COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 06.07.2023 N= 12638

(MOCNENOBATENLHOCTL 0005)

OBIIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JEKAPCTBEHHOI' O IIPEITIAPATA
Tpanekcam, 250 mMr, TaOIETKH, TOKPBITHIE TUICHOYHOW 000JIOUKOM.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

JelicTByroliee BENIECTBO: TPAHEKCAMOBAsl KUCJIOTA.

Kaxxnmass Tabierka, MOKpbITas IUICHOYHOM 000J0YKOM, coiepkutr 250 Mr TpaHeKkcaMOBOMH
KHCJIOTEL

[TonHbIi IepeyeHb BCIIOMOraTeIbHbIX BEUIECTB MPUBEIICH B pa3ene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTKu, MOKPHITHIE INIEHOYHOW 000TI0YKOM.

Kpyrible nBOSKOBBINYKIIbIE TaOJIETKH, MOKPBIThIE IIEHOYHOM 000504Kkoil Oenoro msera. Ha
MOTIEPEYHOM paspese Aapo Oenoro uiau 0eraoro ¢ KOPUYHEBATHIM HMIIM CEPOBATHIM OTTEHKOM
L[BETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Illoka3aHusl K IPUMEHEHHUIO

KparkocpouHoe siedeHHe KpOBOTEUEHHH, CBSI3aHHBIX C IOBBIIIEHHBIM (PUOPUHOIU3OM, NPHU
CJIEYIOIIMX NaTOJIOTMYECKUX COCTOSTHUSAX:

* IIpocTtarskroMus; onepaTuBHbIE BMEIIATEILCTBA HA MOYEBOM ITY3bIPE;

* AxomanbHOe MaTo4HOe KpoBoTeueHue (AMK);

* HocoBoe kpoBoTeueHue;

e KoHm3anms meiKu MaTKH;

* TpaBmaTuueckas rudema (KpOBOU3IMSIHUE B IEPEIHIOI KaMepy IJ1a3a).

[IpoduiakTuka 1 JedeHre KPOBOTEUCHUH y MAlMEHTOB ¢ reMO(pMIINel, KOTOPBIE TTOABEPTaIOTCS
MaJIOMy OII€paTUBHOMY BMEULIATENbCTBY (B T. Y., IKCTpAKLuUs 3y0a).

HacnencrBeHHbI aHTHOHEBPOTUYECKUH OTEK (ITpoduIakTuKa 000CTpeHui 3a001eBaHMs).
KpoBoTeuenus npu 6epeMeHHOCTH.

4.2. Pe:kum 103MPOBAaHNS M CIOCO0 MPUMeEHEeHHUs!

Pexxum no3upoBanus

Bspocieie

Kpamkocpounoe neuenue «xposomeuenuti, 00)CIO06IEHHBIX NOBLIUEHHBIM QDQUOPUHOIUZOM:

peKoMeHayeMas CTaHAapTHas 7032 TPAHEKCAMOBOM KHUCIIOTHI COCTaBisieT 15-25 MI/Kr macchl

tena, B cpeaneM 1000-1500 mr 2-3 pasa B CyTKH.

» Ilpu npocmamskmomuu u onepamusHvlx emeulamenbcmeax Ha modesom nyzvipe: 1000 mr 3a
6 4 10 onepanuy, 3ateM 1o 1000 mr 3-4 pa3 B CyTKH /10 MCUE€3HOBEHUsI MakporemaTypuu. He
peKoMeHayeTcs TpUMEHEHHe TMpemapara Oojee 2 Heledb IOCHE  ONEPAaTUBHOTO
BMeEIIaTEIbCTBA.

* [lpu anomanvnom mamounom kpogomeyenuu (AMK): pexoMeHIyemas 103a COCTaBIISET
1000 Mmr 3 pa3za B CyTKH JO TMpeKpalleHHus MEHCTPYaIbHOTO KPOBOTECUEHHS, HO He Oolee
4 cytok. Ilpu npody3HOM KpOBOTEUEHHUH J103a MpernapaTa MOXKeT ObITh YBEJIHUEHa, IPU STOM
oOmasi cytoyHas 103a He nospkHa nmpeBsimath 4000 mr. JledeHne TpaHEeKCaMOBOM KHUCIOTON
HE CJIeyeT HauMHaTh /10 BO3SHUKHOBEHHUS MEHCTPYaJbHOIO KPOBOTEUEHHUS. B KIMHMYECKUX
UCCIIEIOBAaHUSAX TPaHEKCaMOBash KHUCJIOTa HE TMpUMEHsUIach 0ojiee TpeX MEHCTPYasbHbBIX
LUKJIOB MOJPSII.

* [lpu peyuousupyrowux Hocosvlx Kpogomeuenusx: 1o 1000 mr 3 pa3a B CyTKH B TE€UEHUE
7 mHel.

» [locne onepayuu xonuszayuu wetiku mamxu: mo 1500 Mr 3 pasa B cyTku B TeueHue 12 gHen
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» Ilpu mpasmamuueckou eugeme: mo 1000-1500 mr 3 pasza B cyTku (meneBas qo3a 25 Mr/kr
Macchl TeJjia) B TeUCHUE 7 THEH.

THayuenmoi ¢ eemoghunueri: npenapaT Ha3HAYAIOT BHYTPh B J103€ 25 MI/KI Macchl Tena 3a 2 4 JI0

aKcTpakiuu 3yba, u 3areM mo 1000-1500 mr 3 pasa B cyTku B TeueHue 6-8 mueil. Cremyet

OJTHOBPEMEHHO HAa3HAYMTh MpenapaTsl GakTopoB cBepThiBaHUsA KpoBu VIII mmnm [X.

