COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 26.06.2025 N° 15846

(MOCNEQOBATENEHOCTE 0004)

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOFOHPEHAPATA

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
TpanekcamoBast kucnota, 250 Mr, TabJIeTKH, TOKPHIThIC TUICHOYHOH 000JI0UKOH.

TpanexcamoBas kuciora, 500 Mr, TaOIETKH, TOKPBITHIE TUICHOYHOW 000JIOUKOA.

2. KAMECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB
JelicTByroliee BEUIECTBO: TPAHEKCAMOBAsI KUCJIOTA.

TpanexkcaMoBast KUCJIOTA, 250 MI, Ta6J'IeTKI/I, MOKPBITHIC INICHOYHOM 000J10YKOH

Kaxxmgast Tabnerka, MOKpBITas TUICHOYHOW O00O0JIOUKOU, cofepkuT 250 Mr TpaHeKcamoBOH
KHUCTIOTHI.

TpanexcamoBas kuciiora, 500 Mr, Ta0JIETKH, IOKPBITHIE INIEHOYHON 000JI0YKOH

Kaxxnas tabneTka, MOKpHITas TUICHOYHOW 000y104KOH, comepkuT 500 M TpaHEKCaMOBOM
KHUCJIOTHI.

ITonnbI MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tpauexcamonast kucaora, 200 Mr, TabJIETKH, HOKPBITHIE INIEHOYHON 000JI0UYKON

TaOnerku Kpyrible, TBOSIKOBBIMYKJIIbIE, TOKPHITHIE IUIEHOUHONW 00004KO0i Oenoro nsera. Ha
MOTIEPEYHOM pa3pe3e 0eoro WM MOYTH OeNoro ¢ KEATOBATHIM WM CEPOBAaThIM OTTEHKOM
1[BETA.

Tpauexcamonast kucaora, 500 mr, TaOJIeTKH, HOKPBITHIE INIEHOYHOU 000JI0UKON

TaOnerku Kpyrisle, TBOSIKOBBIMYKJIIbIE, TOKPHITHIE IUIEHOUYHONW 00004Koi Oenoro nsera. Ha
MOTIEpEYHOM pa3pe3e 0eoro WM MOYTH OeNoro ¢ KEATOBATHIM WM CEPOBAaTHIM OTTEHKOM
1[BETA.

4. KIMHUYECKHUE JJAHHBIE
4.1. Iloxka3aHusl K NPUMEHEHHIO

Ipemapar TpanekcamoBasi KHUCIIOTa MOKa3aH K MPUMEHEHHIO Y B3POCIBIX W JETEH crapiie
3 ser:

KpaTKOCpO‘-IHOC JICUCHUC KpOBOTG‘-IGHHfI, CBA3aHHBIX C ITOBBIIICHHBIM (I)I/I6pI/IHOJ'II/130M, Ipu
CICOYIOIUX MMAaTOJIOTHYECKHUX COCTOAHHUAX!

o MIPOCTATIKTOMHSI; ONIEPATHBHBIE BMEIIATEIHCTBA HA MOUEBOM ITY3bIPE;
o aHOMaJIbHOE MaTO4YHOE KpoBoTeueHue (AMK);

o HOCOBOE KPOBOTECUCHHE;

o KOHU3aIIus IIEUKH MAaTKH,

. TpaBMaTuueckas rudema (KpoBOM3IUSHUE B IEPEAHIO0 KaMepy IJ1a3a).

[Ipodpunaktika W JI€e4eHUE KPOBOTECUEHUH Y TMAIMEHTOB C TreMo(uiInel, KOTOphIC
MOJBEPralOTCd MajOMy OINEPAaTUBHOMY BMEIIATENILCTBY (B TOM 4YMCIE [B T.4.], SKCTPAKIUA
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3y0a).

MY QTUETY
C.2

HacnenctBeHHbIl aHTHOHEBPOTHYECKUH OTEK (MPOopMIIakTHKa 000CTpeHNH 3a00IeBaHMs).

KpoBoreuenust npu 6epeMeHHOCTH.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHU s

PexxuM J103upoBaHus

Bspocnvie

Jns  KpaTKOCPOYHOTO  JICUEHHs]  KPOBOTECUCHMI,  OOYCIIOBICHHBIX  ITOBBIIICHHBIM
(GUOpHHOIN30M, pEKOMEHyeMasl CTaHIapTHAs 1033 TPAHEKCAMOBOW KHCJIOTHI COCTABIIsET 15-
25 mr/kr maccel Tena, B cpenneM 1000-1500 mr 2-3 pasa B cyTKHU.

* HDM npocmamaIKmoOMuy U _OnepamueHblx BMeuameibCmeax Ha MOYe80M Nny3vipe.
1000 mr 3a 6 u o omepauuu, 3ateM 1no 1000 mr 3-4 pa3za B CyTKM 10 MCUE3HOBEHHS
Makporematypuu. He pexomeHmyercss mpuUMeHEHHME mpenapara Oosnee 2 HeOenb IOCIe
OTIEPaTUBHOTO BMEIIATEIHCTBA.

. Ilpu _anomanvnom mamounom Kposomeuenuu (AMK): pexoMeHayemas J03a
coctasisieT 1000 Mr 3 pa3a B CyTKH 10 IPEKPAIICHUSI MEHCTPYAIbHOTO KPOBOTEUEHHUsI, HO HE
oonee 4 cytok. [Ipu npody3HOM KPOBOTEUCHHH 032 TIpenapaTa MOKET ObITh yBEIHUCHA, TIPH
9TOM 0Ommas CyTodHas no3a He noipkHa mpesbimate 4000 mr. JledeHuwe TpaHekcamoOBOM
KHACJIOTOW HE CJelyeT HayMHATh JI0 BO3HUKHOBEHHUS MEHCTPYaJbHOTO KpOBOTEYCHHUs. B
KIIMHUYECCKUX HCCIICOBAHMSAX TPAHEKCAMOBasl KHUCJIOTAa HE MPUMEHSUIach Oollee Tpex
MEHCTPYaJIbHBIX ITUKJIOB MTOAPSIL.

