COOTBETCTEBYET 3KCMEPTHOMY OTYETY
ot 07.11.2024 N2 24584
OBIIAS XAPAKTEPHCTHKA JIEKAPCTBEHHOFOTPEHAPATA 1004)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Tpanexcamuk Menokemu, 100 Mr/mi1, pacTBOp [UIsi BHYTPUBEHHOTO BBEJICHHS.

2. KAYECTBEHHBINA U KOJTMYECTBEHHbBII COCTAB

JelicTByrolee BEUIECTBO: TPAHEKCAMOBAsL KUCIIOTA.

Kaxaplii Mi pacTBopa Juisi BHYTPUBEHHOro BBeJeHHs coaepxkur 100 mr TpaHekcamoBOM
KHCJIOTHI (B IIEPECUETE HA CYXO€ BEILIECTBO).

[TonHbIi epeueHb BCIIOMOTaTENIbHBIX BEIIECTB MPHUBEEH B pa3zaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
PactBOp 111 BHyTPUBEHHOT'O BBEJCHUS.
[Tpo3paunblii, GECBETHBIN PaCTBOP.

4. KIMHUYECKUE JAHHBIE

4.1 Iloxazanusi K NpUMEHEHUI0
Tpanekcamuk MenokemMu noka3aH K IPUMEHEHUIO y B3POCIbIX U JeTel oT 1 roaa.
[Ipodunaktuka U Je4eHHUE KPOBOTEUEHUM IPU CHUCTEMHBIX U JIOKAJIBHBIX HapyIIECHUAX
¢ubprHOIN3a, BKIIOYAs:
—  MEHOpparuu U METPOpparuu;
—  KEIyJJOYHO-KHUIIIEYHbIE KPOBOTCUCHMUS;
—  KPOBOTEYEHHs IOC]I€ XHUPYPIHMUYECKUX BMEILATENbCTB Ha IPEJCTATENbHOM Kene3e U
MOUEBBIBOIAIINX MYTAX;
—  KpOBOTEYEHHs IIPHU OINEPATHBHBIX BMEIIATENIBCTBAX B IIOJOCTH HOCA, pTa U IJIOTKH
(a1€HOUIPKTOMMUS], TOH3WIIKTOMUS, IKCTPAKIIHS 3y0a);
—  KpOBOTEYEHHUs NPU TOPAKAJIbHBIX, a0JIOMUHAIBHBIX U HMHBIX OOIIMPHBIX ONEPATUBHBIX
BMEUIATEIbCTBAX (B T. Y. IPU KapAUOXUPYPIUUECKUX OINEpalMsIX);
—  aKylIepCKO-TMHEKOJIOTUYECKUE  KpOBOT€UeHUuss (B T. Y. KPOBOTEUEHHUS NpPHU
TMHEKOJIOTHYECKUX ONIEPAaTUBHBIX BMEIIATEIbCTBAX );
—  KpOBOTEYEHMs, BbI3BaHHbIE NpPUMEHEHHEM (UOPUHOIUTUYECKUX JIEKaPCTBEHHBIX
CpPEICTB.

4.2 Pe:kuM 103MPOBAaHUS H CIIOCO0 NPUMeEHEeHU

PexxuMm no3upoBaHus

B3pocnvie nayuenmoi

MeHopparuu u MeTpopparuu, KenyJ0uHO-KuIIeyHble kKpoBoTedeHus: 500 Mr 2—3 pa3a B CyTKH C
MOMEHTA Pa3BUTUSI KPOBOTEUEHUS JJO €T0 OCTAHOBKH.

Jleuenne KpOBOTEUEHMM MOCIE XUPYPTHUUECKUX BMEIIATENICTB HAa MPEACTATENbHON JKeje3e U
MoueBbIBoAAIUX myTsAx: 1000 mr 3 pas3a B CyTKH C MOMEHTa pa3BUTUS KPOBOTEUEHHUS JO €ro
OCTaHOBKH.

[TpodunakTuka u JeueHne KPOBOTCUSHUH MPH OMEPATUBHBIX BMEIIATEILCTBAX B MOJOCTH HOCA,

pra u rnoTku: 10—15 Mr/kr Maccel Tena Kax/ple 6—8 4acoB 1O OCTAHOBKH KPOBOTEUCHHUSL.
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OTEPATUBHBIX BMEMIATEILCTBAX: 15 MI/KT Macchl Tela Kaxkaple 6—8 4YacoB /O OCTaHOBKHU
KPOBOTCUYCHHUS.

[TpoduakTuka u JeuyeHre KPOBOTECUEHUI NPU KapAUOXUPYPIHUECKUX ONEpaIHsIX: Harpy304Has
no3a 15 Mr/kr mocie MHAYKIUH aHECTE3MM 0 Hayala ONEepaTHBHOTO BMEIIATENbCTBA, 3aTEM
BHYTPHUBEHHAs! HH(Y3HUs CO CKOPOCTHIO 4,5 MI/Kr/4ac B T€UEHUE BCEU ONepannn; peKOMEHIyeTCs
BBECTH TPAHEKCAMOBYIO KUCIOTY B J103¢ 0,6 MI/KT B anmapar HCKYCCTBEHHOTO KPOBOOOpAIICHHS.
JleyeHne aKyIIEPCKO-TMHEKOJIOTUYECKUX KPOBOTEUEHUH (BKJIIOYash KPOBOTEUYCHHUS IIPH
THHEKOJIOTMYECKHX ONEPATUBHBIX BMEIIATEIBCTBAX): 15 MI/Kr Macchl Tena Kaxiple 6—8 4acoB C
MOMEHTA Pa3BUTHsI KPOBOTEUEHHS JI0 €r0 OCTAHOBKH.

JleueHne KpOBOTEYEHUH, BBI3BAHHBIX NPUMEHEHHUEM (UOPHHOIUTHYECKUX JIEKAPCTBEHHBIX
cpeact: 10 MI/Kr Maccel Tena Kakaple 6—8 4acoB ¢ MOMEHTA Pa3BUTHS KPOBOTEUCHHS JI0 €T0
OCTaHOBKH.