Ilpu nacneocmeennom aneuonespomuyeckom omexe: mo 1000-1500 mr 2-3 pasa B nenb. Eciam

NAllMeHT MOXET IMpenBUAETh 00OCTpeHre 3a0oieBaHus, NpenapaT MOXHO NPUHUMATH C

nepeppiBaMU B 3aBUCHMOCTH OT HAJIMYUS MPOJPOMAIBHBIX CUMIITOMOB. B ocTanbHBIX ciyudasx

npernapar ciaeayeT IPUHUMATh OCTOSIHHO.

Kposomeuenus npu 6epemennocmu:. 250-500 mr 3-4 pa3a B CyTKH JI0 TOJHOM OCTaHOBKH

KpoBoTeueHMsl. CpeHss POJAOJIKUTENBHOCT Kypca JIeUeHUs] - 7 THEH.

OcoOble rpynmnsl NayueHToB

Tayuenmoi ¢ HapyweHuem hyHKyuu novex

Y m[auuMeHToB € JIETKUM U YMEPEHHBIM HApYIIEHUEM BBIACTUTENBHON (QYHKIMU TOYEK

Heo0XouMa KOPPEKIMS 103bl U KPaTHOCTU IPUEMA TPaHEKCAMOBOM KUCIJIOTHI:

Konuenrpanus CxkopocTb Jlo3a TpaHekcaMOBOt
KpeaTUHUHA B KITyOOYKOBOM KHUCJIOTBI KparHocTs npuema
CBIBOPOTKE KPOBH ¢bunbTpanuu (CKO)
120-249  mxmons/1 | 60-89 mn/mun/1,73 M? | 15 MI/Kr Macchl Tena 2 pasa B CyTKH
(1,36-2,82 mr/mn)
250-500  mkmons/n | 30-59 mn/mun/1,73 M? | 15 Mr/Kr Macchl Tena 1 pa3 B cyTKH
(2,83-5,66 mr/mn)

Tayuenmoi ¢ napywieHuem yHKyuu neveHu
VY nanueHToB ¢ HapylieHueM QyHKIUH eYeHU KOPPEKIUS 103bI HE TpeOyeTcsl.
Tlayuenmui nodicunoco eospacma
VY NOXWIBIX NAlMEHTOB IPU OTCYTCTBUU IOYEYHOM HEAOCTATOYHOCTU KOPPEKLHs [03bl HE
Tpedyercs.
eTH
JlanHple B OTHOIIEHMM 3((EKTUBHOCTH M  0OE€30MaCHOCTH TNPUMEHEHHUs IpenapaToB
TPAHEKCAMOBOW KUCJIOTHI Y JE€TEH OTPaHUYEHBI.
VY nereil TpaHekcaMoBasl KHCIIOTa Ha3HauyaeTcs U3 pacuyera 25 MI/KT Macchl Teia 2-3 pas3a B
CYTKH.
Crioco6 nmpuMeHeHus
BuyTpb, HE3aBHCUMO OT IpUEMa MUIIH.

4.3. IIpoTuBONOKA3aHNS

* ['unepuyBCTBUTENBHOCTh K TPAHEKCAMOBOM KHCIOTE MJIM K JIOOOMY M3 BCIIOMOIaTENbHBIX
BEIIECTB, IEPEUNCIICHHbIX B pa3zene 6.1;

* XpoHHUYecKass MOYeyHass HEIO0CTaTOYHOCTh TSKENOW CTeNeHH (CKOPOCTh KIyOOYKOBOM
dumsrpanuu [CK®] menee 30 Mi/mun/1,73 M%) B CBA3H ¢ PUCKOM KyMyJISALIUH;

* BeHo3Hbll MM aprepuanbHbIl TPOMOO3 B HACTOsIIEe BpeMs WM B aHaMHe3e (TpomO003
NIyOOKHX BEH HOT, TPOMOOAMOOIHS JIETOUHON apTepHu, TPOMOO3 BHYTPUUEPEITHBIX COCY/IOB
U JIp.) TIPU HEBO3MOKHOCTH OJHOBPEMEHHOM Tepanuy aHTUKOAryJIssHTaMH;

* @ubpuHONMM3 BCIEACTBHE KOAryjonaTuu MOTpeOieHnus (TUIIOKOAryJsluOHHas CTaaus
CHUHApOMa JUCCEMUHUPOBAHHOIO BHYTPUCOCYIUCTOrO cBepThiBanus [/IBC-cunnpom]);

* Cynoporu B aHaMHE3E;

* IIpuobpereHHoe HapylIEHHE [BETOBOTO 3pEHHUS;

* (CyOapaxHouadbHOE KPOBOU3IHUSHUE (B CBA3M C PUCKOM PAa3BUTHS OTEKa MO3Ta, HILIEMUU U
uH(papKTa TOJIOBHOTO MO3ra);

» Jlerckuii Bo3pact 10 3 siet (TBepas JiekapcTBeHHas popma).
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4.4. OcoOble ykazaHHus U MepPbl NPeI0CTOPOKHOCTH n%npﬂﬁl‘gﬁ

C OCTOPOXKHOCTHIO:

TpaHekcaMOBYIO KHCIIOTY CIIE€Ly€eT IPUMEHSTh C OCTOPOKHOCTBIO B CIEAYIOIUX CUTyalUsX:

* T'ematypusi, BeI3BaHHas 3a00JIEBaHUSMH MAPEHXUMBI MOYEK, U KPOBOTCUCHHS M3 BEPXHHUX
OTJEJIOB  MOYEBBIBOAAIIMX IyTed (PUCK BTOPUYHON MEXaHHYECKOH 0OCTpyKLUHU
MOYEBBIBOJAIINX TYTEH CIYCTKOM KPOBHU C pa3BUTHEM aHYPHH);

