYHBIX)» TPAaHCAMHHA3;
YacTOTa HEM3BECTHA: TIOBBIIIICHNE aKTUBHOCTH I1IEIOUHOM (pocdarassbl.

Hapywenus co cmoponsl kodtcu 1 NOOKOMHCHBIX MKAHEL

Heuacto: kOXHBIA 3yJH, SpUTEMa, KpAallMBHULA, OYEHb PEIAKO: TOKCHUYECKHM HIUACPMAIbHBINA
Hekponn3, cuHApoM CrtrBeHca-/[>KOHCOHA, MOBBIIIEHHOE IOTOOTICIIEHUE; YacTOTa HEW3BECTHA:

KO>KHasl ChIIlb, ITIOBBIIIICHHAsA JIOMKOCTD HOI'TEH.
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Obwue Hapywenus u peakyuu 8 Mecme 68e0eHuUsl

Heuwacro: noBbliieHre TeMIiepaTyphl Tela.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0miate 0 MOA03peBaeMbIX HEXKENATeNIbHBIX pPEaKIUsSX I[OClie pPerucTpanuu
JIEKapCTBEHHOT'0 Tperapara ¢ 1elbio 00ecredeHns HemPepbIBHOIO MOHUTOPUHTA COOTHOILICHUS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOTrO Mpemnapara. MeAUIMHCKUM pPaOOTHUKAM PEKOMEHIyeTCs
coolmare 0 JOOBIX MOJ03PEBACMBIX HEKEJIATEIBHBIX PEaKIHIX JIEKAPCTBEHHOTO Iperapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIICHHS O HEXeNIaTeNbHbIX PeaKIUsIX rocydapCTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOI0 CO03a.

Poccniickas @enepanys

109012, r. Mocksa, CriaBsiHCKasl IIIomiaib, 1. 4, crpoenue 1

OenepanbHas ciryx0a 1mo Haa3opy B cdepe 3apaBooxpanenus (Poc3apaBuaazop)

Temn.: +7 800 550 99 03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMAITMOHHO-TEIEKOMMYHHUKAITHOHHON cetu «nTEepHET:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMnTOMBI

CnabocTh, TOJIOBOKPYKEHHE, BBIPAKEHHOE CHUKEHHE apTepUabHOIO JaBJIEHUS, TaXUKapaus,
COHJIMBOCTb, IIOTEpPs CO3HAHMS, TOHMKO-KJIOHHMYECKHE CYyIOpOTH, IOBBIIICHHAs HEpBHAs
BO30YyAMMOCTb, TUIEpTEpMUs, apedaeKcHs, MPU3HAKU >KEJyI0YHO-KHILIEYHOTO KPOBOTEUCHMS
(pBOTa THIA «KOPEHHOMN TyIIN»).

Jleuenune

CuMnToMaTHuYeCKOe, HalpaBIeHHOE Ha TMOoiJepkKaHue (DyHKIUHM JbIXaHUS U apTepHaIbHOIo
nasieHust. Cyjoporu KynupyroT BBEACHHEM Jua3enama.

[Ipy mosiBIEHUU TMEPBBIX MPU3HAKOB IEPEIO3UPOBKM HEMEIJIEHHO NPEKpallaloT BBEACHUE

npenapara. O6ecnednBaroT 601ee HU3KOE MOJI0KEHUE TOJIOBBI M BEPXHEH YacTH TYJIOBHIIIA.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYECKHE CBOICTBA

®dapmMakoTepaneBTUYECKas rpynna; nepudepruieckue Ba3ouiIaTaTopbl; IPOU3BOIHbIE TyPHUHA.
Koxg ATX: C04ADO03.

Mexannsm neiicTBus

[TeHTOKCU(DMILITNH — MPOU3BOAHOE KCAHTUHA. MeXaHU3M ero 1eHCTBUS CBsSI3aH C UHTMOUPOBaHUEM

dbochoandcTepasbl 1 HAKOIUICHHEM IMHUKIMYECKOTO afeHo3nHMOHO(ochaTa (TAM®D) B kieTkax
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FOOBATENBHOCTL 0002)

o o
IaIKOU MYCKYyJIaTyphl COCYd0B U (bopMeHHLIX J'IeMeHTaEl Kn'og

Oxka3piBast ci1aboe MHOTPOITHOE COCYAOpacCIIUpSIONIee ACHCTBHE, MEHTOKCU(UIUTMH HECKOJIBKO
YMEHbIIaeT o01ee neprudepruieckoe COCyIUCTOe COMPOTUBICHUE U HE3HAUYUTEIHHO PACIIHPSCT
KOPOHApHBIE COCY/IbI.