B cmydae HeoOxomuMocTH AMUTENbHON (Oonee 48 dWacoB) TIeMOCTATHYECKON Teparuu
PEKOMEHAYETCS TNPUMEHEHUE TMPEernapaToB TPAaHEKCAMOBOW KHCIOTHI B Ta0JIETHPOBAHHOM
JICKapCTBEHHOH (opme.

Oco0ble IPVIIILI TAIUEHTOB

Tlooicunvie nayuermol
Y NmanyeHTOB ITOKUIIOTO BO3pacTa IpHu OTCYTCTBUH MMOYCYHOM HCAOCTATOYHOCTU KOPPCKIHA
JO03bI HC Tpe6yeTc;1.

Ilayuenmul ¢ napywenuem ynkyuu nevenu

Koppekuuu 10361 He TpedyeTcs.

Tayuenmoi ¢ napywenuem hynkyuu novex
VY DanueHToB C JIETKUM W YMEPEHHbIM HapyLIIeHHEM BbLACIUTEIbHON (YHKIMHM TOYEK
HE00X0/1MMa KOPPEKLUs 1035l U KPATHOCTH BBEJICHUS TPAHEKCAMOBOM KUCIIOTHI:

KoHnuenTpanus Ckopoctb .
. Jlo3a TpanekcamMoBO Kparnocts
KpeaTHHHUHA B KITyOOUYKOBOM
KHCIIOTBI BBEJICHUS
CBIBOPOTKE KPOBHU ¢bunpTpanuu

120249 MKMOIB/T
(1,36-2,82 mr/mn)
250-500 MKMOIB/TT
(2,83-5,66 mr/mn)

60-89 ma/mMun/1,73m? | 15 Mr/kr Maccel Tena | 2 pasa B CyTKH

30-59 mn/mun/1,73m? | 15 Mr/kr maccel Tena | 1 pasa B CyTKH

eTu
Hetu crapie 1 rona ¥ MoaApoOCTKY.
OnbIT MpUMEHEHHs! MPEnapaToB TPAHEKCAMOBOM KHUCIIOTHI Y JeTel orpaHnueH. PekomeHnyemas
J03a  Tpenapata NpH  JIEYEHUH ~ KPOBOTEUEHHWH, OOYCIIOBIEHHBIX  JIOKAIbHBIM |
reHepaTN30BaHHbIM (PUOPUHOIN30M, cocTaBiseT 20 MI/KI/CyTKH.

Crooco0 nmpuMeHeHus

BHyTpUBEHHO KameiabHO MM CTPYMHO MeEIJIEHHO; CKopocTh BBeneHHs 50 mr/munH. Cuemyer
u30eraTh OBICTPOTO BHYTPUBEHHOT'O BBEACHU!
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e HEpa3BeACHHBIA pacTBOp TpaHekcaMoBOM KUCIOTHI (100 Mr/mi) BBOOUTCS CO CKOPOCTBIO
0,5 Ma/MuH;
e 1% pactBop (10 mMr/mi) MOXHO BBOAUTH CO CKOPOCTBhIO 5 Mu/mMuH (1 T TpaHekcamoOBOH
kucinoTsl B 100 M mHQY3HOHHOTO pacTBOpA).
WMHCTPYKIIMM TIO MPHUTOTOBJICHUIO JIGKAPCTBEHHOT'O Iperapara Mepea MPUMEHEHHEM CM. B
paznene 6.6.

4.3 IIlpoTuBONOKA3aHUSA

— l'unepuyBCTBUTENIBHOCTE K TPAaHEKCaMOBOM  KHCJIOTE WIM K  JoO0oMy U3
BCIIOMOTaTEIbHBIX BELIECTB, IEPEUNCIIEHHBIX B pa3zene 6.1;

— XpOHMYECKasl MOYeyHas HEeJOCTaTOYHOCTb, TSKEJIOW CTENEeHU (CKOPOCTh KIyOOUYKOBOM
¢unbTpanuu [CK®] menee 30 mr/mit/1,73 M2) B CBSI3M ¢ pUCKOM KYMYJISLIUH;

— BEHO3HBIH WJIM apTepUaIbHBII TPOMOO3 B HACTOAIIEE BpeMs WM B aHaMHE3e (Tpom003
NIyOOKUX BEH HOI, TpoMO03MOOJUs JIETOYHOW apTepuH, TPOMOO3 BHYTPUUEPEIHBIX
COCYJIOB U JIp.) TP HEBO3MOKHOCTH OJTHOBPEMEHHOW Tepaliy aHTHKOATYJISTHTAMH;

— (ubprHONM3 BCIENCTBUE KOAryJIONaTHH TOTPeOSeHHs (TUMOKOAryISIIUOHHAS CTaaus
CHHJIpOMa TUCCEMUHUPOBAHHOTO BHYTpUCOCYUCTOr0 cBepThiBanus [[IBC-cunapom]);

— CYyJIOpOTH B aHaMHE3¢;

— npuoOpeTEeHHOE HapYyILIEHUE [IBETOBOIO 3pEHMUS;

— cy0apaxHOUAaJIbHOE KPOBOU3IIUSAHUE (B CBA3U C PUCKOM Pa3BUTHUSL OTEKa MO3ra, UIIEMUHU
U MH(apKTa roJIOBHOIO MO3Tra);

— JIeYeHWE MEHOpparuii y MalueHTOK B Bo3pacTe muiaime 16 jer (OmbIT MpUMEHEHUs
OTCYTCTBYET).