* [lamueHTBl C BBICOKMM PHCKOM Pa3BHUTHUS TpomOo3a (TpomMOOIMOOIMUECKHE COOBITHS B
aHamMHe3e WA CEeMEHBIN aHaMHE3 TPOMOOIMOOITUIECKIX 3a00JIeBaHUH,
BepU(DUIIMPOBAHHBIN AHArHO3 TpoMOODHINN);

*  CuHApPOM IMCCEMUHUPOBAHHOTO BHyTpHUcOCyaucToro cBeproiBanus [[IBC-cunapom]);

* Hanuumne kpoBU B IOJIOCTSX, HAaIpuUMeEp, B IJIEBPAIBbHOM MOJOCTH, MOJOCTSIX CYyCTaBOB U
MOYEBBIBOJISALINX MY TSX;

+ [lanueHTsl, NOTyYaroLUe TEPANUI0 AHTUKOATYJISHTAMHU (OIIBIT IPUMEHEHUS OTPAaHUUCH);

* OpnHOBpeMEHHOE MpUMEHEHHue npenaparoB (GaxkTopoB cBepTbiBanus kposu I, VIL, IX u X B
KOMOUHAIMKU [IPOTPOMOMHOBOIO KOMIUIEKCA] WIM aHTUMHTUOMTOPHOIO KOAryJSHTHOTO
KomrIuiekca (cM. pazzaen 4.5.);

+ JleueHne aHOMAJbHBIX MAaTOYHBIX KPOBOTEUEHHMH y MAIMEHTOK B Bo3pacTe muamuie 15 ner
(OIBIT IPUMEHEHUS OTPAaHUYEH );

+ [lanuenTtku, npuHUMarOUIe KOMOMHUPOBAHHbIE NEPOpPAJIbHBIE KOHTPALIEIITUBBI (B CBSA3M C
MOBBIIIEHHBIM PHUCKOM BEHO3HBIX TPOMOOIMOOIMYECKHX OCIOKHEHHH M apTepHalIbHBIX
TpoM0030B) (cM. pasaen 4.5.).

VY nanueHTOB C HACIEICTBEHHBIM AHTHOHEBPOTHYECKHMM OTEKOM MEpe] HavyajJoM JICYCHHS

Heo0Xo/MuMa KOHCYJIbTalus oQTajabMosiora (OnpeieieHue oCTpOThl 3pEHuUs], IBETHOIO 3pEHMS,

COCTOSIHUE TJIa3HOTO JHA). B mporecce jieyeHus: HE00X0AUMO PEryipHOE 0PTaIbMOIOIHUYECKOe

oOciiezioBaHue (BKIJIIOYAIOIIEE OLIEHKY OCTPOTHI 3PEHUS U LIBETOBOCHPUATHS, OCMOTp IJIa3HOIO

JIHa WIEJIEBOM JIaMIIOW, M3MEPEHHE BHYTPHUIJIA3HOTO JaBJICHUS, OLEHKY mosei 3penus). Ilpu

BO3HUKHOBEHUHM HapylICHUH 3peHus Ha (DOHE JIeYeHUs TPaHEKCaMOBOM KHCIOTOHM, mpenapat

HE00X0JJUMO OTMEHMUTb.

Y [anueHToB € HACIEICTBEHHBIM aHI'MOHEBPOTUYECKMM OTEKOM, JJIUTEIbHOE BpeMs

MOJTYYArOIIUX TpenapaThl TPaHEKCAMOBOM KHCIIOTHI, HEOOXOIUM PETYJSPHBIA J1aO0paTOPHBIN

KOHTPOJIb (DYHKIIMH [TEUYEHHU.

[IpenapaTsl TpaHEKCaMOBOW KHCIIOTHI CIEIYET MPUMEHATH C OCTOPOKHOCTBIO TIPU T€MaTypHH,

BbI3BAaHHON 3a00JI€BaHUSAMHU NApEeHXUMBl II0YEK, IIOCKOJIbKY B JTHUX YCJIOBUSX YacTo

Ha0JII0/IaeTCsl BHYTPHUCOCYIUCTOE OCaXKIeHHe (UOpHHA, 4YTO MOXKET YCYryOuTh MOpakeHue

noyek. Kpome Toro, B ciay4asx MacCUBHOTO KpPOBOTEUEHHs JHOOOH 3THOJOTMM U3 BEPXHHUX

MOYEBBIBOIAIINX MyTeH, aHTU(HUOPUHOIMTHUYECKAs TEpamusi TOBBIMAET PUCK 00pa3oBaHUs

CTYCTKOB KPOBHM B IOYEUHOW JIOXaHKE HW/WIM MOYETOUYHUKE M, COOTBETCTBEHHO, BTOPUYHOM

MeXaHMYECKOW OOCTPYKIIH MOUYEBBIBOIAIINX IYyTEH U pa3BUTHUS aHYPHUH.

