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(NOCNEOOBATENEHOCTE 0001)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Tpanexcam, 100 Mr/mi1, pacTBOp /i1 BHYTPUBEHHOTO BBE/ICHHS.

2. KAUECTBEHHBIN U1 KOJNYECTBEHHBIN COCTAB

JelicTBytolllee BEMIECTBO: TPAHEKCAMOBAsI KUCIIOTA.
Kaxxapiii M1 pacTBOpa 1711 BHyTPUBEHHOTO BBEACHUA coiepkUT 100 Mr TpaHEeKCaMOBOM KUCIIOTHI.
Kaxnas ammyna S mur cogepkut 500 Mr TpaHeKCaMOBOM KUCIIOTHI.

[Tonublii nepeyeHs BCIIOMOTaTeIbHbIX BEILIECTB MPUBENIEH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBOp AJ11 BHYTPUBEHHOI'O BBEICHUS.

[Tpo3paunblii, OECIIBETHBIN pacTBOP.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3zaHus K NPUMEHEHUIO

[Mpodunaktruka u JeyeHNEe KPOBOTCUEHUH, OOYCIOBICHHBIX T€HEPATH30BAHHBIM WA JIOKATHEHBIM
(bUOPUHOIN30M Y B3POCIBIX U JIETEH B Bo3pacTe 1 o1 u cTapiie, BKIIoYas:

- aHoMaybHbBIE MaTo4YHbIe KpoBoTeueHus (AMK) (MeHOpparuu u METpoOpparun);

- KEJIYJOYHO-KUILIEYHbIE KPOBOTCUCHUS;

- KpOBOTEUEHHUs TIIOCJIE€ XUPYPTUYECKUX BMEIIATEIbCTB Ha TMPEACTATeNbHOM JKene3e u
MOYEBBIBOJISIIUX MYTSIX;

- KpOBOTEYEHHUS MpU ONEpPaTHBHBIX BMEIIATENbCTBAX B MOJOCTM HOCA, pTa U TJOTKU
(aIeHOMIPKTOMHUSL, TOH3WUIIKTOMUS, SKCTPaKLUs 3y0a);

- KpOBOTEYEHHUS IIPU TOPAKAIbHBIX, A0JOMHHAIBHBIX M MHBIX OOIIMPHBIX ONEPATHUBHBIX
BMELIATENbCTBAX (B T. Y. IPU KApAUOXUPYPTrUUECKUX ONEpausiX);

- aKylIepPCKO-TMHEKOJOTUYECKUE KPOBOTEUYEHHUS (B T. Y. KPOBOTEUEHMS NMPU THMHEKOJOTHYECKHX
OTIepaTHUBHBIX BMEIIATETHCTBAX);
- KpOBOTEYEHHs, BbI3BaHHBIC TPUMEHEHUEM (QPUOPUHONUTUYECKUX JIEKAPCTBEHHBIX CPEICTB.

4.2. Pesxum 103MpOBaHUs U c1IOCO0 NPHMMEHEeHHUs

PexxuM o3upoBaHus

*  AHnomanbHble MamouHvie KposomeueHUus (MeHoppazuu u Mempoppazui,), #ceryO00yHo-KuuieuHvle
kposomeuenus: 500 Mr 2-3 pa3a B CyTKM C MOMEHTa pPa3BUTUS KPOBOTECUEHHS [0 €ro
OCTaHOBKH.
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mouegvigodsawux nymsx: 1000 mr 3 pasa B CyTKM ¢ MOMEHTA Pa3BUTHS KPOBOTEUECHHS JIO €rO
OCTaHOBKH.

» Ilpogunaxmuxa u neuenue KpogomeueHull Npu ONEPAMUBHLIX BMEULAMerbCMBax 8 NON0CU
Hoca, pma u enromxu:. 10—15 wMr/kr maccel Tema Kaxaple 6—8 dYacOoB 0 OCTaHOBKH
KPOBOTEUYEHHUSI.

» Ilpogunaxmuxa u JneyeHue KposomeueHulli Npu MOPAKAIbHLIX, AOOOMUHATLHLIX U UHBIX
OOILUWUX ONEepamuBHbIX emeuamenscmeax: 15 MI/Kr Maccel Tela Kaxaple 6—8 YacoB 10
OCTAaHOBKHU KPOBOTEUCHHSI.

» [lpogpunaxmuxa u neveHue KposomeueHul npu KapoOUOXupypeuueckux onepayusx: Harpy30atas
J03a 15 MF/KF MMOCJIC MHAYKIMU aHCCTC3MU N0 Hadalla OIICPATHUBHOI'O0 BMCHIATCIILCTBA, 3aTCM
BHYTPUBECHHass HHQY3UsI CO CKOpOCcThiO 4,5 MI/Kr/4ac B TEYEHHE BCEH oOIepaluu,
PEKOMEHIYETCSI BBECTH TPAHEKCAMOBYIO KHCIOTY B 103¢ 0,6 MI/KT B ammapaT HCKYCCTBEHHOTO
KpOBOOOpaIeHUsI.

» Jleuenue AKYuepCKoO-cUHeKo102UuU4eCKux KpoeomeueHuﬁ (GK./ZIOllaﬂ Kpoeomederusa  npu
CUHEKONI02UYECKUX OnepamueHblx ememameﬂbcmeax): 15 Mr/xr Maccel Tena KaXJbIC 6—8 JacoB
C MOMCHTA pa3BUTHUA KPOBOTCUCHUA 10 €0 OCTAaHOBKHU.

o Jleuenue Kpogomeuenuli, B6bI36AHHLIX HNPUMEHEHUeM QUOPUHOTUMUYECKUX TIeKAPCHMBEHHbIX
cpeocma: 10 MI/KT Macchl Tella Kaxaple 6—8 4acOB ¢ MOMEHTA Pa3BUTHUS KPOBOTEUYCHHS JI0 €O
OCTaHOBKH.