. Ilpu peyuousupyioeyux nocosvix kposomeuenusx: no 1000 mr 3 pa3a B CyTKH B
TE€YEeHHE 7 THEN.

. Llocne onepayuu konuzayuu wetiku mamxu: 1o 1500 mMr 3 pasa B cyTku B TeueHue 12
JTHEW mocJie oneparuu.

. Ilpu mpaswamuueckoui eugpeme: mo 1000-1500 mr 3 paza B cyTku (ueneBas mpo3a 25
MT/KT MacChl T€ja) B TeUeHHEe 7 THEH.

layuenmul ¢ eemogunueri: mpenapar Ha3HAYAIOT BHYTPh B J103€ 25 MI/KT Macchl Tena 3a 2 9
710 9KCTpakuuu 3y6a, u 3atem no 1000-1500 mr 3 pasa B cyTku B TeueHue 6-8 nueil. Crnemyer
OJIHOBPEMEHHO Ha3HA4YMUTh IpenapaTsl (akTopoB cBepThiBaHus kKposH VIII nmm IX.

Ilpu nacnedcmeennom aneuoneepomuueckom omexe: 1o 1000-1500 mr 2-3 pa3a B neHs. Ecnu
MalMeHT MOXKET MPEABUIETh OOOCTpeHHE 3a00JeBaHHUsA, TMpernapar MOXHO MPUHUMATh C
nepeppiBaMi B 3aBUCUMOCTHM OT HaJWU4HUsl NPOAPOMAIBHBIX CHUMIITOMOB. B oCTalbHBIX
CIIy4asix Tperapar cieayeT IpUHUMATh TOCTOSTHHO.

Kposomeuenus npu bepemennocmu: 250-500 mr 3-4 paza B CyTKH A0 TOJHON OCTaHOBKHU
kpoBoTeueHust. CpeHsis MPOAOIKUTEILHOCTD Kypca JIeUeHus - 7 JTHEH.

Oco0bIe I'pynnbl DaMCHTOB

HauueHmbz NOJ2HCUTIOC0 803pacma

VY NOXWIBIX MAallMEHTOB MPH OTCYTCTBUHM MOYEUHOW HEJOCTATOYHOCTHU KOPPEKLHUs J103bl HE
TpeOyercs.

Tayuenmoi ¢ HapyweHuem hyHKyuu novex

Y mnanueHToB € JIETKMM M YMEPEHHBIM HapyLIeHHEM BbBIACIUTEIbHON (YHKIUU TOYeK
HE00X0IuMa KOPPEKITUS T03bI i KPaTHOCTU BBEJICHUS TPAHEKCAMOBOU KUCIIOTHI:
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Konnenrparusa kpeaTuHHHA B CKOpOCTBb KT 60‘ KOBOTT HosatpamexcaroBoit Kpatroers
A P P
CBIBOPOTKC KpOBU (1)I/IJ'H>TpaLII/II/I KHUCJIOThI BBC€ACHUA

120-249 MxMounb/1
(1,36-2.82 mr/mmn)

60-89 mu/mun/1.73m? 15 Mr/kr Macchl Tena 2 pa3za B CyTKHU

250-500 MKMOJIB/I

30-59 mu/mun/1.73m? 15 Mr/kr Maccel Tena 1 pa3 B cyTku
(2.83-5.66 mr/mn)

Tayuenmoi ¢ napywienuem yHkyuu neveru
VY manueHToB ¢ HapylIeHueM (PyHKIIUH ITeYeHN KOPPEKLIUs J03bI HE TpeOyeTcs.
eTH

Jannple B orHOmEHWH J(P(HEKTHBHOCTH W OE30MaCHOCTH MPHUMEHCHUS TpEnaparoB
TPAaHEKCAMOBOW KUCJIOTHI Y J€TEl OrpaHUYEHBI.

VY nereil TpaHekcaMoOBasi KMCJIOTa Ha3HAYAETCS W3 pacdera 25 MI/Kr mMacchl Tena 2-3 pas3a B
CYTKH.

JlelicTBHS IPU OPONYCKE IIPUEMa 0YepPETHON J03bI

[Tpu mponycke mpuema OJHOM J03bI HE0OXOIUMO MPUHATH CISAYIOLLYIO 03y Mperapara B
yCTaHOBJIEHHOE Bpems. He cineayeT npuHUMaTh yIBOEHHYIO /103y Iperapara 1ociie mpoIycka
npreMa OuepeIHOM 103bI.

Cnoco0 npuMeHeHus

BHyTpb, HE3aBUCUMO OT ITpUEMA TTULIH.

4.3. [IpoTuBONOKA3aHUS

o ['MnepuyBCTBUTENBHOCTh K TPAHEKCAMOBOW KHCJIOTE WJIM JIPYTHUM KOMIIOHEHTaM
npernapara;
o XpoHUYECKas MOYEHHAs] HEJJOCTATOYHOCTh TSKEJIOW CTETIEHH (CKOPOCTh KIIyOOUKOBOM

dunsTparuu [CK®] menee 30 Mr/mi/1,73 M%) B CBA3M C PUCKOM KyMYIAIIHH;

o OcTpblif BEHO3HBI WM apTepHabHBIA TPOMOO03 (TpoMOO03 TIIyOOKHMX BEH HMKHUX
KOHEYHOCTEH, TpoMOOAIMOOIMS JIETOYHOM apTepuu, TpoMO03 BHYTPHUUEPEITHBIX
COCYZIOB U JIp.) IPX HEBO3MOXKHOCTH OJIHOBPEMEHHOM T€paniy aHTUKOAryJIsITHTaAMH;

. OuOpHUHOIU3 BCIEACTBUE KOATYJIONATUHU NMOTPeOIeHUs (TUIIOKOAryJ ISIIMOHHAs CTaAns
CHUHApOMa  JTUCCEMHHHPOBAHHOIO  BHyTpUcCOCyOucTOoro  cBepThiBaHus [JABC-
CUHAPOM]);

. Cynoporu B aHaMHE3€;

. [IproGpereHHOe HapylIEHHE IBETOBOTO 3PEHHUS;

. Cy0apaxHouaabHOE KPOBOM3IMAHUE (B CBA3M C PUCKOM pa3BUTHS OTEKa MO3ra,

HIIEMHHN 1 I/IH(bapKTa T'OJIOBHOT'O MO31“3.);

. JleTckuii Bo3pact 10 3 jeT (TBepas JeKapcTBEeHHas Gopma).