XO0Td TNpOBE/IEHHBbIE KIMHUYECKHUE MCCIEOBAHUS HE BBISIBHIM 3HAYUTEIBHOIO IOBBIIICHUS

YacTOTHl Pa3BUTUSI TPOMOO30B, OJHAKO PHUCK TPOMOOTHUYECKHX OCIIO)KHEHH HE MOXET OBITh

HOJHOCTBIO UCKI0UYeH. OMUCAaHbl Cllydyau pa3BUTHS BEHO3HBIX U apTepHAIBbHBIX TPOMOO30B U

TpOoMOOSMOOIMN Yy TAlMEeHTOB, MOJYy4YaBIIMX TpaHEKcaMoOBYl0 KkucioTy. Kpome Toro,

coo0Ianock 0O ciay4asx OKKJIIO3UM LEHTPAIbHOW apTepu CeTYaTKH U LEHTPAIbHOW BEHBI

ceTyaTku. Y HECKOJIBKHX TAlMEeHTOB Pa3BWIICS BHYTPHUYEPEITHOW TPOoMOO3 Ha (hoHe JedueHus

TpaHekcaMoBOi KuCIOTOH. COOTBETCTBEHHO, Yy MAIlEHTOB C BBICOKUM PHCKOM pPa3BUTHA

TpoMbo3a (TpomMOOIMOONIMYECKHE OCJIOKHEHHUS B aHamMHe3e, cily4aun TpomMOosmMbonuu y

POJCTBEHHUKOB,  BepU(UIMPOBAHHBIM  JMarHo3  TpoMmOoduauu) ciaexyer MPUMEHSThb

TPaHEKCAMOBYIO KHCIIOTY TOJIBKO B ClTydae KpaifHel HEOOXOIMMOCTH | TIOJ] CTPOTUM BpadyeOHBIM

KoHTpoJeM. [lepen mpuMeHEHHeM TpaHEeKCaMOBOM KHCIOTHI CIEAyeT MPOBECTH OOCie0BaHHE,

HaIpaBJIEHHOE Ha BBISBICHUE (PAKTOPOB pUCKA TPOMOOIMOOINIECKUX OCIOKHEHHH.

Hanuune kpoBM B MONOCTSX, HampuMep, B IUIEBPAIbHOM IOJIOCTH, IMOJIOCTAX CYCTAaBOB U

MOYEBBIBOIAIINX MYTAX (B T. 4. B TIOYEYHBIX JIOXaHKAX U B MOYEBOM ITY3bIPE) MOKET IPUBOJANUTH
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KPOBHU, KOTOPBIA MOXKET OBITh YCTOHYMB K (PU3HOIOTHUECKOMY (PHUOPHHOIU3Y.

[TarueHTKaM C HEperyJsipHbBIM MEHCTPYaJbHbIM KpPOBOTEUCHHEM HE ClellyeT Ha3HauaTh
TPaHEKCAMOBYIO ~ KHCJIOTY JO YyCTAQHOBICHHMS TMPHYMHBI JucMeHopen. Ecmu  o0bem
MEHCTPYaJIbHOTO KPOBOTEUYEHMSI HEAJEKBATHO CHIDKAETCS Ha (OHE JIeUeHHUs TPaHEKCaMOBOM
KHCJIOTOH, HEOOXOAMMO PACCMOTPETh BO3MOXKHOCTh alIbTEPHATUBHOTO JICUCHHS.

Hannpix 1o 3ddexTuBHOCTH W 0€30MacHOCTH MNPHUMEHEHHUS TPAHEKCAaMOBON KHUCIOTHI MpU
JIEYEHUU MEHOpparuil y manueHToK miajmie 15 neT HegocTaTouHo, IO3TOMY Ipenapar cieayeT
MPUMEHSTH C OCTOPOKHOCTBIO.

CrnenyeTr ¢ OCTOPOKHOCTBbIO NMPUMEHATh TPAHEKCAMOBYIO KHUCIJIOTY y KEHIIMH, OJHOBPEMEHHO
MPUHUMAIOIINX KOMOMHUPOBAHHBIE MEPOPabHbIE KOHTPALICTITUBBI, B CBSA3M C IOBBIIICHHBIM
PHCKOM pa3BHUTHs TPOMO030B (cM. pasnen 4.5.).

VY namuentoB ¢ JIBC-cuHapoMoM, KOTOpBIE HYXAAKOTCS B JICYEHUH TPAHEKCAMOBOM KHCIOTOM,
Tepanusi J10JKHA OCYIIECTBIATHCS IOJ TIIATEIbHBIM KOHTPOJEM Bpaya, HMMEIOLIErO OIBIT
JIeYeHUsl JaHHOTO 3a00JIeBaHUSI.

B cBs3u C OTCYyTCTBHMEM aJeKBaTHBIX KJIMHUYECKUX HCCIECIOBAaHUN, OJHOBPEMEHHOE
MPUMEHEHUE TPAHEKCAMOBOW KHCJIOTHI C aHTUKOATYJSIHTAMU JOJDKHO OCYIIECTBISATHCS IO
TIIATEIbHBIM HAOIOJICHUEM CIEIHAIICTa, UMEIOIIETO OIBIT JICUSHHUS] HApYIICHUI CBEPTHIBAaHHS
KPOBH.

Ecnu Ha ¢oHe mpuema TpaHeKCaMOBOM KHCIOTBI OTMEYAETCS HapyIICHUE 3pEeHUs, HEOOX0AUMO
MPEeKPaTUTh IpUeM Ipenapara u 0OpaTUThCS K Bpady.

4.5. B3aumojgeiicTBue ¢ JPYIrHMM JIEKAPDCTBEHHBbIMH IIpenapaTaMd M Jpyrue BH/IbI
B3aUMOJECHCTBUSA

CneunanbpHble KIMHWYECKHE MCCIEIOBAHUSA, IIOCBSILEHHBIE HW3YYEHHIO B3aUMOJECHCTBUN
TPAHEKCAMOBOW KUCJIOTHI C IPYTUMH JIEKAPCTBEHHBIMU CPEACTBAMU, HE IIPOBOIUIIUCE.
TpanekcamoBasi ~ KHCIOTa  IpeNATCTBYeT  pa3BuTHIO  (hapmakosnoruyeckoro  3¢ddexra
¢ubprHONMUTHIECKUX (TPOMOOTUTHYECKHX ) TIPETIAPATOB.