4.4 OcoObIe yKka3aHusl 1 MepBbI NPEI0CTOPOKHOCTH NPH NPHUMEHEHHH
TpaHekcaMOBYIO KUCIOTY CAEAYET IPUMEHATH C OCTOPOKHOCTBIO B CASAYIOMUX CUTYAIMSIX:

— TeMarypus, BbI3BaHHAs 3a00JI€BaHUSIMU MTAPEHXUMBbI IOYEK, U KPOBOTEUEHHUS U3 BEPXHHUX
OTJENIOB  MOYEBBIBOJALIMX  MyTed  (PUCK  BTOPUYHOM  MEXaHMYECKOH  oOCTpyKuMU
MOYEBBIBOJIALINX MYyTeH CryCTKOM KPOBHU C pa3BUTHEM aHYPHH);

— TIAlMEHTHl C BBICOKUM PUCKOM Pa3BUTHUA TpombOo3a (TpoMO03MOOIMUEcKUue cOObITHS B
aHaMHe3€ WJIM CeMEHHBbIH aHaMHe3 TpoMO0odMOonYecKuX 3a0ojeBaHUl, BepUPHUIMPOBAHHBIN
JUarHo3 TpoMoodummnm);

— CHHJAPOM JIMCCEMUHUPOBAHHOTO BHYTpUCOCYIUCTOr0 cBepThiBanus [[IBC-cunapom];

— HaJM4Yue KPOBU B IOJIOCTAX, HAIIPUMED, B ILUIEBPAJIBHOM MOJIOCTH, MOJIOCTSIX CyCTaBOB U
MOUEBBIBOJIALINX MYTSX;

— TAlUEeHTKH, IPUHUMAIOIINE KOMOMHUPOBAHHBIE NIEPOPATILHBIE KOHTPALIETITUBLI (B CBSA3HU
C TOBBIIIEHHBIM PUCKOM BEHO3HBIX TPOMOOIMOOINYECKUX OCIOKHEHHH M apTepHUaibHbIX
TPOMOO30B);

— OJHOBpPEMEHHOEe MPUMEHEHHE IpenaparoB GakTopos cBepThiBanus kpos I, VIL, IX u X
B KOMOWHAIIMU [[IPOTPOMOMHOBOTO KOMIUIEKCA] WJIM aHTUUHTHOUTOPHOTO KOAryJsSHTHOTO
KOMILJIEKCa;

— TaIUeHTHl, MOJIyYaroiie Tepanuio aHTUKOATYISIHTaMH (OTIBIT MPUMEHEHUS OTpaHUYEH).
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PacTBOp TPaHEKCAMOBOM KHCIOTHI BBOAUTCS BHYTpUBeHHO odent Menlfeh

KHUCIIOTY HeJIb3sl BBOAUTH BHYTPHUMBIIIEYHO.
Cynoporu

Onucanpl cioydau CyJIOpOT, KOTOpPBIE aCCOIMUPOBAINCH C MPHUMEHEHHEM TPaHEKCaMOBOU
KHMCJIOTBL. Y IMAalMEeHTOB, KOTOPBIM IIPOBOJMIIACH ONEPALMS A0OPTOKOPOHAPHOTO LUIYHTUPOBAHUS,
CyJIOpOTH, B OOJBIIMHCTBE CIIY4aeB, Pa3BUBAINCH MIPH IPUMEHEHUU TPAHEKCAMOBOW KUCIIOTHI B
BBICOKHX J103aX. [Ipu mprMeHEeHHnHU npenapara B peKOMEHIYEMBIX J103aX YaCTOTa CYA0POr TocTe
oreparuu ObUIa TaKOH ke, KaK y MaleHTOB, HE TIOMyYaBIINX TPAHEKCAMOBYIO KHUCIIOTY.

Hapyviuenue 3peHus

IIpyn npUMEHEHUN TPAHEKCAMOBOM KUCJIOTHI BO3MOXKHO pa3BUTHE HAPYLICHUN 3pEHUsd, B T. 4.
HapylleHUEe LBETOBOro BocnpuAtHs. Ilepen HagasomM M B mpouecce UIMTEIbHOTO JICYCHUS
TPaHEKCAMOBOI KHCIIOTOH HEOOXOIMMO IPOBEACHHE OCMOTpa OKYNIHCTa (OCTpOTa 3pEeHHS,
LBETHOE 3peHME, I1a3Hoe JHO). [IpM BO3ZHMKHOBEHMM HApylIEHUIN 3peHus Ha (hoHE JeyeHus
HeoOXo1Ma OTMEHA Mperapara.

I'emarypus
[Ipenaparsl TpaHEKCAaMOBOW KHMCJIOTHI CIEAYET MPUMEHSITh C OCTOPOKHOCTBIO MPU T'e€MaTypHH,

BbI3BAaHHOI 3a00JIeBaHUSMU MAPEHXMMBI II0YEK, IIOCKOJIbKY B O3THUX YCIOBUSX 4YacTo
HaOJII0aeTCsl BHYTPUCOCYAMCTOE OCaxaeHHe (GuOpMHA, YTO MOXKET YCYr'yOuTh HOpa)xKeHUE
noyek. Kpome Toro, B ciy4asx MacCHBHOTO KpPOBOTEUEHHS JIOOOW 3THOJOTHHM W3 BEPXHHUX
MOYEBBIBOIALINX IMyTeH, aHTU(HUOPUHOIMTUYECKAs TEparusi MOBBIMIAET PUCK 0Opa3oBaHUs
CTYCTKOB KpPOBHM B IOYEYHOH JIOXaHKE W/MJIM MOYETOYHUKE U, COOTBETCTBEHHO, BTOPUYHOMN

MEXaHUYECKOM 0OCTPYKIIMN MOYEBBIBOAAIINX MyTEH U pa3BUTUS aHYPHUH.