4.4. OcoOble yka3aHusl M MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO
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) I'emaTypus, BbI3BaHHas 3a00JICBAHMSAMH IAPEHXUMBI TOYEK, M KPOBOTCUYCHHS U3

BEPXHUX OT/EIOB MOYEBBIBOMAIMX IyTeH (PUCK BTOPUYHON MeEXaHUYECKOM
00CTPYKLIMM MOYEBBIBOJSALIMX IyTEH CIYCTKOM KpOBHU C pa3ButueM anypun) (Cw.
paznen «OcoObie yKa3aHUs»);

. [TaniMeHTHI ¢ BBICOKUM PUCKOM Pa3BUTHsS TPOMO03a (TPOMOOIMOOINUECKHE COOBITHS B
aHaMHE3e MJIM  CEeMEWHBId aHamMHe3  TpoMOodMOoJIMuecKux  3abosieBaHUiA,
BepU(DUIIMPOBAHHBIN AUArHO3 TPOMOODHINN);

. CHHIPOM AMCCEMUHUPOBAHHOTO BHYTpHUCOCYAucTOro ceeproeiBanus [[IBC-cunapom];

° Hanmaue KpOBH B IIOJIOCTAX, HAIIPUMCED, B HHeBpaHBHOﬁ IMOJIOCTH, ITOJOCTAX CYCTaBOB
N MOUYCBBIBOIAIIUX ITYTAX;

o [lanmenTsl, mNOJyYarOUIMe TEPANUI0 AHTUKOAryJsHTaMu (ONBIT IPUMEHEHUs
orpanuyeH); OJHOBpEMEHHOE NPUMEHEHHUE IpenaparoB (AKTOPOB CBEPTHIBAHMS
kpoBu II, VII, IX u X B komMOMHauuu [mpoTpOMOMHOBOrO KOMILIEKCA] WIH
QHTUMHTMOUTOPHOrO KOAryJISHTHOIO KOMILIEKca (cM. paszen 4.5.)

o Jleuenne AMK y nanmeHTOK B Bo3pacTte Miaame 15 et (ompIT NpUMEHEHUs
OrpaHHYEH);
o [lanmeHTKH, NpUHUMAIONIME KOMOMHHPOBAHHBIE NEPOPATIbHBIE KOHTPALENTUBBI (B

CBS3M C TOBBINICHHBIM PHCKOM BEHO3HBIX TPOMOOIMOOIMYECKHX OCIOKHECHUU H
apTepHUalIbHBIX TPOMOO30B) (CM. pazzaen 4.5.).

Oco0ble yKa3zauus

VY NanueHToB C HAcIeICTBEHHBIM aHTMOHEBPOTHYECKUM OTEKOM IEepes HayaloM JIEYeHUs
HeoOXouMa KOHCYJbTallUsg oOQTaibMosiora (omnpeaeneHrue OCTPOThl 3pEHHs, LIBETHOTO
3peHHs], COCTOSHMs TJa3HOro JAHa). B mporecce JjeyeHHsT HEOOXOIUMO perylisipHOe
odranbmonornyeckoe oOcieqoBaHUe  (BKIIOYAIOIIEE OLEHKY OCTPOTHI  3pEHUs U
[[BETOBOCTIPHSATHS, OCMOTp TJIA3HOTO J[HA IIEJIEBOM JIaMIOH, M3MEpEHHE BHYTPHUTIIA3HOTO
JTaBJICHUS, OLICHKY TOJIeH 3peHus).

[Ipy BO3HMKHOBEHHM HApyLIEHUN 3peHHs Ha (OHE JIeUEeHUs TPaHEKCaMOBOW KHCIIOTON
npenapaTt HeoOX0JMMO OTMEHHUTh U 0OpaTUTHCS K Bpady.

Y nanueHToB ¢ HACIEICTBEHHBIM aHTMOHEBPOTUYECKUM OTEKOM, JUIUTEIbHOE BpeMs
HOJIyYaroIuX Mpenaparbl TPaHEKCAaMOBOW KHCIIOThI, HEOOXOAUM pEryJIsipHbIi J1ab0paTOpHbIN
KOHTPOJIb (DYHKIIMU TI€UYEHHU.

[IpenapaTsl TpaHEKCaMOBOM KHCIOTHI CIEAYET MPUMEHATb C OCTOPOKHOCTBIO IIpU
reMaTypHuH, BbI3BAaHHOW 3a00J€BaHUSMHU IMAPEHXHUMBI MOYEK, MOCKOJIbKY B 3THUX YCJIOBHUSAX
4acTO HAONIOJIaeTcs BHYTPUCOCYAUCTOE OCaXaeHue (uOpuHa, UYTO MOXKET YCYryOWUThb
nopaxenue noyek. Kpome Toro, B ciiy4asix MaCCUBHOT'O KPOBOTEUEHUS JIFOOON 3THOJIOTUU U3
BEPXHUX MOUEBBIBOASIIUX IyTeH, aHTHPUOPUHOTUTHYECKAss Tepamnusi IOBBIIMIAET PHUCK
00pa3oBaHMs CTYCTKOB KPOBH B IIOYEYHOM JIOXaHKE W/WJIM MOYETOYHHKE U, COOTBETCTBEHHO,
BTOPUYHOM MEXaHUYECKOH 00CTPYKIIMN MOYEBBIBOAIIMX MyTEH U Pa3BUTHSI aHYPHUH.