KomOuHupoBaHHble  NepopajibHble  KOHTPALENTHUBBI  YBEIMYUBAIOT  PUCK  BEHO3HBIX
TPOMOO3IMOOINYECKUX OCTIOKHEHUIN U apTepUATIbHBIX TPOMOO30B (B YaCTHOCTH, UILIEMHUYECKOTO
UHCYJIbTa U MH(papkTa MUOKapaa). ONbIT NPUMEHEHUS TPaHEKCaMOBOM KHUCIOTBHI Yy KEHIIHH,
NPUHUMAIOIINX KOMOWHUPOBAHHBIE IEpOpalbHbIe KOHTPALENTHBBI, OTCYTCTBYET. Ilockoibky
TpaHeKcaMoBasi KHUcJIoTa oOnanaer aHTU(GUOpUHOIMTHYECKHM 3(PQEeKToM, OJHOBPEMEHHOE
IPUMEHEHHE C KOMOWHHPOBAHHBIMH IEPOPAIIbHBIMM KOHTpPALENTUBAMU MOXKET NPUBECTH K
JIOTIOJTHUTEIbHOMY MOBBIIIEHUIO PUCKA TPOMOOTHYECKUX OCIIOKHEHHH.

OnHOBpeMeHHOE MPUMEHEHNE TPAHEKCAMOBOM KUCIIOTHI € IIpenapaTaMu (pakTOpOB CBEPThIBAHUS
kposu I, VII, IX u X B koMOMHAauu [TpOTPOMOMHOBBIM KOMIIEKCOM| MJIM AHTUMHTUOUTOPHBIM
KOAryJISIHTHBIM KOMILUIEKCOM MOBBIIIAET PUCK pa3BUTHS TPoMOO3a.

B03MOXKHO TOBBIIIEHHE pHCKAa TPOMOOTHYECKUX OCIOKHEHMH (B YacTHOCTH, HWH(apKTa
MHOKap/1a) pu OJIHOBPEMEHHOM  IPUMEHEHHHM  TPAHEKCAaMOBOM  KHCIOTBI c
THJIPOXJIOPOTUA3UAOM, JECMONPECCHHOM, aMIHUIMUIMHOM-CYJIb0aKTaMOM, DPaHUTHIUHOM MU
HUTPOTIULEPUHOM.

IIpy coueTaHHOM NIPUMEHEHUM C TEMOCTAaTMYECKHMH IIpernaparaMd BO3MOYKHA aKTHUBaLUs
TpoMO00Opa3OBaHuA.

OnHOBpeMEHHBIN MTPUEM TPAHEKCAMOBOW KHUCIIOTBHI C AHTUKOATYJISIHTAMU JOJDKEH IPOBOJIUTHCS
MOJ1 CTPOTUM KOHTpPOJIEM Bpaya (OIBIT IPUMEHEHHS OTPaHUYEH).

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JIAKTALHSA

bepemeHnHoCTL

B 1oKIMHMYECKHX HCCIEAOBAaHUSIX TpaHEKCaMOBasl KHUCJIOTa HE OKas3blBaja TEPATOrE€HHOIO
BO3JICHCTBUS. AJIGKBaTHBIE M CTPOTO KOHTPOJHpPYEMbIe UCCIeNoBaHus 3(PPEKTUBHOCTH U
0€30MacHOCTH TPUMEHEHHS TIPErmapaToB TPAHEKCAMOBOW KHUCIOTHI y OEpeMEHHBIX He

ctp. 43 9
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npoBoAWINCE. TpaHekcamMoBasi KHCIOTa MPOHUKAET qeb@:lr;nlﬁ%@'ﬁTﬁ&k&':clogébﬁdfgéﬂ B

MYTOBUHHOM KPOBH B KOHIICHTPALIUH, OJIN3KON K MAaTEPUHCKOM.

[TockonbKy HccleOBaHUS PENPONYKTUBHOM (YHKIMM Y JKMBOTHBIX HE BCErJa I03BOJISAIOT
IpeJcKa3aTh peakluu Yy 4eJIOBeKa, TPAHEKCAMOBYIO KHCIOTY CIEAyeT NPUMEHSATh BO BpeMs
OepeMEHHOCTH TOJIBKO B Cllyyae KpailHel Heo0X0AUMOCTH.

JlakTanus

TpanekcamoBasi KMCIOTa IIPOHUKAET B IPyAHOE MOJIOKO (KOHIEHTpalus Mpernapara B MOJIOKE
cocraBinsieT oOkoilo 1% OT KOHUEHTpanuu B IIa3M€ KpoBH Matepu). PasButue
aHTU(uOpUHOIUTHYECKOTO YPdeKkTa y MIIajeHIa MajgoBeposTHO. TeM He MeHee, cilexyer
co0IroaaTh OCTOPOYKHOCTD ITPU IPUMEHEHUH TPAHEKCAMOBOM KUCJIOThI Y KOPMSALIUX MaTEPEH.

4.7. BiusiHue Ha CIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeJcTBaMH M padorarb ¢
MeXaHU3MaMHu

CriocoOHOCTh TPAaHEKCAMOBOHM KHUCIIOTHI BJIMATH Ha CKOPOCTh IICUXOMOTOPHBIX pPEaKIUil M Ha
CHOCOOHOCTh YHPABIATh TPAHCHOPTHBIMM WM JAPYTMMHM MEXaHHYECKUMH CpEICTBAMHM He
u3ydanachk. TpaHekcamMoBasi KMCJIOTa MOKET BbI3bIBATh T'OJIOBOKPY’KEHUE U HAPYLIEHMs 3pEHUs,
U, COOTBETCTBEHHO, MOXKET BJIMATH HA CHOCOOHOCTh 3aHUMAThCSA MOTEHIMAIBHO ONACHBIMU
BUJAMH JESITEIbHOCTH, TPEOYIOUIMMH MNOBBIIIEHHON KOHLEHTPAallMd BHUMAHUS U OBICTPOTHI
IICUXOMOTOPHBIX PEaKLUil.