B cayuae HeoOxomumocTd anmuTenbHOM (Oonmee 48 YacoB) TEMOCTAaTHYECKOW —Teparmuu
PEKOMEHIYETCSI TPUMEHEHHE TMpenaparoB TPAHEKCAMOBOM KHCIOTHI B  TaOJIETHPOBAHHOM
JIeKapCTBEHHOU (popme.

Oco0ble rpynIbl MalueHTOB

J]uua nooaicus1oco so3pacma

Y MalUCHTOB ITOKUJIOTO BO3pacCTa IMPU OTCYTCTBUU IOYEeYHOU HCAOCTAaTOYHOCTHU KOPPCKUHUA OO3bI
He TpeOyeTcsi.

Hab}ueHMbl C NOYEeUHOU HeOOCMAmoO4HOCbIO

VY manueHToB C JIETKUM U YMEPEHHBIM HapyLICHUEM BBIICIUTEIbHON QYHKIIMN OYeK He0OX0oauMa
KOPPEKLHUS 103bI U KPATHOCTU BBEACHUS TPAHEKCAMOBOM KUCIIOTHI:

Konnentpanus CxopocTh Jlo3a TpaHekcamMoBOit

KpeaTHHUHA B KITyOO4KOBOM KHUCIIOTHI KpaTtHocThb BBeIeHUS
CBIBOPOTKE KPOBH bunbTpaun
120-249 mMxMoub/m 60—89 mn/mun/1,73M> | 15 Mr/kr mMacchl Tena 2 pasa B CyTKH
(1,36—2,82 mr/mn)
250-500 MKMOITB/7 30-59 ma/mun/1,73m% | 15 Mr/kr macchl Tena 1 pa3 B cyTkun
(2,83—-5,66 mr/mn)

Ilayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCMbIO
Koppekuuu 10361 He TpeOyeTcs.
CTHU

Jlemu om 0 0o 1 200a
bezomacHocTh U 3¢ dekTuBHOCTH npenapata TpaHekcam y aeredt B Bo3pacte oT 0 mo 1 roga Ha
JAaHHBIA MOMEHT HE YCTaHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.

Jemu cmapwe 1 2o0a
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A03a Ipcrapara Mmpu JICUCHUA KpOBOTG‘IGHHﬁ, OGYCJIOBJIGHHBIX JIOKAJIbHBIM W I'CHCPAJIM30BaHHBIM
¢bubpunomM30oM, cocTaisieT 20 MI/KI/CyTKH.

Cnoco0 mpuMeHeHus

BHyTpuBEeHHO KameiapHO WM CTPYWHO MEIJIEHHO; CKOpocTh BBeaeHHs S50 wmr/mun. Cremyet
n3beraTh OBICTPOTO BHYTPUBEHHOT'O BBEACHU!

Jlyist BBeZIeHUS TIpenapara co CKOpocTbio 50 MIr/MUH:

— HEpa3BEJICHHBI pAcTBOP TPAaHEKCaMOBOW KHCIOTHI 100 Mr/mi BBOAMTCS CO CKOPOCTBIO
0,5 Ma/MuH;

— 1% pactBop (10 Mr/mia) MOXXHO BBOJUTH CO CKOpocThbio 5 mi/mMuH (1 r TpaHekcaMoBO
kucinoTsl B 100 Mi HHQY3HOHHOTO pacTBOpa).

WHcTpyKuny 1o NpUTrOTOBIICHUIO JIEKAPCTBEHHOT'O Mpernapara nepes NpUMEHEHUEM CM. B pasfiene

6.6.

4.3. IIpoTuBONOKA3AHUSA

* I'unepyyBCTBUTENBHOCTh K TPAHEKCAMOBOH KHCIIOTE WM K JIOOOMY M3 BCIOMOTATEIBHBIX
BEILIECTB, IEPEUUCIICHHBIX B paznene 6.1;

e XpoHHYECKasi TMO4YE€YHAsT HEJOCTATOYHOCTh TSDKEIOW CTeneHu (CKOpOCTh KITyOOUKOBOM
dunsrpanun [CK®] menee 30 Mn/mMun/1,73M?) B CBA3M ¢ PUCKOM KYMYJIALHN;

* BeHo3HBII MM apTepHaibHBIE TPOMOO3 B HACTOsIIEE BpeMs MO B aHamHe3e (TpomOo03
NTyOOKHX BEH HOT, TPOMOOIMOOIIHSI JIETOYHON apTepuH, TPOMOO3 BHYTPUUEPEITHBIX COCY/IOB U
Jp.) IPH HEBO3MOXXHOCTH OJTHOBPEMEHHOM Teparuy aHTUKOAryJISTHTaMu;

* @ulOpuHOIM3 BCIEACTBHE KOAryJonaTuu MOTpeOaeHHus (TUINOKOAryssLMOHHAs — CTaaus
CHUHApOMA TUCCEMUHUPOBAHHOTO BHYTpHUCcOCYIucTOro cBeprhiBanus [[IBC-cunapom]);

* Cynoporu B aHaMHE3€;

* IlpuoOpereHHOE HapyLIEHUE IIBETOBOTO 3PEHHUS;

* Cy6apaxHouJanbHOE KPOBOU3IUSHUE (B CBSI3U C PUCKOM Da3BUTHUS OTEKa MO3ra, HIIEMUU U
uH(papKTa TOJIOBHOTO MO3Ta).