Xors MMPOBCACHHBIC KIIMHUYCCKHUE HCCICAOBAHHA HE BBIABUIIM 3HAYUTCIBHOI'O IMOBBIIICHHA
YacTOTHl Pa3BUTHUS TPOMOO30B, PUCK TPOMOOTHUECKUX OCIOKHEHUH HE MOXET ObITh
MOJIHOCTHIO UCKITI0YeH. ONucaHbl Cllydand pa3BUTHS BEHO3HBIX U apTepHAIbHBIX TPOMOO30B U
TpoMOOOMOONMK y TMAIMEHTOB, IMOJy4YaBIIMX TpaHEKCaMOBYIO Kuciory. Kpome Toro,
CO00IaToCh O CIy4asX OKKJIIO3MHM LIEHTPAJIbHON apTepUH CETYaTKU U LEHTPaIbHOW BEHBI
ceTyaTKH. Y HECKOJIbKHMX IMallMeHTOB Pa3BUJICS BHYTpUUEpENHOW TpomO03 Ha (OHE JIeUeHHUs
TPaHEKCaMOBOM KHUCJIOTOM. COOTBETCTBEHHO, Y MAIMEHTOB C BBICOKMM PHUCKOM Pa3BUTHUSA
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POJCTBEHHUKOB, BEPU(PHUIMPOBAHHBIA JMArHO3 TPOMOOGHUINH) ClEeqyeT IPUMEHSTH
TPAaHEKCAMOBYIO KHCJIOTY TOJBKO B Clly4ae KpalHEW HEOOXOAUMOCTH W TIOJ CTPOTHUM
BpaueOHBIM KOHTpoJieM. [lepen mpuMeHEeHHEeM TPaHEKCAMOBOW KHCIOTHI CIEIYET MPOBECTH
oOcreoBaHUe, HANpaBJICHHOE Ha BBIABICHUE (DAKTOPOB pHCKA TPOMOOIMOOTHMIECKUX
OCJIO0KHCHHUM.

Hanuuune kpoBH B MOJNOCTSAX, HAIpPUMEP, B IUICBPAIBHOW IOJIOCTH, MOJOCTAX CYCTaBOB M
MOYEBBIBOAALINX MYTAX (B T.4. B IOYEYHBIX JIOXaHKaX M B MOYEBOM IIy3bIPE) MOXKET
NPUBOJHUTH K 00pa30BaHHIO B HUX «HEPACTBOPHMOTO CTYCTKa» BCIIEACTBHE BHECOCYANCTOTO
CBEPTHIBAHUS KPOBHU, KOTOPBI MOXKET OBITh YCTOMUUB K (PU3UOTIOTHUECKOMY (PUOPHUHOTHU3Y.

[TanueHnTKaM C HEPEryJaspHBIM MEHCTPYAJIbHBIM KPOBOTECYEHHEM HE CIELyeT Ha3HadaTh
TPaHEKCAMOBYIO0 KHCJIOTY [0 YCTAaHOBJIEHUS NPUYHMHBI jaucMeHoped. Ecmm o0bem
MEHCTPYaJIbHOTO KPOBOTEUEHHUS HEaJleKBaTHO CHIDKAeTCsl Ha (OHe JieueHUs] TPaHEeKCaMOBOM
KHUCJIOTOM, HEOOXOIMMO PACCMOTPETHh BO3MOXHOCTh allbTEPHATUBHOTO JICUEHUSI.

OddexTuBHOCT M 0€30MACHOCTH MpEnapaToB TPaHEKCAMOBOW KHUCIOTHl TMPHU JICUYCHUU
MEHOpPparuu y MaueHToK Miiaamie 15 jieT He yCTaHOBJICHBI.

CrnenyeT ¢ OCTOPOKHOCTHIO MPUMEHSATh TPAHEKCAMOBYIO KUCIIOTY Y KEHILUH, OJTHOBPEMEHHO
MPUHUMAIOIINX KOMOWHUPOBAHHBIC MTEPOPATLHBIC KOHTPAIICTITUBEI, B CBSI3H C TIOBBIIIICHHBIM
PHUCKOM pa3BUTHS TPoMO030B (cM. pasnen 4.5.).

YV nauumentoB ¢ JIBC-cuHApPOMOM, KOTOpbIE HYXJAIOTCS B JICYEHUM TpaHEKCaMOBOM
KHCIIOTOM, Tepamnus JOJDKHA OCYLIECTBIATHCSA IIOJ THIATEJIBHBIM KOHTPOJIEM Bpaua,
MMEIOILET0 OIBIT JIEYEHUS JaHHOTO 3a00JI€BAHNUS.

B cBs3u ¢ OTCYTCTBHUEM QAJICKBATHBIX KIMHUYCCKHUX HCCHCHOB&HHP’I, OIHOBPEMCHHOC
MMPUMCHCHHUEC TpaHeKcaMOBOﬁ KHCJIOTBI C aHTUKOATryJIdHTaMHU AJOJIDKHO OCYHICCTBJIATLHCA IO
TIIATCIBbHBIM HaGJ’IIOI[eHI/IeM crnenuaincra, HMMCIOIICTO OIBIT JICUCHHA HapymeHI/Iﬁ
CBCPThIBAHHA KPOBHU.

Ecnn Ha ¢QoHe mnpuemMa TpaHEKCaMOBOM KHCIOTBI OTMEYAeTCsl HapylleHHE 3pEeHMS,
HE0O0X0JUMO MPEKPaTUTh IPUEM IpernapaTa U 00OpaTUTHCS K Bpauy.