TpomOosIMOOINYEeCKHE COOBITHS

Jo Havanma mpuUMEHEHHUs TPAHEKCAMOBOW KHUCJIOTHI CJIEIYeT MPUHSATH BO BHUMAHUE BO3MOKHBIC
(dakTopel pUCKa pa3BUTHS TPOMOOIMOOTUYECKUX OcCHoXHeHuH. [larmenTam, uMmeronmM B
aHaMHe3e TpOoMOOAIMOOIMUECKHE 3a00JIeBaHMs, WM TAI[M€HTaM C TOBBIIICHHOM 4YaCTOTOM
CIIy4aeB TPOMOOIMOOIMUECKUX COOBITUI B CEMEMHOM aHaMHe3€ (MalUeHThl C BBICOKUM PUCKOM
TpoMOO(MIINK) TpaHEKcaMoBasi KUCJIOTa B BHUJIE PACTBOPA JUIsl MHBEKIMH JOJKHA Ha3HAYaThCs
TOJIBKO TIO CTPOTMM MEAMIIMHCKHM IOKa3aHHUAM IOCJE KOHCYJbTAallUU CO CIEHHUAIUCTOM IO
remocrazy. IIpumeHeHue mnpenapara y TakKMX MallMEHTOB JOJDKHO OCYIIECTBISTHCS IOJ
THIATETHHBIM MEIUIIMHCKUM HAOIOICHUEM.

TpaHekcaMOBYIO KHUCIIOTY CIEAYeT C OCTOPOKHOCTHbIO MPUMEHSAThH Yy MAlMEHTOB, MOJIYYarolInX
nepopajgbHble KOHTPALIETITUBEI, BCJIEACTBHE MOBBIILIEHHOTO PUCKa TpOMOO03a.

D¢ bheKTUBHOCT, W 0€30MaCHOCTh TMpenapaToB TPAHEKCAMOBOW KHCIOTHI TIPH  JICUCHUU
MEHOpparuy y ManueHToK Miiaauie 16 JieT He yCTaHOBJICHBI.

CHHAPOM AMCCEMHUHHPOBAHHOI'O BHYTPHUCOCYANCTOrO cBepThIBaHMs kKposu (JABC-cuanpom)

[TpuMeHeHne TpaHEKCAMOBOW KUCIJIOTHI y maiueHToB ¢ JIBC-cunapoM B OOJBIIMHCTBE CIy4aeB
IPOTHBOIOKA3aHO. TpaHeKkcaMoBasi KUCIOTa MOXKET ObITh Ha3HAU€Ha TAKUM IallMEHTaM TOJIbKO
B CclOyyae, €cid y T[alUeHTa MMEIOTCS CHUMOTOMBI  IpeoOjajaHus  aKTUBAILUH
(UOPHUHONUTHYECKON CUCTEMBI C OCTPHIM CHUJIBHBIM KPOBOTEUYEHHEM. B Takumx OCTpBIX ciydasx
OJTHOKPATHOTO BBEJEHHS TPAaHEKCAaMOBOM KHCIOTHI B J03€ 1 I yacTo OBIBaeT JOCTATOYHO IS
IpeKpaleHuss KpoBoTeueHusa. HazHauenuwe tpaHekcamoBoi kucinotrsl npu [IBC-cunapome

4
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00cCIIeZIOBaHUS U MOCTIE OIIEHKH ATHX JaHHBIX CHEIUATHCTOM.

B cBsi31 ¢ OTCYTCTBHEM aI€KBAaTHBIX KIMHUYECKUX MCCIIEJOBAHUH, OTHOBPEMEHHOE ITPUMEHEHHE
IpenapaToB TPAHEKCAMOBOM KHCIIOTHI C AHTHKOATYJISIHTAMH JIOJDKHO OCYIIECTBISTBHCS O]
TIIATEIbHBIM HAOJIIOJICHUEM CIEIMAIICTa, MMEIOLIETO OIBIT JICUSHHUs] HAPYIICHUH CBEPTHIBAHUS
KPOBH.

4.5 B3aumoaeiicTBHe ¢ JPYIMMH JIEKAPCTBEHHBIMHM MpenapaTaMd W Jpyrue BHIbI
B3anUMO/IelicTBUS

CrienuanpHbple  KIMHUYECKUE WCCIICAOBAHUS, TOCBSIICHHBIE W3YUYEHHUIO B3aMMOACHCTBHMA
TPaHEKCAMOBOM KHCIIOTHI C IPYTMMH JIEKAPCTBEHHBIMU CPEACTBAMU, HE TIPOBOMIINCE.
TpanekcamoBasi ~ KHCJIOTa  TPEMATCTBYeT  pa3Butuio  (hapmakosorumueckoro  3ddexra
¢ubpuHONMUTHIECKUX (TPOMOOTUTHYECKHX ) IPETIAPATOB.

KomOuHupoBaHHbIE  MEpOpaibHBIE  KOHTPALENTHBBl  YBEIMYUBAIOT  PUCK  BEHO3HBIX
TPOMOOIMOOIMYECKUX OCIOKHEHUH U apTepHalbHBIX TPOMOO30B (B YaCTHOCTH, HIIEMHYECKOTO
UHCYJIbTAa ¥ WH(papkTa MUOKapaa). OmbIT MPUMEHEHUS TPAaHEKCAMOBOW KHUCIIOTHI y KCHIIHH,
NPUHUMAIOIIUX KOMOWHUPOBAHHBIE IMEPOPATbHBIE KOHTPALENTHBBI, OTCYTCTBYET. [1OCKOIBKY
TpaHEKCaMoBass KHCJIOTa o0iamaeT aHTUGUOPUHOIUTHICCKUM 3((EKTOM, OTHOBPEMEHHOE
NpUMEHEHHEe ¢ KOMOMHHUPOBAaHHBIMH MNEPOPATBHBIMH KOHTPALENTHBAMU MOXET IMPHUBECTH K
JIOTIOJTHUTEIILHOMY TIOBBIIIEHUIO PUCKA TPOMOOTHYECKUX OCIIOKHEHHIA.