4.4. OcoOble ykazaHusl U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHU U

TpaHekCcaMOBYIO KUCIIOTY CHEAYET NPUMEHSATH C OCTOPOKHOCTHIO B CICAYIOIIMX CUTYAIUAX:

* TreMaTypHs, BbI3BaHHas 3a00JIEBaHUSAMM IApPEHXMMbI I0YEK, U KPOBOTEUEHUS U3 BEPXHHUX
OTIENIOB ~ MOYEBBIBOAAIIMX MyTed (PUCK  BTOPHUYHOW  MEXAaHHMUYECKOW  OOCTPYKIUH
MOUYEBBIBOAIINX IIYTEH CIyCTKOM KPOBHU C pa3BUTHEM aHYPHH);

* MAaIHEHTHI C BEICOKMM PUCKOM Pa3BUTHS TpoMO03a (TpoMO0oIMOOIHUecKre COOBITHS B aHAMHE3E
WU CEMEWHBI aHaMHE3 TPOMOOSIMOONMYECKUX 3a00J€BaHUM, BEPpUPHUITUPOBAHHBIA THUArHO3
TpoMOouIHN);

* MAalHEHTHI, NOyYalolue TePAuio aHTUKOAryJITHTaMU (ONBIT IPUMEHEHUS OTPaHUYEH );

* OJIHOBPEMEHHOE TNMpUMEHeHue mpernapatoB (axTtopoB cepthiBanus kposu II, VII, IX u X B
KOMOMHAIMK [MPOTPOMOMHOBOTO KOMIUIEKCA| WM AHTUMHTUOUTOPHOTO KOAryJISTHTHOTO
KoMIuiekca (cM. pazzaen 4.5);

* TAIMEHTKH, NMPUHUMAIOUINE KOMOWHUpPOBAHHBIC IMEPOpalbHbIE KOHTPALENTHUBHI (B CBSI3U C
MOBBIIIEHHBIM PHCKOM BEHO3HBIX TPOMOOIMOOIUYECKHUX OCIOKHEHHH M  apTepHaIbHBIX
TpoMO030B) (cM. pazaen 4.5);
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¢ HaJIM4YUC KPOBU B TIIOJOCTAX, HAIIPUMCP, B HHGBpaHBHOﬁ IMOJIOCTHU, MOJIOCTAX CYCTaBOB H
MOYCBBIBOAANIUX ITYTAX.

PaCTBOp TpaHeKcaMOBOI\/'I KHCJIOTBI BBOAUTCA BHYTPUBCHHO OYCHbB MCIJICHHO, TPaHCKCAMOBYIO
KHCJIOTY HCJIb34d BBOJAUTH BHYTPUMBIIIICYHO.

Cyoopoeu

Omnwucansl cirydau CyA0por, KOTOPbIE aCCOLMUPOBAIUCH ¢ IIPUMEHEHNEM TPAaHEKCAMOBON KHCJIOTHI.
VY nanueHToB, KOTOPBIM IIPOBOJAWIIACH ONEPALNS A0PTOKOPOHAPHOIO LIYHTHPOBAHMS, CyJOpPOTU B
OOJIBIIMHCTBE CIIy4aeB Pa3BUBAINCH NIPU NIPUMEHEHUHN TPAHEKCAaMOBOM KHCIIOTHI B BBICOKUX /103aX.
[Ipu mpuMeHEeHHH Tpenapara B PeKOMEHAYEMbIX /033X YacTOTa CyAOpOr IMOCIe Onepanuu ObLia
TaKOH K€, KaK y allMeHTOB, HE MTOJIy4aBIINX TPAHEKCAMOBYIO KUCIIOTY.

Hapywenue spenus

[Ipy nmpuMeHEeHUM TpaHEKCaMOBOW KHCIOTHI BO3MOXKHO pa3BUTHE HAPYIICHWH 3peHus, BT. U.
HapyIlleHHe IBETOBOrO BocmpusATHs. llepen HauanmomM M B mpolecce UIMTENBHOTO JICYCHHUS
TPaHEKCaMOBOW KHCIOTOH HEOOXOIMMO TPOBEACHHE OCMOTpa OKyJucTa (OCTpOTa 3peHus,
[[BETOBOCIIPUATHE, Tia3Hoe AHO). IIpr BO3HMKHOBEHWHM HApYUICHWH 3peHHs Ha (OHE JICUCHUs
HeoOxouMa OTMEHa Mpernapara.

T'emamypus

[IpemapaTsl TpaHEKCaMOBOW KHCIOTHI CIIEAYET MPHUMEHSTh C OCTOPOXKHOCTHIO MpPU TeMaTypuH,
BBI3BAHHOH 3a00JICBAaHUSMU MAPEHXUMBI MTOYEK, MOCKOJIBKY B 3THUX YCJIOBUSX YacTO HAOIIOHaeTCs
BHYTPUCOCYUCTOE OcakeHue pudprHa, 4TO MOKET yCYryOuTh nopaxenue noyek. Kpome roro, B
CIIy4asiX MacCHBHOTO KPOBOTEUYEHHS IFOO0OW STHOJOTUU W3 BEPXHUX MOUEBHIBOASAIIUX IyTEH,
aHTU(UOPUHOIUTHYECKAsT Tepanusi MOBBIIIAET PUCK OOpa30BaHMs CIYCTKOB KPOBH B IMOYEYHOU
JIOXaHKEe W/WIU MOYETOYHUKE U, COOTBETCTBEHHO, BTOPUYHOM MEXaHUYECKOW OOCTPYKIIHH
MOUEBBIBOJIAIIUX MTyTeH U Pa3BUTHUS aHYPHH.