[TenTokcudumna obnagaer ci1abbIM TMOJOXKHUTEIBHBIM HHOTPOMHBIM 3(h(EKTOM Ha cepire.
Yayugmraer MUKPOIUPKYIISITHIO B 30HaX HAPYIICHHOTO KPOBOOOpAIIICHHUS.
Jledenue mpernapaToM MPHUBOIUT K YIYYIICHHIO CHUMITOMATHKA HAPYIICHHH MO3TOBOTO
KpOBOOOpAIICHHUS.

[Tpu OKKIIFO3HOHHBIX 3a00JIEBaHUSIX TEPUPEPUICCKUX apTEPUN PUMEHEHHE IEHTOKCU(PHIUTHHA
MPUBOJIUT K YIMHEHHUIO JAWCTAHIUU XOJHOBI, YCTPAHCHHIO HOYHBIX CYJOPOT B MKPOHOXKHBIX
MBILIIAX U UCYE3HOBEHUIO 00JIeH B IIOKOE.

dapmakognaamuyeckue d3PpHeKTol

[leHTOKCHOWUINH YMEHBIIAET BSI3KOCTh KPOBH W YJIYYIIae€T PEOJOTHYECKHE CBOMCTBA KPOBH
(TeKy4ecTb) 3a CUET:

- YIy4IIeHUs] HAPYUICHHOH JIe()OPMHUPYEMOCTH 3PUTPOLIUTOB;

- YMEHBIICHUS arperaii TPOMOOIIMTOB U SPUTPOLIUTOB;

- CHIDKEHUS KOHIEHTpaluuu GuOpHHOTEHa;

- CHU’KCHHUA aKTUBHOCTHU HCﬁKOHHTOB N YMCHBIICHUA aAT €3N HCﬁKOHHTOB K OHAOTCIINIO COCYI0B.

Knuanueckas 3¢ddekTuBHOCTE 1 0€30ITaCHOCTH

[TenToxkcupmiMH 067aaeT ClabbIM TOJOKHUTEIbHBIM HHOTPOMHBIM 3(@eKToM Ha cepale.
VYydmaer MUKPOLMPKYJISILUIO B 30Hax HapyLIEHHOT O KPOBOOOpAIIECHHUS.
JleueHue mnpenapaToM MNPUBOJUT K YIYUYIIEHUIO CHUMOTOMAaTHKHA HapyLIEHWH MO3rOBOIO
KpOBOOOpaIeHHUs.

[Tpy OKKIIFO3MOHHBIX 3a00JIeBaHUAX MepUPEPUUIECKUX apTepUil MPUMEHEHNE NEeHTOKCU(PHIUINHA
OPUBOJAUT K YJUIMHEHUIO JUCTAHIMU XOAbOBI, YCTPAHEHHIO HOYHBIX CYJOPOTI B MKPOHOXHBIX
MBIIIIAX U UCYE3HOBEHUIO 00JIEH B ITOKOE.

5.2. ®apmakoKUHEeTHYeCKHE CBOHCTBA

Pacnpenenenue

[TenroxcupminH umeet 6ombIoi 00beM pactipenenenus (168 1 nmocne 30-MuHyTHON HHDY3UH
200 mr) 1 BBICOKHH KIUpeHc, cocTapistomuii mpumepHo 4500—-5100 mu/muH. [lentokcndumimx
M €T0 METa0OJUTHI HE CBSI3BIBAIOTCS C OSIKaMU TUIa3MbI KPOBH.

Buorpancdopmarnus

[TeHTOKCUWIIMH WHTEHCUBHO METabONM3UpYyeTCsl B 3pUTpouuTax M neueHu. KoHIeHTpauus
OCHOBHOT'O aKTHBHOTO Metabonuta 1-(5-ruapokcurekcun)-3,7-auMeTHIKCaHTHHA (MeTaboauT 1)

B IJIa3M€ KPOBH B [IBa pasa NPEBLIIIACT KOHICHTPAIUIO UCXOJHOI'O HCHTOKCI/I(bI/IJ'IJ'II/IHa.
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Metabomutr | HaxomuTcs ¢ TEHTOKCU(DUIUTMHOM B 'EBB&M Eﬁgﬁgﬁ%%ﬁl %IQJ};I)KC-

paBHOBecuu. [1loaToMy neHTOKCHPHILTHH U MeTaboUT | paccMaTprBarOTCs BMECTE KaK aKTUBHAS
eauHMIA. BeaencTBrue 3Toro JOCTyMTHOCTh aKTUBHOM CyOCTaHIIMU 3HAYUTEITBFHO OOJIBIIIE.
DJIMMUHALMS

[Tepuoxa nmomyBbIBeIeHUS TEHTOKCU(UILTNHA TTOCIE BHYTPUBEHHOTO BBEJIEHUs cocTaBiseT 1,6 u.
[TeHTOKCH(MILTHH TOTHOCTHIO MeTabonu3upyercs u 6osee yem 90 % BBIBOAUTCS Yepe3 MOYKH B
(dhopMe HEKOHBIOTUPOBAHHBIX BOJAOPACTBOPUMBIX META0OIUTOB.