4.5. B3aumopaeiictBue ¢ JAPYrHMH JIeKAPCTBEHHBIMH MNpenapatamMu W Jpyrue BHUIbI
B3aUMOAEHCTBUA

CHGIII/IaJ'IBHI)IG KIIMHUYCCKUE HMCCICA0BaHNA, IMOCBAIICHHBIC HW3YYCHHIO BBaHMOJIGﬁCTBHfI
TpaHeI(caMOBOfI KHCJIOTBI C JPYTUMHU JICKAPCTBCHHBIMU CPCACTBAMU, HC ITPOBOAHUIINCE.

TpanekcamoBas KHCIIOTa MOXKET ocnabATh (bapmakoIornyecKuit s ekt
(GuOprHONMUTHYECKUX (TPOMOOIUTHYECKHIX) MIPENapaToB.

KOM6I/IHI/IpOBaHHI)Ie nepopaJIbHbIC KOHTPalUCIITUBbI YBCIUYNBAIOT pHUCK BCHO3HBIX
TPOMOOIMOOTMYECKIUX  OCIOXKHEHUH U  apTepuaibHBIX TPOMOO30B (B  YacCTHOCTH,
UIIEeMUYECKOTO HHCYNIbTa U HHGpapkTa Muokapna). ONbIT NPUMEHEHHs TpaHEKCaMOBOM
KHUCTIOTHl Y J>KEHIIWH, MPUHUMAIONMX KOMOMHHMPOBAHHBIE TMEpOpaibHble KOHTPAIECHTHBBI,
oTcyTcTByeT. [loCcKONMbKYy TpaHeKcaMoBasi KHCJIOTa o0ianaer aHTU(GUOPUHOIUTUUECKUM
sddeKkToM, OTHOBPEMEHHOE TpPUMEHEHHE C¢ KOMOMHHPOBAHHBIMH  IEPOPAILHBIMHU
KOHTpalu€uTuBaMnu MOXKET IPHUBECTH K AONIOJITHUTCIIbHOMY ITOBBIIIICHU IO pUCKa
TPOMOOTUYECKUX OCIOKHEHHIA.

OpnHOBpEMEHHOE TNPUMEHEHHE TPAaHEKCaMOBOM KHUCIOTBI C IpenaparaMd  (akTOpOB
ceepthiBanus kpoBH II, VII, IX u X B koMOMHAaMU [IPOTPOMOMHOBBIM KOMILIEKCOM| WM
QHTUMHTMOMTOPHBIM KOAryJIsHTHBIM KOMIUIEKCOM IMOBBILIAET PUCK Pa3BUTUS TPOMOO3a.
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MHOKapJa) Ipd  OAHOBPEMEHHOM  IPUMEHEHUM  TPAHEKCAaMOBOM  KHUCJIOTBI  C
THJIPOXJIOPOTUA3UAOM, JIECMOIPECCUHOM, AMINIMIIMHOM+CYIb0aKTaM, PaHUTUIMHOM H
HUTPOTJIMLEPUHOM.

[Ipy coueTaHHOM NPHUMEHEHUH C T'€MOCTATUYECKHMH IIpernapaTaMi BO3MO)KHA AKTHBAIIUS
TpoMO0OOpa3OBaHUSL.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

B noxnmHuYeckuX HcCIeloBaHUSAX TPAaHEKCaMOBas KHMCIOTA HE OKa3blBajla TEPATOT€HHOI'O
BO3/JCHCTBUS. AJIEKBaTHbIE M CTPOTO KOHTpOJIMpYeMble ucciaenoBaHusi 3(HEKTUBHOCTH U
0€30MacHOCTH TPUMEHEHMs IpenapaToB TPAaHEKCAaMOBOM KHUCIOTBI y OEpEeMEHHBIX He
MPOBOAMINCE. TpaHekcaMoBasi KUCIIOTa IPOHUKAET Yepe3 MIIALEHTY U MOXKET COJIEP>KaThCs B
IIyIIOBUHHOM KPOBU B KOHIIEHTPALMH, OJIM3KON K MaTEpUHCKOM.

[TockonbKy HUccienoBaHUs PENPOAYKTUBHOM (DYHKIIMM y JKMBOTHBIX HE BCErJa MO3BOJIAIOT
IpeJicKa3aTh PEaKIMM Y YEeJIOBEKa, TPAHEKCAMOBYIO KUCJIOTY CIIENYET NPUMEHSITh BO BpEMs
OepeMEHHOCTH TOJIBKO B cllyyae KpaiiHel Heo0X0IUMOCTH.

JlakTaims

TpanekcamoBasi KUCJIOTa IPOHUKAET B IPYJITHOE MOJIOKO (KOHILIEHTpaLUs IpenapaTa B MOJIOKe
cocraBisieT oOkojdo 1% oOT KOHLEHTpauMu B IUIa3Me KpoBU Marepu). PasButue
anTu(uOpuHOIMTHYECKOTO 3¢ ¢eKTa y MIaJeHIa MaloBeposTHO. TeM He MeHee, Cileayer
COONIIO/IaTh  OCTOPOXKHOCTHh TPH TPUMEHEHHH TPAHEKCAMOBOW KHCIOTHI y KOPMSIIIUX
MaTepeu.

4.7. Bausinue Ha CIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPeACTBAMHU U padoTaTh €
MEXaHU3MaMu

CriocoOHOCTh TPAaHEKCAMOBOW KUCIIOTHI BIUATh HA CKOPOCTh IICUXOMOTOPHBIX pEakIMii U Ha
CIIOCOOHOCTh YMPAaBJIATh TPAHCHOPTHBIMU WM JPYTUMH MEXaHUYECKUMHU CpPEJICTBAMHU HE
u3yvanachb. TpaHekcaMoBas KHCIOTa MOXET BbI3bIBATb T'OJIOBOKPYKCHHE W HAPYIICHUS
3peHusi, U, COOTBETCTBEHHO, MOXXET BJIUATH Ha CIIOCOOHOCTh 3aHUMATbCs MOTEHIHAIBHO
ONaCHBIMU BUJAMU JESTEIbHOCTH, TPEOYIOLUIMMHU MOBBIIIEHHOW KOHIIEHTPAllUd BHUMAaHUS U
OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUM.