Tpombosmboruyeckue coovimust

X0Ts NpOBEIEHHbIE KIMHUYECKHUE HCCIIEI0BAaHNS HE BBIIBUIIM 3HAYUTEIBHOTO MOBBIIIEHUS YaCTOTHI
pa3BUTHs TPOMOO30B, OJHAKO PUCK TPOMOOTHYECKHUX OCIOKHEHHUH HE MOXKET OBITh MOJIHOCTHIO
ucKiIroueH. OnucaHbl Cllydyau pa3BUTHs BEHO3HBIX M apTepUalbHBIX TPOMOO30B U TpoMO0IMOOIUN
y TAalMEHTOB, MOJYYaBIIMX TpPaHEKCaMOBYIO KucioTy. Kpome Ttoro, coobmanoch o ciydasx
OKKJIFO3UM LIEHTPAJIbHON apTepPUU CETYATKU U LIEHTPAIbHOM BEHBI CETYATKH, U BHYTPHUUEPEITHOIO
TpoMOo3a Ha (oOHEe JeueHUss TpaHEeKcaMoBOW kuciortoil. [loaTomMy 10 Hayana TPUMEHEHHUS
TPAHEKCAaMOBOI KHCIIOTHI CIeAyeT NPUHATh BO BHUMAaHHME BO3MOXKHbIE (aKTOPBI PUCKA Pa3BUTHS
TpoMOo3IMOOoIMUeckux coObITHi. [lanmeHTtam, UMeOIUMM B aHaMHe3e TPOMOOIMOOIHYECKHE
3a00J1€BaHMs, WU TIAIMEHTaM C TTOBBIIICHHOW YaCTOTON CIydaeB TPOMOOIMOOIMUECKUX COOBITHI B
CeMEHHOM aHaMHe3e (IAI[MeHThl C BBHICOKMM PHCKOM TpOMOO(HINH) TpaHEKcaMoOBas KHCJIOTa B
BUJE pacTBOpa /Ui HWHBEKIMH JOJDKHA Ha3HAYaTbCcsd TOJBKO IO CTPOTMM MEIUIIMHCKUM
MOKa3aHUAM I10CJIe KOHCYJBTAIlMM CO CIEIHUATUCTOM 1o remoctasy. [IpuMmeHeHue mpemnapata y
TaKUX MAUEHTOB JIOJKHO OCYIIECTBIATHCS MO THIATENbHBIM MEAUIIMHCKAM HAOIIOICHUEM.

Y MalMCHTOK, MOJYyYaroInuX MEpOPAIbHBIC KOHTPALICTITUBBI U TPAHCKCAMOBYIO KUCJIOTY, BO3MOKHO
yBeIM4YeHUE prcKa TpoMOo3a (cM. pazzaen 4.5).

AnomanvHvie mamounble Kpoeomederus

[TlanpeHTKaM ¢ HEperyiIspHbIM MEHCTPyalbHbIM KPOBOTEUEHHMEM HE CJEAyeT Ha3HadarThb
TPaHEKCaMOBYIO KHCIJIOTY JI0 YCTaHOBIJICHHs MIPUYHHBI TucMeHopeu. Eciu 00beM MeHCTpyallbHOro
KpOBOTEUYEHHS Ha (POHE JIeUeHUs TPaHEKCaMOBOM KHUCIIOTOM CHUXKAETCs HeaJleKBaTHO, He00X0uMO
paccMOTPETh BO3MOXKHOCTb alIbTEPHATUBHOTO JICUEHUS.
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MaTOYHBIX KPOBOTEUCHUH y MANMEHTOK MiIaiie 16 JeT He YyCTaHOBIICHBI.
CuHOpomM OuCCeMUHUPOBAHHO20 BHYMPUCOCYOUCMO20 c8epmbléanus kposu ([{BC-cunopom)

[IpumeHeHHe TpaHEKCaMOBOM KUCIOTHI y manueHToB ¢ JIBC-cuHapoM B OOJBIIMHCTBE CIy4acB
IIPOTHBOIIOKa3aHO. TpaHekcaMoBasi KUCJIOTa MOXKET ObITh Ha3HAYCHA TAKUM MAI[EHTaM TOJIBKO B
cllyyae, €ClM y TMalKdeHTa MMEIOTCS CHUMIITOMBI MpeoOsiafaHns aKTUBAIMK (PUOPUHOIUTHYECKON
CUCTEMBI C OCTPBIM MAacCCHBHBIM KPOBOTEYEHHEM. B TakuX OCTpBIX CiIy4asX OJHOKPATHOIO
BBEJICHUS TPAaHEKCAMOBOH KHCIOTHI B J03¢ | I 4acTo OBIBAaeT JOCTAaTOYHO JUIs MPEKpaIleHUs
KpoBoTeueHusi. Ha3znaduenume  TpaHekcamoBoil — kuciorel npu JIBC-cuHIpome — TOIHKHO
MIPOU3BOIUTHCS TOJIBKO MPH HAJIMYUU COOTBETCTBYIOIIUX JTAHHBIX JJAOOPAaTOPHOTO 00CIEI0BAHUS U
IIOCJIE OLIEHKH 3TUX JaHHBIX CIIEHUAINCTOM.

B cBsi3u ¢ OTCyTCTBHMEM a/IeKBAaTHBIX KIMHUYECKHX UCCIIEIOBAHUM, OJTHOBPEMEHHOE NMPUMEHEHHUE
MpernapaToB TPAHEKCAMOBOW KHCIOTHl C AHTUKOAryJSHTAaMH JIOJDKHO OCYIIECTBIATHCS 0]
THIATENFHBIM HAOJIOJCHUEM CIICIHUATNCTA, UMEIOIIETO OMbBIT JICUCHUS HAPYIICHUH CBEPTHIBAHUS
KpPOBH.

4.5. BzaumogeiictBue ¢ JAPYIrHMH JIeKADCTBEHHBIMH IIpenapaTamMM W Jpyrue BH/ABI
B3aMMOJAEHCTBHUSA

CneunanbHble  KIMHUYECKUE  UCCIEIOBAHMS, IMOCBAIICHHBIE HM3YYEHHIO  B3aUMOJCHCTBUIA
TPaHEKCaMOBOMW KUCJIOTHI C APYTUMHU JIEKaPCTBEHHBIMU CPEACTBAMHU, HE TIPOBOIUIIUCE.

TpanekcamoBast ~ KMCJIOTa  MPENATCTBYET  pa3BUTHIO  (papmakosjormueckoro  3¢¢ekra
(buOpUHOIUTHYECKHX (TPOMOOIUTUUECKHX ) TIPENapaToB.