4.8. HexkesiaTesIbHBIE PeaKIIHU

Pesrome npoduiis 6e3onacHOCTH

HNudopmaniisg o HexenaTeNbHBIX PEaKIUSAX M3JI0KEHAa B COOTBETCTBUU C CHUCTEMHO-OPTaHHON
KJaccuuKanue 1 9acToTor Berpeyaemoctu. Kareropum gactorsl: ouens yacto (>1/10), wacto
(>1/100, wo <1/10), meuacro (>1/1 000, Ho <1/100), penko (>1/10 000, mHo <1/ 1000), oueHb
peako (<1/10 000), dacrora HeusBecTHa (MCXOAS W3 HMCIOIIUXCS JaHHBIX OINPEACITUTH
HEBO3MOJKHO).

Hapywenus co cmoponsl uMMyHHOU cucmembl

OdeHb peKo: peaKuu TUIIEPUYBCTBUTEIBHOCTH, B T. 4. aHAPUITAKTHUECKUN IIOK.

Hapywenus co cmoponvl nepgnoti cucmemoi

Penxo: ronoBokpysxeHue, cyJoporu (0ObIYHO MPU BHYTPUBEHHOM BBE/ICHUH).

Hapywenus co cmoponvl opeana 3penus

Penxo: HapyuieHus 3peHUs, B T. 4. HapylleHHE IIBETOBOTO BOCHPUATHSA, TPOMOO3 COCYA0B
CETYaTKH.

Hapywenus co cmoponwl cocyoos

Penko: TpomMOGo3MO0IMYECKE OCTIOKHEHUS, BEIPAXKEHHOE CHUKEHHE apTEepUaIbHOTO JAaBJICHUS
(0OBIYHO BCIIEACTBUE YPE3MEPHO OBICTPOrO0 BHYTPUBEHHOTO BBEJEHUS, B HCKIIOYUTEIHHBIX
Cllydasix — IocJje IpuemMa BHYTpPb).

OdeHb peKo: apTepuanbHble U BEHO3HBIE TPOMOO3bI pa3TUYHON JIOKATH3AIUH.

YacTtoTa Hem3BeCTHA: OCTPHIA MHGAPKT MHOKapaa, TpoMO03 1epedpaabHbIX apTepuid, TpomM0O03
COHHBIX apTepHii, HHCYIBT, TPOMOO3 TIyOOKHX BEH HOT, TPOMOOAMOOIHS JETOUYHOI apTepuw,
TpoMOO3 TOYEHYHOW apTepuu C pPa3BUTHEM KOPTHUKAJIBHOTO HEKpO3a U OCTPOM TMOYEHHOU
HEJOCTAaTOYHOCTH, OKKIIIO3USI a0pPTO-KOPOHAPHOTO IIyHTa, TPOMOO3 IEHTPaJbHOW apTepuul U
BEHBI CETYATKH.

Kenyoouno-kuweunvle napyuienus

Yacro: TOnIHOTa, pBOTA, AUapes (CUMIITOMBI MPOXOJIAT IPU CHUKEHHUU JTO3bI).

Hapywenus co cmopoHul Kodcu u nOOKOMCHBIX MKAHel

Penko: Ko)KHbIE aJuIeprUyecKue peakiiy, B T. Y. aJlJIPrU4eCKUi 1epMaTuT.

Co0011eHne 0 MoI03PEBAEMBIX HEXKEIIATEIBHBIX PEAKIIHIX
BaxxHo cooOmarh 0 TMOJ03PEeBAEMBIX HEXKENATENbHBIX PEAKIUSAX TIOCIIe PEeTUCTpalluu
JICKapCTBEHHOTO TIperapara ¢ Ieblo 00eCIeYeHrs HEMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
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cooluiate 0 JOOBIX MOJ03PEBACMBIX HEXKENATENbHBIX PEaKIHsIX JICKapCTBEHHOTO IIpernapara
Yepe3 HAIMOHAJIBHBIC CUCTEMBI COO6H.I€HI/I}I 0 HCXKCJIATCIBHBIX pCAKIUAX IOCyaapCTB — YJIICHOB
EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

FOCYI[apCTBO — YJICH EBpaSHﬁCKOFO OKOHOMHYECKOT'O COrO3a:

Poccniickas @enepanvs

denepanbHas cayx0a 1Mo Haa30py B cdhepe 3paBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl III0IIaab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekrponHas moura: pharm@roszdravnadzor.gov.ru uiu npr@roszdravnadzor.gov.ru

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

PecriyOnnka Apmenust

«lleHTp 3KCHEPTU3HI JIEKAPCTB U MEAULMHCKUX TexHoiorui» ['HKO
Anpec: 0051, r. Epesan, nip. Komuraca 49/5

Tenedonsr: (+374 10) 20-05-05, (+374 96) 22-05-05

DnektpoHHas modra: Vigilance@pharm.am

Caiir: http://pharm.am/

Pecny6nuka benapych

VII «lleHTp 3KCIepTU3 U UCTIBITAHUN B 3APABOOXPAHECHUN
Anpec: 220037, r. Munck, ToBapuieckui miep., 2a
Tenedon/dpakc ornena Gpapmakonamzopa: +375 (17) 242-00-29
Dnekrponnas mouta: rcpl@rceth.by