4.8. He:kenaTesbHbIC peaKIUN

PesromMe HexenaTeabHbIX peaKIuil

Hpe}ICTaBHeHHBIe HHMXKXC HCKEIATCIbHBIC PCAKIIUU CIPYIIIUPOBAHBI HA OCHOBAHUUN CUCTCMHO-
opranabix kimaccoB MedDRA. [Ins OUEHKH YacTOTBl pa3BUTHS MOOOYHBIX pEaKIUH
UCIOJIB3YIOT CIEAYIOIUe KpUTepuu: odeHb yacto (= 1/10), wacto (= 1/100, o < 1/10),
Hewacto (> 1/1000, o < 1/100), peaxo (= 1/10000, o < 1/1000), ouens peako (< 1/10000,
BKITIOYAsi OTJIENIbHBIE COOOIIEHHsS) M «4acTOTa HEM3BECTHa» (HA OCHOBAHWU WMEIOIIUXCS
JIAHHBIX OLIEHUTH HEBO3MOXKHO).

Hapywenuss  co  cmoponvl — umMmyHHOU  cucmemsl:  OY€Hb  PEOKO -  PEaKkLUu
TUIIEPUyBCTBUTEIBHOCTH, B T.4. aHA(DUIAKTHUECKUH IIOK.

Hapywenusi co cmoponsl HepsHOU cucmembl: PEKO - TOJIOBOKPYKEHHE; CyIOpord (0OBIUHO
MIpU BHYTPUBEHHOM BBEJICHUN ).



COOTBETCTBYET 2K

ot 26.06.2025 N= 1538

Hapywenus co cmopomnvt opeana 3spenus: PEeaKO - Had%éﬁgg%ﬁﬁ;@i:ruf: IH;-[f'anreIIIJ e

MY QTUETY
- C.7

[[BETOBOTO BOCIIPHUSATHS; YacCTOTa HEHM3BECTHA - TPOMOO3 LIEHTPAIbHOM apTepuu U BEHBI
CETYaTKHU.

Hapywenusi co cmoponsl cocy0og: pelKo - BeIpakeHHOe cHkeHHue AJl (0OBIYHO BCIIEICTBHE
Ype3MepHO OBICTPOrO BHYTPUBEHHOTO BBEACHMS, B MCKIIOUUTENBHBIX CIydyasx - IOCIe
IpUEMa BHYTPb); OYEHb PEIKO - apTEpUAIbHBIE U BEHO3HBIE TPOMOO3bl pa3IU4YHON
JIOKAJIM3alluK; 4acToTa HEU3BECTHA - OCTPBIA MHGAPKT MHOKapAa, TPoMOO3 LepeOpanbHbIX
aptepuii, TpoM003 COHHBIX apTepuil, HHCYJIBT, TPOMOO3 TITyOOKHUX BEH HIDKHUX KOHEUHOCTEH,
TpoMOOSMOONIUST  JIETOYHOW — apTepud, TpomMOO3 TMOYEUHOM apTepuu ¢  Ppa3BUTHEM
KOPTUKQJIBHOIO  HEKpO3a U OCTPOM  IOYEYHOM  HEJOCTaTOUYHOCTH,  OKKJIIO3MS
AOPTOKOPOHAPHOI'O LIYHTA.

JKenyoouno-kuweunvie Hapyuienus: 4acTo - TOIIHOTA, PBOTA, AMApess (CUMIITOMBI IPOXOIAT
IPU CHUYKEHHUHU J03bI).

Hapywenus co cmoponvl KodicU U NOOKOJNUCHbIX MKaHeU. PENKO - KOXKHBIE AIVIEPTUYECKHE
peaklyy, B KOKHbIE aJNIEPrUUYE€CKUE PEAKLUH, B T.4. aJUIEPrUYECKUNA 1ePMaTHT.

COO6H.I€HI/IC 0 ITOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxHo coo0Omare O mOJO3PEBAaEMbIX HEXKENATENbHBIX PpEaKUUsAX [O0CIe PEerucTpanuu
npernapara ¢ Ledblo 00ecredyeHUs] HENpPEepPbIBHOIO MOHUTOPUHIA COOTHOLICHHUS «II0Jb3a -
PHUCK» JIEKapCTBEHHOT'O Mpenapara. MeJuIMHCKUM pabOTHUKAaM peKOMEHAYEeTCsl COO0IIaTh O
JT0OBIX I0J03PEBAEMBIX HEXKENIATEIbHbIX PpEaKUUsAX JIEKapCTBEHHOI'O IIpernapara uepes
HanlMOHAJIBbHBIC CHUCTCMBI COO6IIIGHI/I$[ 0 HCXKCIIATCIIBHBIX PCAKIUAX TOCyAapCTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccuiickaa ®@eodepayus

®enepanbHas ciryx0a Mo Haa30py B chepe 3ApaBoOXpaHeHUs
Anpec: 109012, r. MockBa, CraBstHCKas IJI0IIa b, 1. 4, cTpoeHue 1
Tenedon: +7 (800) 550-99-03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru
Caiit B nHGOPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHON CETH
«UurepHer»: https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3uposBka
CuMITOMBI

NmeroTcst orpaHUYeHHBIC JAHHBIE O CITy4asx nepeno3upoBku. CoolmaeTcss 00 0THOM ciydae
nepe03uPOBKH (IIPHEM BHYTPh 37 T' TPAaHEKCAMOBOW KHCIIOTHI).