KomOuHupoBaHHbIE ~ TEpOpalbHbIE  KOHTPALCTITUBBI  YBEJIMYMBAIOT  PUCK  BEHO3HBIX
TPOMOOIMOOIMUECKUX OCIOKHEHUH M apTepUaTbHBIX TPOMOO30B (B YACTHOCTH, HIIEMHUYECKOTO
MHCYJbTa M HWH(papkTa MuOKapaa). ONbIT NpUMEHEHHS TPAHEKCAMOBOW KHCIOTHI Y >KCHILUH,
MPUHUMAIOIINX KOMOWHHPOBAHHBIC TIEpOpaAIbHBIE KOHTPAIENTHUBBI, OTCYTCTBYeT. IlOCKONBKY
TpaHeKcaMoBas KHCJOTa o00sagaeT aHTUGUOPUHOIUTHYECKHM 3((EKTOM, OTHOBPEMEHHOE
NPUMEHEHHE C KOMOWMHUPOBAaHHBIMH TIEPOPATHLHBIMU KOHTPAIICTITABAMH MOXXET TPHUBECTH K
JOTIOJTHUTEIHHOMY TOBBIIIEHUIO PUCKA TPOMOOTHYECKUX OCIIOKHEHH.

OnHOBpeMEHHOE NMPUMEHEHUE TPAHEKCAMOBOM KHCIIOTHI ¢ MpernapaTaMu (aKTOPOB CBEPTHIBAHUS
kposu II, VII, IX n X B koMOuHanmuu [MpoTpOMOMHOBBIM KOMILIEKCOM| MJIM aHTUUHTUOUTOPHBIM
KOaryJITHTHBIM KOMIUIEKCOM ITOBBIIIAET PUCK Pa3BUTHS TpoMOo3a.

B03M0XHO TOBBIIIEHHE PUCKA TPOMOOTHUECKUX OCIOKHEHUH (B YaCTHOCTH, HH(pAPKTa MUOKap/a)
Opd  OJHOBPEMEHHOM MPHUMEHEHHHM TPAHEKCAaMOBOW KHCIOTHI C  THAPOXJIOPOTHAZUIOM,
J€CMOTIPECCUHOM, aMITMIUITHHOM-CYJIbOAKTaMOM, PAHUTUAMHOM U HUTPOTJIUIICPUHOM.

[lpy coyeTaHHOM TIPEMEHEHHHM C T€MOCTATHYCCKUMHU IIpernaparaMd BO3MOXKHA aKTHBAIIUS
TpoMO0OOpa3OBaHMSL.

OnHOBpPEMEHHBIN PUEM TPAHEKCAMOBOM KHCIIOTHI C AHTHUKOATYJITHTAMHU JTOJKEH IMPOBOAUTHCS MO/
CTPOTMM KOHTpPOJIEM Bpaya (OIBIT IPUMEHEHUS OTPaHUYEH).

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALUS

bepemeHHOCTD

B [OKIMHMYECKHX MCCIENOBAHMUAX TPAHEKCAMOBAs KHCIOTA HE OKas3blBajda TEPaTOrECHHOIO
BO3JCUCTBUS. AJEKBaTHbIE M CTPOTO KOHTPOJIUpPYEMble HCCIeAoBaHUS 3S(P(EKTUBHOCTH U
0€30I1aCHOCTH IIPUMEHEHHMSI ITPENapaToOB TPAHEKCAMOBON KUCIIOTHI Y OEpEMEHHBIX HE TPOBOIUIINCE.
TpanexkcaMoBasi KMCJIOTa MPOHUKAET Yepe3 IUIALEHTY U MOXKET COAEPKAThCA B IIyIIOBUHHON KPOBU
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B KOHIICHTPAIINH, OJTM3KON K MAaTEPUHCKOM.

[TockonbKy HCCIIEIOBAaHUS PENPOAYKTUBHOW (YHKIMHM y >KMBOTHBIX HE BCErJa IO3BOJISIOT
IpEeACKa3aTh PEaKIHWH Y YeNOBEeKa, TPAHEKCaMOBYIO KHCJIOTY CIEIyeT NPUMEHSITh BO BpEMs
O0epeMEeHHOCTH TOJIBKO B cllyyae KpailHel Heo0X0IMMOCTH.

JlakTamus

TpanexkcamMoBasi KHMCIOTa NPOHUKAET B TPYJHOE MOJOKO (KOHIIEHTpalusi Ipernapara B MOJIOKE
cocTtaBisieT Okoido 1% OT KOHIEHTpauuu B IUla3Me KpoBU Matepu). PasBurtue
anTu(uOpuHOIMTHYECKOTO 3(ddekra y ManeHIa MaJoBeposTHO. TeM He MeHee, Cileayer
cOOJTIOAATh OCTOPOXKHOCTD MPHU MPUMEHEHUH TPAHEKCAMOBOM KHCIOTHI Y KOPMSAILIUX MaTEPeH.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPaBJATH TPAHCHOPTHBIMHM CpeACTBAMHM H padorarh C
MeXaHM3MaMH

CriocoOHOCTh TPaHEKCAMOBOW KHUCIOTHI BJIMSTH HAa CKOPOCTh INMCHUXOMOTOPHBIX pEakIuil U Ha
CIIOCOOHOCTh  YIPABJSTh TPAHCIOPTHBIMU WM JPYTUMH MEXaHUYECKUMH CpEACTBAMHU HE
n3ydajiaachb. TpaHeKcaMOBaH KHCJIOTa MOXKCT BbI3bIBATH I'OJIOBOKPYKCHUC U HAPYUICHUA 3pCHUA, U,
COOTBETCTBEHHO, MOXET BIHUATh Ha CIOCOOHOCTh 3aHUMAThCS MOTEHIMAIBLHO OMACHBIMHU BHIaMU
ACATCIIbHOCTH, Tp€6yIOH_II/IMI/I MOBBIIICHHON KOHICHTpAaunu BHUMAaHUA n GBICTpOTbI
TICUXOMOTOPHBIX PEAKIIUMA.