OnHOBpEeMEHHOE PUMEHEHNE TPAHEKCAMOBOW KHCIIOTHI C MperaparaMu (aKTOPOB CBEPTHIBAHUS
kposu 11, VII, IX u X B koMOMHAINHU [TpOTPOMOMHOBEIM KOMIUIEKCOM | MJIM @HTUMHTUOUTOPHBIM
KOAryJsTHTHBIM KOMIUIEKCOM ITOBBIIIAET PUCK Pa3BUTHS TPoMOoO3a.

Bo3MOXHO TmOBBIIEHHE pHUCKAa TPOMOOTHYECKHX OCJIOKHEHUH (B YacTHOCTH, HHQapKTa
MHOKap/ia)  TpH  OJHOBPEMEHHOM  TNPUMEHEHHUH  TPAaHEKCAaMOBOM  KHCIOTHI €
THJIPOXJIOPOTHA3UIOM, JECMOIPECCHHOM, aMIHUIMUTMHOM-CYIh0aKTaMOM, PaHUTHIMHOM H
HUTPOTJIALIEPUHOM.

[lpr codeTaHHOM MPHUMEHEHHH C TE€MOCTATHUECKUMH TMperapaTaMd BO3MOXHA AaKTHBAIIWS

TpoMO00Opa30BaHus.

4.6 ®epTUIBLHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD
B noximMHMYECKHMX WMCCIIENOBAaHUSIX TpaHEKCaMoOBash KHCJIOTa HE OKasbIiBaja TEpaTOTreHHOTO

BO3JCHCTBUSA. AJIEKBaTHbIE M CTPOTO KOHTPOJHUpPYEMble HCCIeNOBaHUs 3(PPEKTUBHOCTH U
0e30MacHOCTH MPHUMEHEHUs MpernapaToB TPAHEKCAMOBOM KHCIOTHI y OepeMEeHHBIX He
MIPOBOMINCE. TpaHekcaMoBas KHCIIOTa MPOHUKAET 4epe3 IUIALEHTY M MOXKET COJAEpKaThbCs B
MyTIOBUHHOM KPOBU B KOHIIEHTPALH, OJIM3KOI K MAaTEPUHCKOM.

[TockonpKy HccnenoBaHUs PENPOIYKTUBHOW (YHKIMM Y JKUBOTHBIX HE BCErJa IO3BOJISIOT
IIPEACKa3aTh PEaKIUU Yy 4YEJIOBEKAa, TPAHEKCAMOBYIO KHUCIOTY CIEAYyeT IPUMEHATH BO BpeMs
OepeMEHHOCTH TOJIBKO B Cllyyae KpaifHel He00X0IMMOCTH.

JlakTanus
TpanexkcaMoBasi KMCJIOTa IPOHUKAET B TPYIHOE MOJIOKO (KOHIIEHTpALMs IMperapaTa B MOJOKE

cocTraBiusieT OKoio 1 % OT KOHUEHTpauuu B IIIa3M€ KpoBH MarepH). Paseurtue
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co0Ir0aaTh OCTOPOYKHOCTD IIPU IPUMEHEHUH TPAHEKCAMOBOM KUCJIOTHl Y KOPMSLIUX MaTEPEH.

DdepTUabHOCTD

OTtcyTcTBYeT HHPOPMALIUS 110 BIMSHUIO TPAHEKCAMOBOW KUCIIOTHI HA (DEPTUIBLHOCTh MYXUUH U

JKCHIIMUH.

4.7 BumnsiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMHM M PadoTaTh ¢
MeXaHUu3MaMH

CriocoOHOCTh TPAaHEKCAMOBOHM KHCIIOTHI BIMATH Ha CKOPOCTh ICHUXOMOTOPHBIX PEaKUUil M Ha
CIIOCOOHOCTh YIpPaBJISITh TPAHCHOPTHBIMU WJIM JIPYTMMHM MEXAaHUYECKHMMM CpEACTBAMU HE
u3ydanach. TpaHekcaMoBasi KHUCIOTAa MOKET BbI3bIBaTh T'OJIOBOKPYXEHUE M HApPYLIECHUS 3pEHUs
U, COOTBETCTBEHHO, MOXXET BJIHATH Ha CHOCOOHOCTh 3aHUMATHCS IMOTEHIMAIBHO OMACHBIMU
BUJAMHU JESITEIHHOCTH, TPEOYIOUIMMH ITOBBIIICHHON KOHLEHTpAIlMM BHUMAHUS U OBICTPOTEHI

IICUXOMOTOPHBIX PEAKIUH.
4.8 HexkesaTeJIbHbIe peaKIuu

Tabauunoe PE3I0OME HEXKENATCIILHBIX PEAKIUI

HpeIlCTaBJIeHHI)IC HWKC OAHHBIC I10 HEKCIATCIBbHBIM PCAKIHAM IMOJTYYCHbBI M3 KIMHHUYCCKHUX
WCCIICIOBAaHUI M W3 CHOHTAHHBIX COOOIICHWH M KIaCCU(UIIMPOBAHBI MO CHCTEMHO-OPTaHHBIM
KJaccaM M 4YacTOT€ BO3HHKHOBEHHS. YacToTa BO3HHMKHOBEHHS HEKENIATEIBHBIX PEeaKIui
ompenensyiach B COOTBETCTBMM ¢  Kiaccudukamumeid  Bceemupnoit  OpraHuzanuu
3npaBooxpaneHus: oueHb yacto (> 1/10); gacto (ot > 1/100 mo < 1/10); mewacro (ot > 1/1000
no < 1/100); penko (ot > 1/10000 mo <1/1000); ouens peaxo (< 1/10000) mmam wyactota

HEW3BeCTHA (HE MOXKET OBITh MOJCYMTaHA HA OCHOBAaHWY MUMEIOIIMXCS TAHHBIX).