CuMNTOMBI MOTYT BKJIFOYATh TOJIOBOKPYXEHHE, TOJOBHYIO 00Jb, TOIIHOTY, PBOTY, AHAPEIO,
OPTOCTAaTUYECKHUE CUMIITOMBI (B T.4. TOJIOBOKPYKEHHUE MPU MEPEXO/I€ U3 TOPU3OHTAIBHOTO B
BEPTUKAIbHOE  IOJIOXKEHHE),  OpPTOCTAaTUYECKYI0  apTepHAIbHYI0  TUIOTEH3HI0. Y
MPEIPACIIONOKEHHBIX MAIIUEHTOB MOBHIIIAETCS PUCK TPOMOO30B.

Jleuenue

AHTHIOT Heus3BecTeH. l[lpu mnomo3peHHH Ha MEpPeAO3UPOBKY TPAHEKCAMOBOM KHCIOTHI
HeoOxoauma rocnutanu3anus. [lpu oka3anuu momolu cieayeT BbI3BaTh PBOTY, 3aTEM
IPOBECTH TPOMBIBAHUE KENyJlKAa. AKTHBUPOBAaHHBIH yroilb CHHXKAeT abcopOIuio
TPAHEKCAaMOBOM KHUCJIOThl TIpU TMpPHEME BHYTPh B TEUYCHUE TMEpBbIX 1-2 4 mocie
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HAPYIICHUH TJIOTAHUS aKTUBUPOBAHHEIN yTOJIb MOXKET OBITH BBEJCH Yepe3 Ha30TracTpalIbHbII
30H7. PekoMenayercs npuemM BHYTPh WU MMapeHTEpaIbHOE BBEACHHE OOJIBIIOr0 KOJINYECTBA
KUJAKOCTA JUIsl YCWJICHHS TIOYEYHOW OSKCKpeuuu, (HOPCUPOBAHHBIN OUype3, KOHTPOIb
KOJIMYECTBA BBIACISIEMOH MOYU. B HEKOTOpBIX cCily4asX MOKET OBbITh OIpaBIaHHBIM
MIPUMEHEHNE AHTUKOATYJISTHTOB.

5. DPAPMAKOJIOTHUYECKUE CBOMCTBA
5.1. ®apmakoauHaMHUYeCKHE CBOMCTBA

dapMakoTepaneBTUYECKass TPYMIa: IeMOCTaTUYECKUE CPEACTBA; aHTU(DUOPHHOIUTUYECKUE
CPEICTBA; aMUHOKHUCIIOTHI.

Kong ATX: B02AAO02

MexaHu3M ASHCTBHUS U d)aDMaKOHI/IHaMI/I‘leCKI/IC Bd)d)eKTBI

AHTHQUOPHHOIUTHYECKOE CPEACTBO. TpaHeKkcaMoBas KHUCIOTa CHEHU(PHUECKH HHTHOUpPYeET
aKTHBAIMI0 MPOoPUOpHUHONIM3MHA (TUTa3MUHOTEHA) W €ro mpeBpaiieHue B (GUOPHHOIU3HH
(mIa3MuH).

OO6nagaer MECTHbIM M CHUCTEMHBIM T€MOCTAaTHYECKUM JACHCTBHEM IPH KpPOBOTECUCHUSX,
CBS3aHHBIX C TMOBBIMICHUEM (uOpuHOIM3a (MATOJIOTUS TPOMOOIMTOB, MEHOpPPATruH).
AHTU(UOpUHONUTHYECKAsT aKTUBHOCTh TPAHEKCAMOBOM KHUCIIOTHI in Vvitro npumepHo B 10 pa3
MPEBOCXOJUT AaKTUBHOCTH OSIICHIIOH-aMUHOKAIIPOHOBOM KHCIIOTHI, YTO OOYCIIOBIIEHO Oosee
MPOYHON CBSI3BI0 C PELEITOPOM MOJIEKYJIbI IJIa3MUHOTEHA. TakyKe TpaHeKcamoBas KUCIIOTa
3a CUeT MOJIaBJIeHNus 00pa30BaHUsl KUHUHOB U JIPYTUX aKTHUBHBIX MENTHJIOB, YUYACTBYIOIIUX B
QIEPTUYECKUX ¥ BOCHAIMTENBHBIX peaklusax, oO0JaJaeT MPOTHUBOATUIEPTHUECKUM U
MPOTUBOBOCTIAJIUTEILHBIM JICHCTBUEM.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

AOGcopbuus

AOcopOumst mpu mepopanbHOM Tpweme 103 B auamazoHe 0.5-2 v - 30-50%. Bpewms
JOCTHIKEHHUSI MaKCUMAalIbHOM KOHIIEHTpamuu mpu npueme BHyTph 0.5, 1 m 2 1 - 3 4,
MaKCUMaJibHasi KOHIIEHTpauus - 5, 8 U 15 MKr/Mi cooTBeTCTBEHHO. CBS3b C O€JIKaMH TIa3Mbl
(mpohubpuHOIM3UHOM) - MeHee 3%.

Pacnopenenenune

Pacripenensiercss B TKaHSIX OTHOCHUTENBHO PAaBHOMEPHO (UCKIIOYEHHE - CIIHHHOMO3TOBas
JKUJKOCTh, TJ€ KOHIEHTpaius coctaBisier 1/10 oT miasMeHHO#); TPOHHMKAET uYepes
TUTAlIeHTapHBINA Oapbep, B TPyAHOE MOJOKO (0Koso 1% OT KOHIIEHTpaIiy B TUIa3Me MaTepH).
OO6napy>xuBaeTcs B CEMEHHON >KMJIKOCTH, I/I€ CHI)KAaeT (UOPUHOIUTUYECKYIO aKTHUBHOCTH,
HO HE BIIUSIET HA MUTPAIMIO criepMaTo3ou1oB. HavanbHblil 00beM pacnpenenenus - 9-12 .
AHTU(UOpUHONUTHYECKAs! KOHLIEHTPALUsI B pa3IMYHbIX TKaHIX coxpaHsercs 17 4, B maa3zMe
- 10 7-8 4.

buorpancdopmarms

MeTa60J’II/ISI/IpyeTC$I HC3HAYUTCIIbHAaA 4acCThb. I/IILCHTI/I(I)I/ILII/IPOBEIHO 2 MeTaboauTa
TpaHeKcaMOBOI)'I KHUCJIOTHI: N-aHeTI/IJ'II/IPOBaHHOG U AIC3aMUHHUPOBAHHOC IIPONU3BOJHOC.