4.8. He:xxennaTesibHbIE peaKIIuu

Pe3roMe HexemaTenbHbIX PEAKIIUNI

YacTtoTa BOZHUKHOBEHUS HEXEIATEIHLHBIX JICKApPCTBCHHBIX peaKI_II/Iﬁ onpeaciicHa B COOTBCTCTBUU C
kinaccudukanueit BO3:

oueHb yacTo (>1/10);

gacto (>1/100, HO <1/10);

Heuacto (>1/1 000, Ho <1/100);

penko (>1/10 000, mo <1/1 000);

oueHb peako (<1/10 000);

9JacTOTa HEM3BECTHA (HA OCHOBAHUHU MMEIOIIMXCS JJAHHBIX OIICHUTH HEBO3MOXKHO).

Hapywenus co cmoponvl uMMyHHOU cucmembl
OueHb peKo: peaKuy TUIIEPUyBCTBUTEIBHOCTH, B T. Y. aHAPMIAKTUYECKUHN IIOK.

Hapywenus co cmoponul HepeHoil cucmemul
Penko: ronoBokpyKeHue, Cy10pOrH.

Hapywenus co cmoponul opeana 3penus
Penxo: HapymieHus 3peHus, B T.4. HapylIeHHWE I[BETOBOIO BOCHPUSITHS, TPOMOO3 COCYI0B
CETYATKHU.

Hapywenus co cmoponul cocyoos

Penxo: TpomMO03MOONIMYECKHE OCIIOKHEHUS, BBIPAKCHHOE CHIDKEHHE apTepUaIbHOTO JIaBJICHUS
(0OBIYHO BCIEACTBUE YPE3MEPHO OBICTPOTO BHYTPHUBEHHOTO BBEJICHHUS ),

OueHb peaKo: apTepuanbHble U BEHO3HbIE TPOMOO3bI Pa3InYHON JTOKATU3aIIH;

YacTtoTra HEeW3BECTHA: OCTPHIM HHGAPKT MHUOKapaa, TpoMO03 IepeOpalbHBIX apTepuii, TpoMOo03
COHHBIX apTEepHil, MHCYJIBT, TPOMOO3 TIYOOKMX BEH HOT, TPOMOOSMOOIMS JIETOYHOW apTepuH,
TpoMOO3 TIOUEYHOH apTepur C PA3BUTHEM KOPTHKAILHOTO HEKpPO3a M OCTPOW IMOYEHHOU
HEI0CTaTOYHOCTH, OKKJIIO3USI a0PTO-KOPOHAPHOTO IIYHTA, TPOMOO3 LIEHTPAIbHOM apTepun U BEHBI
CETUaTKHU.

Hapywenus co cmoponul siceny00uno-KuueuHo2o mpaxkma
Yacro: TonIHOTa, pBOTA, JUapes (CUMITOMBI IPOXOIAT IPU CHUKEHHUU JTO3bI).
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Hapywenus co cmoponul kodcu u noOKo#CHbIX MKAHEY (MOCHELOBATENBHOCTL 0001)

Penko: Ko>KHbIE aJUIEPrUUECKUE PEAKIIMHY, B T. Y. AJJIEPrUUYECKUN JEpMaTuUT.

CooO011eHust 0 T0J103PEBAEMBIX HEXKeNIaTeIbHbIX PEaKIUIX

BaxxHo coo0miate 0 TMOJO3PEBAEMBIX HEKENATEIBHBIX PEAKIUAX TIOCIEe PETUCTPALUU
JIEKapCTBEHHOI'0 TIperapara C Ledblo O0ecreueHus: HEeNpPepbIBHOTO MOHUTOPHHIA COOTHOIICHUS
«MoNb3a — PHCK» JIGKAPCTBEHHOTO TMperapata. MEIUIMHCKUM pa0OTHUKAM pPEKOMEHIYeTCs
cO00IIaTh O JIOOBIX MOI03PEBAEMbBIX HEXKENATEbHBIX PEeaKIMIX JIEKAPCTBEHHOTO Mpernapara uepes
HAaIlUOHAJIBHBIC CUCTEMBI COOGH_IGHI/IH 0 HCXKCIIATCIIbHBIX PCAKOUAX TOCyHapCTB — YJIICHOB
EBpa3uniickoro 3k0OHOMHUYECKOT0 COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHEHUS
Anpec: 109012, r. Mocksa, CiiaBsiHCKasl Iiioniaip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

OnexrpoHHas noura: pharm@roszdravnadzor.gov.ru

unu npr@roszdravnadzor.gov.ru

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

4.9. Ilepeno3upoBka

NmeroTcss orpaHUYeHHBIE JaHHBIE O chydasx nepeno3upoBku. CoobmiaeTcss o0 OJHOM cCirydae
nepea03uPOBKY (TIpHeM BHYTPb 37 T TPAaHEKCAMOBOHN KHCIIOTHI).

CHUMOTOMBL: TOJIOBOKPYXKXCHHUC, TOJIOBHAA 60.]'[]:, TONIHOTA, PBOTA, AuUapesa, OPTOCTATUYCCKUC
CHMIITOMBI (B T. 4., TOJIOBOKPYXXCHHE TIPU IEPEXOJe W3 TOPU30HTAIHLHOIO B BEPTHKAIHLHOE
HOHO)KGHI/IG), OpTOCTATUYCCKAs apTCpUalibHass THUIIOTCH3HA. Y MpEaAPACIIOIIOKCHHBIX TMAIlMCHTOB
MTOBBIIIAETCS] PUCK TPOMOO30B.