Caiir: https://www.rceth.by

Pecny6nuka Kazaxcran

PI'TI na [IXB «HaunoHanbHbI LEHTP SKCHEPTU3BI JICKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
u3nenuit» Komurera MemUIIMHCKOTO U (apMaleBTUYECKOro KOHTpoiisi MUHHUCTepCTBa
3apaBooxpanenust Pecnybnuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikoHnslp, yi. A. MmaHoBa, 13

Tenedon: +7 (7172) 235 135

OnexTponHas nouta: farm@dari.kz

Caii: https://www.ndda.kz

4.9. llepeno3npoBka

HmeroTcs orpaHUYeHHbIE JTaHHBIE O CIydasx nepeno3upoBku. Coobiaercs o0 OAHOM ciydae
nepe03upOBKH (TpreM BHYTPh 37 T TpaHEKCAMOBOM KUCIIOTHI).

CHUMOTOMBI: TOJIOBOKPYXKEHME, T'OJOBHasi 00jb, TOIIHOTA, PBOTA, AMApes, OPTOCTAaTHYECKUE
CUMIOTOMBI (B T. 4., TOJOBOKPYKEHHE IpPH MNEPEXO0Jieé W3 TOPU30HTAIBHOIO B BEPTHKAIbHOE
MOJIOKEHHE), OpTOCTaTUYeCKast apTepuaibHas TMIIOTEH3UsA. Y MPeIpacloiOkKEeHHBIX MallueHTOB
MOBBILIAETCS PUCK TPOMOO30B.

Jledenue: anTMROT HeusBecTeH. [Ipu Moao3peHnN Ha NEPEeNO3UPOBKY TPAaHEKCAMOBOM KHCIIOTBI
HeoOxoauma rocnuranu3anus. [lpu okazaHny NoMomIu ciaeayeT BbI3BaTh PBOTY, 3aT€M IIPOBECTH
IPOMBIBAHHE JKENTy/IKa. AKTUBUPOBAHHBIN Yrojib CHUXKAET aOCOpOIIMIO TPAaHEKCAMOBOM KUCIIOTHI
IIpU IpUeMe BHYTPh B Te€UEHHUE NMEpBbIX 1-2 4 mocne nepeno3upoBku. Eciny nanueHT HaxoauTes
B 0€CCO3HATEIILHOM COCTOSIHUU WJIM MPHU HapyIIEHUM TJIOTAHHUSI aKTUBUPOBAHHBIN yrojib MOXET
OBbITh BBEJEH Yepe3 HazoracTpalibHbll 30HA. PexomeHnayercs mnpueM BHYTpPb MU
napeHTepalibHOEe BBEJEHHE OOJIBIIOr0 KOJIMYECTBA JKUJIKOCTU JUIS YCHJCHHsS TOYEeYHOH
AKCKpenuu, (GOPCUPOBAaHHBIN TUype3, KOHTPOJIb KOJWYECTBA BBIAENAEMON Mouu. B HEKOTOpBIX
CIIydasix MOKeT OBITh OIPaBJaHHBIM IPUMEHEHUE aHTHUKOATYJISIHTOB.
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5. ®APMAKOJIOT MYECKHE CBOMCTBA (MOCNEOOBATENEHOCTD 0003)

5.1. ®apmakoaMHAMHYEeCKHE CBOMCTBA

®apMakoTepaneBTUYECKas TpyINa: TIeMOCTaTUYECKHE CPEACTBa; aHTU(PUOPHUHOIUTHUYECKUE
CpeACTBA; aMHHOKHUCIIOTHI.

Koxg ATX: BO2AA02

Mexanusm 1eficTBUS

AHTU(UOpUHONMUTHYECKOE CPEACTBO. TpaHekcaMoBas KHCIIOTa cHelupUuYecKd HHTHOUpYeT
aKTUBAIMIO TpoguOpuHONM3MHA (IJIA3MHUHOT€HA) M €ro MpeBpauieHne B (QUOPHHOIM3UH
(Tutazmun).

dapmakoaHamuueckue Y HeKThl

OO6nagaer MECTHBIM M CHCTEMHBIM T'€MOCTaTHYECKHM JCHCTBHEM MPU KPOBOTEUYCHMUSIX,
CBSI3aHHBIX C TOBBIIICHUEM (QUOpUHOIM3a (MATOJIOTHS TPOMOOLUTOB, MeHOpparuu). Takxke
TpaHeKcamMoBas KHCJIOTa 3a CUeT IOJAABJICHHUS OOpa3oBaHHs KUHHUHOB M JPYIHMX AaKTHUBHBIX
NEeNTHUO0B, YYAaCTBYIOIIMX B aJUIEPTUUYECKUX U BOCHATUTEIbHBIX peakuusax, obyagaer
MPOTUBOAJIEPTUUECKUM U MTPOTUBOBOCTIATIUTENILHBIM JICHCTBUEM.

5.2. ®apMaKoKHHeTHYECKHE CBOHCTBA

AOGcopouus

AGcopbuus mipu nepopaibHOM Ipreme A03 B auarnazone 0,5-2 r - 30-50%. Bpems pocTmxeHus
MaKCHUMaJbHOH KOHIEHTpanmuu npu mnpueme BHYyTph 0,5, 1 m 21 — 349, MakcUMaiabHas
KOHIeHTpauuss - 5, 8 u 15 Mkr/mMan coorBercTBeHHO. CBsi3b ¢ Oe€lKaMu  ILIa3MbI
(mpohnubpuHOIM3MHOM) - MeHee 3%.

