COOTBETCTBYET SKCMEPTHOMY OTYETY
0104122024 N2 26804
OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

TPAHABEKC, 250 mr, TabneTKH, TOKPBITHIE TUICHOYHON 000JIOUKOIA.

2. KAUECTBEHHBIA U KOJJUYECTBEHHBIN COCTAB
JelicTByrolee BENIECTBO: TPAHEKCAMOBAsI KUCJIOTA.
Kaxxnas tabnerka comepxut 250 Mr TpaHeKCaMOBOM KUCIIOTHI.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTKu, MOKPHITHIE MIIEHOYHOU 000T0UYKOM.
Kpyrible NBOSKOBBITYKION (OpMBI TaONETKU, MOKPHITHIE MIEHOYHOM 000JIOUKON Oenoro wiu

nourtu Oesoro 1Bera. Ha momnepeynom paspese: 6€10ro win o4ty 0esioro 1pera.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3zaHusi K MPUMEHEHHUIO
TpaHekcaMOBYIO KHCIIOTY MIPUMEHSIOT Y B3POCIBIX U JIeTeH crapiie 3 JeT.
KpatkocpouHnoe sedeHHe KpOBOTEUEHHUH, CBSI3aHHBIX C IMOBBIIIEHHBIM (HOPHHOIN30M, TPU
CJICAYIOUIMX MAaTOJOTUYECKUX COCTOSIHUAX:

® TIPOCTaTIKTOMHS; OIIEPATUBHBIE BMEIIATEIbCTBA HA MOYEBOM ITy3BIPE;

e aHoMalibHOE MaTouHOoe KpoBoTeueHue (AMK);

® HOCOBOE KPOBOTEYEHHUE;

® KOHHU3aIUs MIEUKH MAaTKH;

e TpaBMaTuyeckas rudema (KpoBOU3IUSHUE B NIEPEIHIO KamMepy Ii1asa).
[TpodunakTuka 1 JeyeHue KPOBOTEUEHHUH y MALIMEHTOB ¢ reMo(uiineli, KOTOpble MOABEPratoTCs
MaJioMy OIepaTHBHOMY BMEIIATEIbCTBY (B TOM YHCIIE [B T.4.], SKCTpakius 3y0a).
HacnencrBeHHbIl aHTHOHEBPOTUYECKUH OTEK (MTpodunakTuka 000CTpeHni 3a00aeBaHuA).

KpoBoTteuenust npu 6epeMEeHHOCTH.

4.2. Pe:xuM 103UPOBAHMS M CIIOCOD MPUMEHEHUS

PexuMm no3upoBanus

B3pocisie
Kpamkocpounoe neuenue kposomeuenuu, O00YCIO06NEHHbIX NOGLIUEHHBIM —DUOPUHOTUZOM:

pEKOMEHTyeMasl CTaHJapTHas J103a TPAHEKCAMOBOW KHCIIOTBHI COCTaBiIsAeT 15-25 Mr/kr Maccer
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tena, B cpeaaeM 1000-1500 mr 2-3 pasa B CyTKH,

e [Ipu npocmamakmomuu u onepamusHvlx emeulamenscmeax Ha movegom nyzvipe: 1000 mMr
3a 6 4 10 onepauuu, 3atem 110 1000 mr 3-4 pasza B CyTKHU 10 HICUE3HOBEHUSI MAKpOT€MaTypHUu.
He pexomennyercst mpuMeHeHHe Iperapara Oosiee 2 Helelb MOCIE ONEepPaTUBHOTO
BMeENIATEIbCTBA.

e [lpu anomanvnom mamouynom kKpogomeuenuu (AMK): pekomeHayemasi 03a COCTaBISET
1000 mr 3 pa3a B CyTKH JI0 IIpEKpaIleHUs MEHCTPYaIbHOTO KPOBOTEUEHUS, HO HEe Ooiee 4
cytok. [Ipu mpody3Hom KpoBOTeUeHUH 03 MpernapaTa MOXKeT ObITh yBeJIMYEHA, IPH 3TOM
o011as cyroyHas 103a He 1oJmkHa npeBbimath 4000 mr. Jledenune TpaHekcaMOBOM KUCIIOTOM
HE CIIeyeT HAUMHATh JI0 BOSHUKHOBEHUSI MCHCTPYaTbHOTO KPOBOTCUCHUS. B KITMHHUECKUX
HCCJIEIOBAHMSIX TpaHEKCaMOBasl KHUCIOTa HE MPUMEHSJIAch 0ojiee TPeX MEHCTPyalbHbIX
IUKIIOB TTOAPS.

o [Ipu peyuousupyrowux Hocogwvix kpogomeyenusax.: o 1000 mMr 3 paza B CyTKH B T€UCHHE 7
THEHN.

o [locne onepayuu xonusayuu wetiku mamxu: mo 1500 mr 3 pa3a B cyTku B TeueHue 12 nueit
MOCIIE ONEpaIHH.

o [Ipu mpasmamuuecxou eugheme: o 1000-1500 mr 3 pasa B cytku (1ieneBast g03a 25 Mr/kr
MaccChl TeJla) B TeUeHHUE 7 THEH.