CucreMHO-OpPraHHbIi Yacrora He:xenareabHbiid 3 pext
KJ1acce
Hapymenust co ctoponsl | OueHb peako Peakiuy runepuyBCTBUTENBHOCTH, B T. Y.
MMMYHHOH CUCTEMBI aHa(UIAKTUYECKUH 1IOK.
Hapyenus co croponsr | Penko I'onoBokpysxenue, cynoporu (cm. paszzuen 4.3
HEPBHOU CUCTEMBI u4.4).
Hapymenns co croponsr | Penko Hapyenus 3penus, B T. 4. HapylIeHUE
opraHa 3peHus LIBETOBOT'O BOCIIPUSTHSI, TPOMOO3 COCY/I0B
CETYATKHU.
Hapymenust co ctoponsl | OueHb peako ApTtepuanbHble U BEHO3HbIE TPOMOO3BI
COCYZIOB Pa3IMYHOM JIOKAJIU3ALIUHY;




COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 07.11.2024 N= 24584

CHCTEeMHO-0pPraHHbIi Yacrora 'n'ﬁeﬂé%‘%ﬁgﬂ%%&re 3 U004
KJIace
YacroTa Octpelii  wH(papKT MHOKapnaa, TpomMOO3
Hen3BecTHa (Ha 1epeOpanbHbIX apTepuid, TPOMOO3 COHHBIX
OCHOBaHUU apTepHii, UHCYIbT, TPOoMOO3 IIyOOKHUX BEH
HUMEIOLTUXCS HOT, TpOMOOAMOOIHS JIErOYHON apTepHH,
JAHHBIX OLEHUTH | TPOMOO3 TOYEYHOU apTepuu C Pa3BUTHEM
HEBO3MOKHO) KOPTHKAJIBHOT'O HEKPO3a U OCTPOI MOYEYHOU
HEJ0CTaTOYHOCTH, OKKJTIO3US aopTo-
KOPOHApHOI0 IIyHTa, TPoMO03 IEHTpaIbHOU
apTepHH U BEHbI CETYATKHU.
XKenynouHo-kuieuHbIe Yacro TomHoTa, pBOTa, MTUapes (CUMITOMBI
HapyILICHUS MIPOXOJIAT MPU CHIXKEHUU J03bI).
Hapymenus co croponst | Penko KoxHble annepruveckue peakiuu, B T. 4.
KOXH U MOJKOKHBIX AINIEPTUYECKUl IepMaTHuT.
TKaHen
eTH

IIEICTOTEI, BHUA U TAXKCCTb HCKCIIATCIIbHBIX peaKHI/Iﬁ y z[eTeﬁ " B3POCJIbIX OAWMHAKOBEI.

COO6H_I€HI/IC O IMpeAIojgaracMbixX MOOOYHBIX PCAKIIUAX

Baxuo COO6H_[aTb O IMOAO03PECBACMBIX HECKCIIATCIIbHBIX PCAKIUAX ITOCJIC pEruCTpaluu Iperapara
C ILOCIbIO o0ecrieyeHus HECTIPEPLIBHOI'O MOHUTOPHUHI'A COOTHOHICHUSA «I10JIb3a — PHCK»
JICKApCTBCHHOT'O IIpCriapara. MCI[I/II_II/IHCKI/IM pa6OTHI/IKaM PCKOMCHAYCTCS COO6I_I_IaTB 0 JIO0BIX
MoAO3pCBACMbIX HCKCIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpCIlapaTa 4C€pe3 HAIIMOHAJIBHBIC
CHUCTEMBI COO6I_I_IGHI/I$I 0 HCKCJIATCJIBHBIX PEAKNUAX TOCYHNAapCTB — UWICHOB EBpa3HﬁCKOFO
O9KOHOMHYECCKOI'O COKO3a.

Poccuiickas ®enepanus

®denepanbHas ciyx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)

109074, r. Mocksa, CrnaBsiHCKasl Iiiomaip, 1. 4, ctp. 1

Ten.: +7 (499) 578-06-70; +7 (499) 578-02-20.

OnekTponHas noyra: pharm@roszdravnadzor.gov

CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHUKALMOHHON ceTn «HTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9 Ilepeno3upoBka

CHMIITOMBI

['onoBoKpysKeHUE, roJIoBHAsT 0OJb, TOIIHOTA, PBOTA, AMApEs, OPTOCTATUYECKHE CUMIITOMBI (B
T.4., TOJOBOKPY)XCHHE TpHU IMEpexoJe M3 TOPU3OHTAILHOTO B BEPTUKAIBLHOE TIOJIOKEHUE),
opTocTaThdecKkas apTepralibHas TUMOTEH3Us. Y TPEapacloNOKEHHBIX MalMeHTOB MOBHIIIAETCS
PHCK TPOMOO30B.

Jleuenue

AnTHIOT HeusBecTeH. [lpu mogo3peHUM Ha MEepeo3UPOBKY TPAHEKCAMOBOM KHUCIOTHI

HeoOXoauMa rocrnuranu3amus. PekoMeHayeTcs npueM BHYTPb WIH MapeHTEpalbHOE BBEICHUE
7



COOTBETCTEYET 2KI

GONBIIOr0 KOMMYECTBA HKMUAKOCTH Ul ycudenms nUdeHuoh Hrexpemivg - hopCrposatibrii

Iype3, KOHTPOJb KOJMYECTBA BBLICISEMOH MoOudM. B HEKOTOpPHIX ciydasx MOXKET OBbITh

OonpaBAaHHBIM IIPUMCHCHUC aHTUKOAT'YJIAHTOB.

S. ®APMAKOJIOTHYECKHUE CBOMCTBA

5.1 ®apmakoguHaMHUYeCKUe CBOMCTBA

dapMakoTepaneBTUYECKas TpyIIa: TeMOCTATHYECKHE CPEACTBA; AHTH(PUOPUHOIUTHYUCCKUE
CpencTBa; aMUHOKHCIIOTBI.