Jleyenue: anTuaor HewsBecTeH. IIpu momo3peHHMH Ha MEPEIO3UPOBKY TPAHEKCAMOBOM KHCIOTHI
HeoOxoauMa rocnutanu3anusd. [Ipy oka3aHum moMomu cieayeT BbI3BaTh PBOTY, 3aTE€M IPOBECTU
MIPOMBIBAaHUE JKENTy/IKa. AKTUBUPOBAHHBIM YroJib CHIJKAeT aOCOPOIMIO TPAaHEKCAMOBOW KHCIOTHI
IIpY [IPUEME BHYTPb B TEUEHHUE NEPBBIX 1—-2 4 mocne nepeno3supoBku. Eciy nanueHT HaxoauTcs B
0ecCcO3HATENbHOM COCTOSIHUY WJIM NIPU HapYIIEHUH TJI0TaHUS aKTUBUPOBAHHBIN yroJb MOXKET OBITh
BBEJICH Y€pe3 Ha30racTpaslbHbIM 30HA. PekoMeHayeTcs npueM BHYTPb WIM IApEHTEPAIBHOE
BBEJICHHUE OOJIBIIOTO KOJMYECTBA JKUIAKOCTH ISl YCUIICHUS TIOYEYHOM IKCKpeLnH, GOpCUPOBAHHBIN
IUype3, KOHTPOJb KOJIMYECTBA BBIJCIAEMONH MOUYH. B HEKOTOpBIX ciydasX MOMKET ObITh
OIPaBJAHHBIM IPUMEHEHHUE aHTUKOATyJISTHTOB.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoanHaMHu4YecKHe CBOICTBA

dapMakoTeparieBTUYeCKasi TpyINa: TIeMOCTaTUYECKUE CPElCTBA; aHTU(QUOPHUHOIUTHYECKUE
CpeliCTBa; aMUHOKUCIIOTHI.
Kon ATX: BO2AAO02

MexaHn3M OelCTBUSA

TpanexkcamoBasi KHCIIOTa — aHTU(DUOPUHONIUTHYECKOE CPEJICTBO, CIEM(PUISCKA UHTHOUPYIOIIee
aKTUBalMIO TpoduOpuHONM3NHA (TJIA3MUHOTEHA) M €ro IMpeBpamieHue B  (QUOPUHOIU3UH
(Tutazmun).

dapmakonmHamMuyeckue 3P HEKThI

O6na/:[aeT MECTHBIM U CUCTEMHBIM I'€MOCTATHYCCKUM I[GﬁCTBPICM IIpHU KPOBOTCUCHUAX, CBA3aHHBIX
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MY OTUETY

MPOTUBOMH(EKIIMOHHBIM M MPOTHUBOOITYXOJIEBBIM ACHCTBHSIMH 32 CUET IMOJABICHUS 00pa3OBaHUS
KMHUHOB U JIPYTUX aKTUBHBIX IENTHUJOB, YYaCTBYIOUIMX B a/UNIEPTUYECKUX U BOCHAIUTEIbHBIX
peakiusx. B akcmepuMeHTe TMOATBEpkKIEHA COOCTBEHHAsT aHAJIBIETUYECKas AaKTUBHOCTH
TPaHEKCaMOBOW KHCIIOTHI, a TaK)K€ CBEPXCYMMAapHbIN MOTEHUUUPYIOMHUN 3()(PEeKT B OTHOLICHUH
aHAJIbI€TUUYECKOM aKTUBHOCTHU ONHATOB.

TpanexkcaMoBast KUCIIOTa B KOHIIEHTpAIMK | MT/MJI HE BIUSET Ha arperamuio TpOMOOIIMTOB in Vitro,
B KOHIIeHTpauuu 10 10 MI/Mi KpoBU HE BIMAET Ha KOJUYECTBO TPOMOOIIMTOB, BPEMs CBEPTHIBAHUS
KPOBH W pa3IMuHbIe (DAKTOPHI CBEPTHIBAHHS KPOBH B IICIIBHOH KPOBHM WIIM IUTPATHON KPOBH
3JI0pPOBOTO YeJIOBEeKa. B To ke Bpemsi, TpaHEeKcaMOoBasi KUCIOTa KaK B KOHIIEHTpauu | Mr/mi, Tak u
10 Mr/M7 KpoBH yIJTUHSET TPOMOMHOBOE BPEMHI.

5.2. apmakoKnHeTHYECKHE CBOIICTBA

Pacopenenenune

Pacmipenensiercss B TKaHSX OTHOCHUTEIBHO pPAaBHOMEPHO (MCKIIOUEHHE — CHUHHOMO3TOBas
XKHUIKOCTh, TJI€ KOHIICHTpanus cocTaiseT 1/10 oT mma3MeHHOMN); TPOHUKAET Yepe3 IUIalleHTapHbIN
U rematol’Huedannueckuii 6apbep, B TpyaHOE MOJOKO (0K0j0 1 % OT KOHIEHTpaluu B IUIa3Me
Marepu). OOHapyXHBaeTcs B CEMEHHOM JKHIKOCTH, TJ€ CHIKaeT (HUOPHHOIUTHUECKYIO
aKTUBHOCTH, HO HE BIIMSET HA MUTPAIIUIO CIIepMaTo30u10B. HauanbHbIi 00BeM pactpeneneHus - 9—
12 1. Cs3b ¢ 6enkaMu 11a3mbl (MpoduOpUHOIN3UHOM) - MeHee 3 Y.

AHTUUOpHHONMUTUYECKAS KOHIIEHTPAIMS B PA3IMUHBIX TKAaHAX coxpaHsercs 17 4, B mia3me - 10
7-8 u.