Pacnpenenenue

Pacnipenensiercss B TKaHAX OTHOCHUTEIbHO PAaBHOMEPHO (MCKIIOYEHHE - CIIMHHOMO3IOBas

KHUJIKOCTb, TJ€ KOHIEHTpauusi cocrapiasier 1/10 oT mnna3MeHHOH); NpPOHMKAaeT uyepes
TJIalleHTapHBIA Oapbep, B TPyAHOE MOJOKO (0K0J0 1% OT KOHIIEHTpallMM B IJIa3ME MaTepu).
OOHapyKMBaeTCsl B CEMEHHOHN XMJIKOCTH, I'Jl€ CHIKAeT (UOPHUHOINTHYECKYIO aKTUBHOCTb, HO
HE BIUSET HAa MUTPAIMIO cliepMaTo3ouaoB. HawanmpHblii 00beM pacmpenenenus - 9-12 .
AHTUQUOPUHOIUTHYECKAST KOHLIEHTPALUs B PAa3IMYHBIX TKaHIX coxpaHsercd 17 4, B mia3me -
o 7-8 u.

buorpancdopmarus u snumuHanus

Merabonusupyercss He3HauuTelbHas 4acTb. KpuBas  «KOHUEHTpaUUs-BpEMs»  HMEET
TpexdazHyo GopMy ¢ NEpUOJIOM IOJYBBIBEJACHUS B KOHEUHOH ¢aze - 3 u. OOumii moyeyHslit
KJIMPEHC paBeH Ia3MeHHoMy (7 1/4). BeiBoauTcs moukaMu (OCHOBHOW IyTh - IJIOMEpPYJIsIpHast
buibTpanus) - 6onee 95% B HEM3MEHEHHOM BHUJIE B TeUEHHE NMEPBbIX 12 u.

UnentuduuupoBano 2 Merabonura TpaHekcamMoBOW KucioThl: N-anerunupoBaHHoe U
JI€3aMUHUPOBAHHOE IPOU3BOIHOE.

IloyeuHas HEIOCTATOYHOCTh

[Tpu HapymieHHOHN (PYHKIIUH MTOYEK CYLIECTBYET PUCK KyMYJISILIMU TPAaHEKCAMOBOM KUCIIOTHI.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BelleCTB
SAnpo:

[enmron03a MUKpPOKpUCTAITHYECKAS
I'unpono3sa

Kapbokcumeruiakpaxman HaTpHst

Tanpk

Kpemuust TMOKCH KOJIITOUIHBIN

Kanpus creapat

Obonouka:

I'mnpomennosa

Twurana quokcug
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Tanpk

Maxkporoi

6.2. HecoBMecTHMOCTD
He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHsl)
3 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUHU
IIpu temnepatype He Boiie 30 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIAKOBKH

ITo 10 TabneTok B KOHTYPHYIO SUEWKOBYIO YIAKOBKY M3 IICHKM IOJIMBUHUIXJIOPUIAHON U
(b oY aTIOMUHUEBOM MeuaTHOM takupoBaHHOM. [1o 1, 2, 3, 5 KOHTYPHBIX SYEHKOBBIX YITAKOBOK
BMECTE C JIJMCTKOM-BKJIA/IbIILIEM B IAUKy U3 KapTOHA.

6.6. OcoOble  Mepbl  NPEIOCTOPOKHOCTH  NPH  YHHYTOKEHUH  HMCHOJIH30BAHHOTO
JEeKApCTBEHHOT0 Tpenapara HWJIM  OTX0A0B, TMOJYYeHHbIX TMOCJe TNpPHMeHEeHHs
JIEKApCTBEHHOI0 Npernapara u Apyrue MaHUMYJISINUH C MIPenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSI
AO «Hwuxdapm», Poccuiickas denepanus

603105, r. Huwxuauit Hosropon, yn. Canranckas, a. 7

Ten.: (831) 278-80-88

e-mail: med@nizhpharm.ru

7.1. IlpeacTaBuTe/Nb AeprKaTeJIsl PerHCTPALMOHHOIO YI0CTOBEPEHHUS
[IpereH3uu noTpeduTeNIel HANPaBIATh 110 a/IPECY:

Poccuiickaa ®edepayus, Pecnyonuxa Apmenus, Pecnyonuxa bBerapyco
AO «Hwuxdapm», Poccuiickas denepariust

603105, r. Hmwxuuiit Hosropog, yin. Canranckas, a. 7

Ten.: (831) 278-80-88

e-mail: med@nizhpharm.ru

Pecnybnuxa Kasaxcman

TOO «STADA Kazakhstan», Pecniy0nnka Kazaxcran
050044, r. Anmarsl, yn. Hypnana Kannaposa, 1. 408
ten.: (727) 2222-100

e-mail: almaty@stada.kz

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHHUS
JITI-Ne(002730)-(PT-RU)
9. JATA TIEPBUYHOI PETMCTPAIIMM (HOATBEP)KIEHUSI PETMCTPAINH,

NEPEPETUCTPALIUN)
[ara nepsoii peructpauuu: 10 nrons 2023

10. JATA IEPECMOTPA TEKCTA
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(MOCNEODBATENBEHOCTE 0003)

OOmiasi  XapakTepuCTHUKa  JICKAPCTBEHHOro  mpemapara  TpaHekcaM — JOCTynHa  Ha
MHPOPMAIMOHHOM TIopTane EBpa3uiickoro HSKOHOMHYECKOTO COK3a B HH(POPMAIMOHHO-
KOMMYHUKaIMoHHO# cetn «utepuer» http://eec.eaeunion.org/
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