DIMMUHALUA

KpuBasi «xoHIeHTpalusa-BpeMs» uMeeT TpexdasHyio ¢GopMy C MEpUOIOM MOTYBBIBEACHUS B
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noYKaM# (OCHOBHOW MyTh - TIOMepyssipHas (uibTpanus) - 6onee 95% B HeM3MEHEHHOM
BHJIC B TEYEHHUE MEPBHIX 12 4.

IloyeyHas HEAOCTATOUYHOCTD

[Tpu HapymeHHON (HYHKIIMU MOYEK CYLIECTBYET PUCK KyMYJISIIMH TPAHEKCAMOBOU KHCIIOTHI.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHpb BCioMOraTeJIbHbIX BellleCTB
Lemnron03a MUKPOKPUCTAININYECKAS
['nipoKCcUIIpONUIIEIII0I03a (TUIIPOJI03a)
Harpus kpaxMairinkosT (KapOOKCUMETHIIKpaxMai HaTpHs)
Tanbk

KpemHus 1uokcua KoJIJIOUIHbIN

Kanbuus creapar

Inenounas obonouxa:

I'unpomennosa

Twurana nnokcun

Tanpk

Maxkporon

6.2. HecoBMecTUMOCTD

He npumenumo.

6.3. Cpok roqHocTu (CpoK XpaHeHUs!)

2 roza.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU
IIpu Temneparype He Boime 30 °C.

XpaHUTh B OPUTHHAIBHOMN yHakoBKe (Iauke).

6.5. XapakTep u conepkaHHe NePBUYHON YIIAKOBKH

[To 10 TaGneTok, MOKPHITHIX IUIEHOYHONW 00OJOYKONW B KOHTYPHYIO SYEHKOBYIO YIAKOBKY U3
IUIGHKH TMOJMMBUHWIXJIOpUAHOW Mapku OJII-73 u  Qonbru aaroMUHHEBOM MeYaTHOMN
JIAKUPOBAHHOM.

[To 10 TabGneTok, NOKPBITBIX TUICHOYHOW OO00JIOYKOH B OaHKy TMOJUMEPHYIO U3
MOJIMIIPONUIICHA WJIM MOJIUITUIICHA C KpBIHIKOﬁ HOJIHMCpHOfI, HnJjin B 6aHKy MOJIMMCPHYIO U3
MOJIUMPOIIMICHA WM TIOJIMATHIIEHA C KPBIIIKOW C KOHTPOJEM TMEPBOTO BCKPBITUS U
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IIOJIMMEPHON HABUHYHUBACMOM.

Kaxmyro 6anky wim 1, 2, 3, 5 KOHTYPHBIX SYCHKOBBIX YIAKOBOK BMECTE C MHCTPYKITUEH 110
MEAWIIMHCKOMY MPUMEHCHHUIO MOMEMIAIOT B Ma4yKy W3 KapTOHA JJIsl MOTPEOUTEIHCKON Taphbl
MapK{ XPOMOBBIM WM XpOM-3p3all, WK KapTOHA MapKH XpOM-3p3all MakyJIaTypHOTO, WU
JIPYroro KapToHa aHAJIOTMYHOT0 KaueCcTBa.

6.6. Oco0ObIe MEPLI TPEAOCTOPOKHOCTH MPU YHHUYUTOKCHUU MUCIOJIb30BAHHOI'O
JEKAPCTBCHHOI0 Ipemapara  WJIM O0TX0A0B, IMOJYYCHHBIX II0C/I€ NMPHUMEHCHUSA
JIEKAPCTBCHHOI'O Mpenapara, U IPyrue MaHMMyJisiiuu € nmpemnapaTom

Oco0bie TpeOOBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanus
000 «HOBas dpapmar»

109044 r. Mocksa, yi. Boponmosckas, 1. 20, komHaTa 4a

IIpousBoauresn:

AO «JIAJIBXM®DAPM»

680001, XabapoBckuii kpai, r. Xabaposck, yi. TamkeHTckas, 22
Ten./daxc: 8 - (4212) - 53-91-87

E-mail: dhf@dhf.khv.ru

[IpereH3un HOTDe6I/ITeJ'IeI71 CICAYET HAITPABJIATH 110 aJAPECY.

Poccniickas @enepanus

AO «JIAJIbBXUMDAPM»

680001, XabapoBckuii kpaif, T. XabapoBck, yn. TamkeHTckas, 22
Ten./daxc: 8 - (4212) - 53-91-87

E-mail: dhf@dhf.khv.ru

8. HOMEP (HOMEPA) PETUCTPAHIMOHHOI'O YAOCTOBEPEHUSA

9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA
ITo peuenty.

10.  JATA  TEPBUYHON  PETMCTPAIIMM  (ITOJATBEPKIEHUSA
PETACTPAIIMHU, TEPEPETMCTPALIAN)


mailto:dhf@dhf.khv.ru
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10. JATA HEPECMOTPA TEKCTA

OOr11asi XxapakTepUCTHKA JIEKapCTBEHHOTo mpemnapata TpaHekcaMoBas KHCIOTa IOCTYITHA Ha
uH(GOPMAIIMOHHOM TOopTaie EBpasuiicKOro 3KOHOMHYECKOTO CO03a B HH()OPMAIMOHHO-
KOMMYHHUKaIMOHHOM cetn « HTepHe™» http://eec.eaeunion.org/.
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