Buorpanchopmariust

Mertabonusupyercs He3HaUUTeNbHasA 4acTh. MnenTuduunupoBaHo aBa MeTaboaMTa TpaHEKCAMOBON
KUCJIOTHL: N-aleTUIMpPOBAaHHOE M JAC3aMUHHUPOBAaHHOE Ipous3BOoAHbIC. [lmomans nox KpuBoi
«KOHLEHTpaLUsA-BpeMs» UMeeT Tpex(asHyro (popMy ¢ neproaoM NOIYBbIBEIEHUS B TEPMUHAIBHON
¢baze — 2 u. O6muit MOYEUHBII KIMPEHC paBeH M1a3MeHHoMy (7 11/9).

OIMMUHALIMS

BreiBoguTcs moukamMu (OCHOBHOM MyTh - TJIoMepyisipHass ¢uibTpauusi) — Oomee 95 % B
HEU3MEHEHHOM BHJIEC B TEYCHHE NEPBBIX 12 4.

Oco0ble rpynIbl MalueHTOB

Toueunas neoocmamounocme

[Tpu HapymIeHHON (YHKLIUH MOYEK CYIIECTBYET PUCK KYMYJISIIUN TPAHEKCAMOBOM KUCIIOTHI.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BcmoMoOraTe/ibHbIX BelIECTB
Bonma miist uHLeKuin

6.2. HecoBMecTUMOCTH

PactBop  TpaHekcamMoBOW  KHCJIOTHI  (papMaleBTHYECKH  HECOBMECTHM C  YPOKHHA30M,
HOpANMUHEDPUHOM, TUMHPUIAMOIIOM, JHa3enamMoM. PacTBOp TpaHEKCAaMOBON KHCIIOTBHI HENb3S
CMEIIMBATh C PACTBOPAMU aHTUOMOTUKOB (MIEHULIMJUIUHBI, TETPALUKIIMHBI) U TpernapaTaMyu KpOBH.

JlaHHBIM JIEKapCTBEHHBIM IIpernapar He CIEAyeT CMEIIMBaTh C JIPYTMMH JIEKapCTBEHHBIMU
MpenapaTamu, 3a UCKIIOUEHUEM YITOMAHYTBIX B pazjeine 6.6.



6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 rona.

6.4. OcoOble MepbI MPEAOCTOPOKHOCTH NPU XPAHEHUU
XpaHuTh Npu TEMIepaType He Bbiie 25 °C.

6.5. XapakTep u coaepkaHue YNAaKOBKH

ITo 5 ma B ammynbel U3 OeclBEeTHOro HeWTpaidbHOro crekina mapku HC-3 winm crekna mepBoro
THAPOJUTHYECKOro Kinacca. Ha kakIyro aMIlylly HAaKJIEHBAaIOT CaMOKIIEALIYIOCS ITHKETKY WM
MapKHPOBKY HAHOCST Ha aMITyJly ObICTPO3aKPETISIOMIEHCS KPACKOH JUIsl CTEKJISTHHBIX M3/1ETHHA.

[To 10 ammyn BMecTe ¢ JTUCTKOM-BKJIQJIBIIIEM B KOPOOKY M3 KapTOHA JJIsi MOTPEOUTEIHCKON Taphl.
KopoOky okJIeuBaroT 3TUKETKOW-0aHepoIIbIo U3 OyMaru Juis nedyaTH oCeTHOM.

[To 5 amnyn B KOHTYpPHYIO SYEMKOBYIO YMAaKOBKY M3 IIJICHKH MOJMBUHIIXJIOPUAHOW. 1 wmm 2
KOHTYpHBIE SUYEHKOBBIE YNAKOBKM BMECTE€ C JIMCTKOM-BKJIAJBIIIEM B IayKy M3 KAapTOHA JUIs
MOTPEOUTETHCKOM TapPHI.

Jlonmyckaercst Ha KOpOOKY KapTOHHYIO MM MauyKy KapTOHHYIO HAaKJIEHBAaTh CAMOKIIESALIYIOCS
ATUKETKY C YKa3aHUEM CPEJCTB UICHTU(UKALIUH.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIN3ALUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WM OTXOJI0B, MOJYYEeHHBIX IOcJe NPUMEeHEeHHs JIEKAPCTBEHHOIro IMpenapara, u
Apyrue MAHUMYJISAIUHU € TPenapaTomM

PacTBOp TpaHekcamMOBO# KHCIOThI COBMECTHM C OOJIBITMHCTBOM MH(Y3HOHHBIX pacTBopoB (0,9 %
pacTBOp HaTpus Xjopuja, pactBop Punrepa, 5 % pacTBOp AEKCTPO3bl, pacTBOPbl AMHUHOKHUCIOT,
JeKCTpaHbl). PacTBOp TpaHekcaMOBOIl KUCIOTHI COBMECTHM € HEPAKIIMOHUPOBAHHBIM T'€ITapPUHOM.

YTuauzanus

Oco0ple TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanust
AO «Hwmxdpapm»
6031035, r. Huwxuuit HoBropogn, yin. Canranckas, a. 7

7.1. IIpeacraBuTeNb AEpPrKATE/s] PETHCTPALMOHHOIO YI0CTOBEPEeHHUS

[IpeTen3un moTpeduTeNnel HAIPaBIATh MO aIpecy:

Poccuiickas @enepanus

AO «Huxdapm»

603105, r. Huxuauit Hosropoa, yn. Canranckas, 1. 7
Ten.: (831) 278-80-88

e-mail: med@nizhpharm.ru

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA
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. TOC OB HOCTE 0001°
JlekapcTBEeHHBIN penapaT OTHOCUTCA K KaTerOpuu OTIIYCKa H(ﬂ).eu.eﬁ%:_'. BATEINBHOCTS 0007)

OOmrast xapaKkTepHCTHKa JICKAPCTBEHHOTO Mperapara TpaHekcaM JOCTyIHa B €IWHOM pPeecTpe
3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3suiickoro 3KOHOMHUYECKOTO COI03a U Ha
ouIaILHOM caire YIIOJTHOMOYEHHOTO opraHa (3KCmIepTHOM OpTaHU3AIINH )
https://Ik.regmed.ru/Register/EAEU_SmPC.
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