Kon ATX: B02AA02

Mexanusm aeiictBus u hapMakoauHaMudeckue 3hheKTh

TpanekcamoBass KHCIIOTa SBJISETCS KOHKYPEHTHBIM (IIPU BBICOKMX KOHLEHTPALUAX —
HEKOHKYPEHTHBIM) HWHTHOMTOPOM aKTHBalMU mnpoduOpuHOIM3MHA (TUIa3MUHOT€HA) U €ro
npespamicans B GuOpuHONMM3WMH  (TU1a3MUH).  AHTU(GUOPUHOIUTHYECKAS  AKTUBHOCTH
TPaHEKCaMOBOW KHCJIOTBHI IN  Vitro mnpumepHo B 10 pa3 mNpeBOCXOJUT aAKTHBHOCTh
AMHHOKAIIPOHOBOM KHCJIOTBI, YTO OOYCIIOBJIEHO 0o0Jiee MPOYHOH CBS3BIO C PEIEenTOPOM
MOJIEKYJIbl IIJJa3MUHOTEHa. TpaHekcamoBas KHUCIOTa O0JIaJaéT MECTHbIM M CUCTEMHBIM
reMOCTaTUYECKUM JEUCTBUEM NPU KPOBOTEUEHUSX, CBA3AHHBIX C MOBBILIEHHEM (UOPHUHOIIN3A.
3a cyer nojasiieHUs oOpa30BaHMsI KUHUHOB U JAPYTUMX AaKTHBHBIX INENTUAOB, YYacCTBYIOIIUX B
QUIEPrUYeCKUX M BOCHAJIUTENbHBIX PpPEAKLMSIX, TPAaHEKCaMOBas KHUCIOTa 0O0JaJaeT Takke
IPOTUBOBOCIIAJIUTENIBHBIM U IPOTUBOAJIEPTUUECKUM JIEHCTBUEM.

TpanekcamoBasi KUCIOTa B KOHICHTpAMK | MI/MJI HE BIUMSET Ha arperanio TPOMOOLIHUTOB in
Vvitro, B xoHIeHTpaiuu 10 10 MIr/Mj KpOBH HE BIHSET Ha KOJUYECTBO TPOMOOIMTOB, BpEeMs
CBEpTHIBaHUSI KPOBU WU pa3iMyHble (AKTOpPhl CBEPTHIBAHMS KPOBH B IEJIBHON KPOBH WU
LUTPATHOM KpOBU 30pOBOr0 4YeloBeKa. B To ke BpeMms, TpaHEKcamMoBas KHCIOTa KakK B
KoHUeHTpauuu 1 Mr/mii, Tak 1 10 Mr/mi KpoBU yJUIMHSIET TPOMOMHOBOE BPEMS.

B skcnepumeHnTe moaTBepikieHa COOCTBEHHAs aHAJIbIeTUYECKass aKTUBHOCTh TPaHEKCaMOBOM
KHUCIIOTBI, a TaKXe CBEPXCYMMApHBIM MOTEHUUHUPYIOUIMH 3(p¢deKT B  OTHOIICHUU
AQHAJIbMeTUYECKOM  AaKTUBHOCTH  omuaroB.  JlaHHBIE  JOKIMHHUYECKUX  MCCIIEIO0BaHUMN
CBUJETENbCTBYIOT O HaJMYMKU y TPAHEKCaMOBOW KHMCIOTHl AHTHUKAHUEPOI€HHbIX U

AHTHAHTUOTEHHBIX CBOMCTB.
5.2 PapmakoKkuHeTHYECKHE CBOMCTBA

Pacnopenenenune

Pacnipenensiercs B TKaHSIX OTHOCHUTEIBHO PAaBHOMEPHO (MCKIIOYEHHE — CIIMHHOMO3TOBas
KUJKOCTh, THe KOHIEeHTparusi coctaBiser 1/10 ot mmasmenHoi). [lponukaer uyepe3
MJIAEHTApPHBIA W TeMaTodHIepamnueckuii Oapbepbl, B TpyaHoe Mojoko (okomo 1% ot
KOHIEHTpaluu B Iia3Me marepu). OOHapyXuBaeTcs B CEMEHHOW JKHUIKOCTH, TJE€ CHHXKAeT
(GuOpPHUHOINTUYECKYI0O AKTUBHOCTb, HO HE BIUSET Ha MHIPalUI0 CIHEPMAaTO30HI0B.
TpanekcamoBasi Kuciora ObICTpo JIUGGYHOUPYET B CYCTAaBHYIO JKUAKOCTH M 4epes
CHHOBUAJIbHBIE 000JIOUKH, B CYCTaBHOM JKUAKOCTH OOHApY>KUBAETCA B TOW e KOHLEHTPAIHH,
4TO U B KpoBU. llepnon nmosyBeIBeIeHUS U3 CYCTaBHOM JKUKOCTH COCTABJIET OKOJIO 3 d.

Hauanbuelii o6bem pacnpeneneuust — 9—12 1. CBa3b ¢ Genkamu 1uia3mbel — okoJio 3% (3a cyer

CBA3bIBAHHUA C IIIIAa3MHUHOT eHOM). TpaHeKcaMOBaH KHCJIOTa HE€ CBA3BIBACTCA C aJIBGyMI/IHOM.
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COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 07.11.2024 N 24584
AnTHOUOPHHOTUTHYCCKAs KOHIEHTpas B pabmmanbiX| Tieanstic Soxparsterds 17 ] B Hrddme —

o 7-8 4.

Buorpancdopmarus

Mertabonu3upyercss B HE3HAYUTENbHOH cTemeHu. MueHtudunupoBansl 1Ba MeTabonuTa
TPAaHEKCAaMOBOM KUCIOTHIL: N-alleTHIIMPOBAHHOE U JI€3aMUHUPOBAHHOE IIPOU3BOAHOE.

OIUMUHAIMA

[Tnomanp mox KpuBo# «koHIEeHTpauus-Bpems» (AUC) umeer TpexdaszHyio popMy C epuoaomMm
NOJYBBIBEJICHHS B TEPMUHAIBHOMN (haze - 3 4. OOImuii MOYeYHbII KIIMPEHC paBeH MJIa3MEHHOMY
(110-116 mu/mMumn).