Oco0nIe I'pYHOIIbI TAIMEHTOB

Iloueunas nedocmamoyunocmo

VY manueHToB ¢ HapyHIeHUsIMHU (PYHKITUH ITOYEK BHIBEJICHHE META0OIUTOB 3aMeIIISIETCSI.
Ileuenounas nedocmamounocms

VY nauuMeHTOB ¢ HApYUICHUSMHU (YHKLUUHU MEYEHU NEepUo]| MOTYyBBIBEACHHS MEHTOKCU(UIINHA

YAJIIUHACTCA U a0CoJIIOTHAS 6I/IOIIOCTy1'IHOCTL YBCIIMUNBACTCA.

6. PAPMAIIEBTUUECKHE CBOMCTBA

6.1. Ilepeyenb BcnoMoOraTe/IbHBIX BellleCTB

Harpus xnopug

Harpus qurunpodocdar auruapar

1 M pactBOp HaTpus rTUAPOKCHUIA

Bopa s uabekuuin

6.2. HecoBMecTHMOCTDb

B cBs3u ¢ oTCcyTCTBHEM HCCIEAOBAHMN COBMECTHMOCTH JIaHHBIN JIEKAPCTBEHHBIM Ipenapar He
clelyeT CMEIIMBATh C APYTMMHU JIEKapCTBEHHBIMU IpenapaTaMu.

6.3. Cpok roqHocTH (CPOK XpaHeHus )

4 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUH

XpaHuTh Ipu Temneparype He Boime 25 °C.

6.5. XapakTep U cofep:KaHHe MePBUYHOI YIAKOBKH

ITo 5 Ma B ammynbl U3 MONMATUIEHA HU3KOM IIOTHOCTH Wi nojunponwieHa (Ilonuteucr) co
CKPYYHMBAIOIIAMCS KOJITAYKOM JIsl 0€3BITOJIBHOTO 3a00pa mpemapara.

ITo 5, 10, 20, 50 nm 100 ammys BMecTe ¢ MHCTPYKIMEH 110 IPUMEHEHUIO B ITaYKe U3 KapTOHA.
6.6. OcolOble Mepbl MNPEJOCTOPOKHOCTH MNPH  YHUYTOKEHHHM  HMCIOJbB30BAHHOIO
JICKAPCTBEHHOI0 MNpenapara WJIM OTXOA0B, TMOJYYEHHBIX IOcjde NPHMEHEeHHus!
JIEKapCTBEHHOI'0 Npenapara, ¥ Apyrue MaHuIyJIsiiiH ¢ penapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

10
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7. TIEPIKATEJb PETUCTPAIIMOHHOIO[YI0CTOBEPEHMS | =/ 1BHOCTS 0002)

Poccniickas @enepanys

00O «I'potekcy

195279, r. Cankt-IlerepOypr, MaaycTpuanbHblidl IpocHeKT, A. 71, kopr. 2, TuT. A
Tenedon: +7 812 385 47 87

Pakc: +7 812 385 47 88

DjekTpoHHas moyrta: grix@grotexmed.com

7.1. llpeancraBuTeib Aep:KaTesisi PeruCTPAIMOHHOTO YA0CTOBEPEeHUA

[Iperen3zun HOT]Z)C6PITCJ'ICI>1 HarpaBJIATH I10 aApCCy.

Poccniickas @enepanys

00O «I'potekcy

195279, r. Caukt-IlerepOypr, UHaycTpuanbHblil mpocnekT, 1. 71, kopm. 2, auT. A
Tenedon: +7 800 700 04 73

DnekTpoHHas modra: ccc@grotexmed.com

8. HOMEP PEIT'UCTPAHIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHON PETMCTPALIMUA (IIOATBEPXKJIEHHUA PETMCTPAIIMU,
NEPEPET'UCTPAILINN)

[lara nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA
OOmast  XapakTepUCTHKA JIeKapCTBEHHOro mpemnapara IIeHTOKCMGWUIMH JOCTyMHa Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAaLMOHHO-

KOMMYHUKaIMOHHOM cetn «uTepHe™» https://eec.eaeunion.org.
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