BriBoguTcs moukamu (OCHOBHOM IyTh — KiTyOoukoBast punbTpanusi), 6o1ee 95 % B
HEM3MEHEHHOM BHUJIE B TeueHHe nepBbix 12 4. [Tocie BHyTpuBEHHOTO BBEACHHUS B 103¢ 10 MI/KT
B TeUeHUE 24 4 myTeM KiIyOOouKoBO (UIbTpaluu BBIBOAUTCS 0K0J10 90 % TpaHekcaMoBoOii
KHCJIOTHI.

Oco0ble IPVIIILI MAIKEHTOB

HauueHmbl C Hapyuienuem qbyHKl/;l/ll/l novyexk
Y MNanueHTOB C€ HAPYHICHUCM (bYHKI_[I/II/I IIOYCK OTMCYACTCA IIOBBIICHUEC KOHIOCHTPpALUKU
TpaHeKcaMOBOﬁ KHCJIOTBI B IIJIa3ME KPOBU U CYIICCTBYCT PUCK KYMYIIALIUHA.

6. ®APMAIEBTUYECKHE CBOMCTBA

6.1 Ilepeyenb BcnoMorareJibHbIX BelleCTB
Bona i1 "HBEKIINH.

6.2 HecoBMecTHMOCTH

Tpanekcamuk MenokemMu (apmarieBTHUeCKH HECOBMECTHUM C YPOKHHA30#, HOpIMUHEDPUHOM,
JTUTHPUIAMOIIOM, JHA3EIaMOM.

Tpanekcamuk MenokeMu HENb3si CMEIIUBATh C PAcTBOPaMH AHTHUOWOTHKOB (TMEHUIIMIUIMHBI,
TETPALUKIMHBI) U TpenapaTaMu KpOBH.

OTOT mpemnapar He [OJKEH CMEIIUBAThCA C JPYTMMU JIEKapCTBEHHBIMHU IIpermapaTamu, 3a
WCKIIFOUCHHEM YKa3aHHBIX B pazjene 6.6.

6.3 Cpok rogHocTu
3roga

6.4 OcoOble MepbI NPEIOCTOPOKHOCTH NIPU XPAHEHHUH
XpaHUTH IpU TemnepaType He Boimre 25°C.
JlanHOe€ JIeKapCTBEHHOE CPEICTBO HE TPeOyeT 0COOBIX YCIOBUI XpaHEHHUS.

6.5 Xapakrep u conep:kaHue NePBUYHON YIIAKOBKH

[Ipenapar Tpanekcamuk MenokeMu MpeacTaBiseT cO0OW MPO3padHbIi, OECIBETHBIN PacTBOP.
[To 5 mut mwm 10 M1 ipenapara MOMENIAOT B aMITyIibl 6eciiBeTHoro crekia (tut |). Ha kaxmyto
aMITyJTy HaKJIEUBAIOT ITHUKETKY.

[To 5 amMmyn B KOHTYpHYIO SUEHKOBYIO YMAKOBKY W3 MOJUATUIIEHTepedTanaT-TIMKOIs HIN
MOJIMBUHUJIXJIOPH/IA.

I[Io 2 KOHTYpHBIE SYEWKOBBIE YNAKOBKM BMECTE€ C JIMCTKOM-BKJIQABIIIEM IIOMEIIAIOT B
KapTOHHYIO KOPOOKY.



6.6 OcoOble Mepbl NPeIOCTOPOKHOCTH NPH YHHYTOKEHHH HMCHOJIH30BAHHOIO
JIEKAPCTBEHHOr0  Ipenapara MWJIH  OTX0JAO0B, MOJYYeHHBIX IOCJe NpPUMEeHeHHUs:
JIEKAPCTBEHHOI0 NMpenapara, u Ipyrue MaHUMyJIsIUM C NpernapaToM

Het oco0pix TpeGoBaHU K YTHIH3AIIH.

PacTBOp TpaHekcaMOBOW KHCIOTHI COBMECTHM C OOJIBIIMHCTBOM HWH(Y3MOHHBIX PACTBOPOB
(0,9% pactBOp HaTpusi xjopuaa, pactBop Punrepa, 5% pactBop rimoko3bl, 5% pacTBOp
JEKCTPO3HI, JICKCTPUHBI). PactBop  TpaHekcamoBoM KHCJIOTHI COBMECTHM  C
He(PPaKLIHOHUPOBAHHBIM T€APUHOM.

7. JAEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Kump

Menokemu JIT.

Kurp, 3011, Jlumaccomn, yin. Korncrantunonosneoc, 1-10.

Ten.: 8-10-357-25-867-600

®akc: 8-10-357-25-560-863

e-mail: office@medochemie.com

7.1. llpeacraBuTe/Ib Aep:KATe/sl PErUCTPAIMOHHOIO YA0CTOBEPEHUs
[Iperen3uu norpedbuTeNed HAOPABIATE 110 aAPECY:

Poccniickas @enepanus

000 «MenCeps»

127006, r. Mocksa, [lonropykoBckas yi., A.35, od. V.
Ten.: +7(499)973-06-06

DnexTponHas nmoyra: pharmacovigilance@medochemie.com

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JIATA TEPBUYHOM PETUCTPAIIMU (ITIOATBEPXXJIEHUSA PETUCTPAIIUN,
HEPEPEIT'NCTPALIUN)
[lata nepBoii perucTpanuu:

10. JATA NIEPECMOTPA TEKCTA

OO01mas XxapakTepHUCTUKa JIEKAPCTBEHHOTO Mperapara J0CTyIIHAa Ha MH(QOPMAIlMOHHOM TopTalie
EBpasmiickoro AKOHOMHYECKOTO COr03a B  HHGOPMAIMOHHO-KOMMYHUKAITMOHHOW  CETH
«Hurepuet» http://eec.eaeunion.org/
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