THayuenmoi ¢ cemoghunueri: mpenapaT Ha3HAYAIOT BHYTPh B J103€ 25 MI/KT Macchl Tena 3a 2 9 JI0
sKcTpakiuu 3yba, u 3arem mo 1000-1500 mr 3 pasza B cytku B TeueHue 6-8 nueit. Criemyer
OJTHOBPEMEHHO Ha3HAYMUTh MpenapaTsl pakTopoB cBepThiBaHU KpoBU VIII mn IX.

Ilpu nacneocmeennom amneuonespomuueckom omeke: 1mo 1000-1500 mr 2-3 pasa B nenb. Eciam
NAlMeHT MOXET TMpenBUAECTh 00OCTpeHHe 3a00JeBaHUs, NpenapaT MOXXHO MPHUHUMATH C
nepeppiBaMU B 3aBUCHMOCTH OT HAJIMYHUS MPOJPOMAIBHBIX CUMIITOMOB. B OCTanbHBIX CIydasx
mpemnapar cieayeT MPUHUMATh MOCTOSTHHO.

Kposomeuenuss npu 6epemennocmu: 250-500 mr 3-4 pa3a B CYTKM JO IOJHOH OCTAHOBKH

KpoBoTeueHust. CpeHss MPOA0JKUTENBHOCTD Kypca JISUeHUs — 7 THEH.

Oco0bIe I'pynnbl DaMCHTOB

Iayuenmel ¢ HapywieHuem GyHKYUU noYex
Y mnmanMeHToB € JIETKUM M YMEPEHHBIM HApYIIEHUEM BBLICTUTENbHON (QYHKIUU TMOYeK

H€06XOJII/IMa KOppEKUMA AO3bI U KPATHOCTHU IIpUEMa TpaHeKcaMOBOI\/'I KHCJIOTHI:
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Konuenrpanus CxkopocTb Heosza
KpeaTHHHMHA B KJIy004KOBOMH TpaHekcamoBoii | KpaTrHocTh nmpuema
CbIBOPOTKE KPOBH ¢puabTpannu (CK®) KHUCJIO0ThI
120-249 mMxmonb/a 2
(1,36-2.82 mr/zm) 60-89 mu/mun/1,73 M 15 mMr/kr Maccel Tena 2 pasa B CyTKH
250-500 mxcmoxp/ 30-59 mi/mun/1,73 M? | 15 Mr/kr Macchl Tena 1 pa3 B cyTkH

(2,83-5,66 mr/mn)

Tayuenmoi ¢ napywienuem QyHKyuu neveHu

VY manueHToB ¢ HapyleHueM (PYHKIMH MTEYeHU KOPPEKLUs 1035l HE TpeOyeTcsl.

Tayuenmor nodxcunozo 6ospacma

VY DNOXWIBIX NMALMEHTOB IPU OTCYTCTBUM IIOYEYHOM HEIOCTATOYHOCTH KOPPEKUMUSA O03bI HE

TpeOyercs.

€T
I[aHHBIe B OTHOIICHHUH 3(1)(1)6KTI/IBHOCTI/I n 0e30I1acHOCTH INIpUMCHCHHA  IIPCIIapaToOB
TpaHeKcaMOBOﬁ KHCJIOTBI Y I[CTeﬁ OI'PAaHHUYCHBI.

V nereli TpaHeKcaMOBasi KMCJIOTa Ha3HAYAETCS U3 pacueTa 25 MI/KT Macchl Tena 2-3 paza B CyTKH.

JIercTBUA IpU OPOIYCKE IpHeEMa OYEPSIHOM JIO3bI

[Ipu mpomycke mpueMa OAHON 1036l HEOOXOAMMO MPHUHATH CIEAYIOLIYIO O3y Ipernapara B
yCTaHOBIIEHHOE BpeMs. He cienyer nmpuHMMaTh yABOCHHYIO 103y Iperapara Iociie MpoIycKa

IIpUeMa O4YEpPEaHON JTO3bI.

Crooco0 rmpuMeHeHus

BryTpp, HE3aBUCUMO OT ITpUEMA ULIH.

4.3. IIpoTuBONOKa3aHMA

— TUIEPUYYBCTBUTENIBHOCTh K TPAHEKCAMOBON KHCJIOTE WU K JI000MY U3 BCIIOMOTaTENbHBIX
BELIECTB, [IEPEUNCIICHHBIX B pa3zene 6.1;

— XpOHMYECKas MOoYyeyHas HEJOCTaTOYHOCTh TSDKEIOH cTeneHH (CKOPOCTh KIIyOOUKOBOM
dunsTpanuu [CK®] Menee 30 Mr/min/1,73 M%) B CBA3M ¢ PUCKOM KyMYJIAILIHL;

— BEHO3HBIN WM apTepHalbHBII TPoMOO3 B HacTodllee BpeMs WIM B aHaMHe3e (TpomM003
rIyOOKMX BEH HOT, TPOMOOIMOOJIMS JIErOUYHOW apTepuu, TpoMOO3 BHYTPHUUEPEITHBIX
COCYIOB W JApyrux [np.]) TpM  HEBO3MOXXHOCTH  OJHOBPEMEHHOW  Tepamuu

AHTHUKOAr'yJIIHTaMH,
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— I/I6 WHOJIN3 BCJIICACTBHUEC KOAryJIOIIaTUH HOTDG&H%;I;IE(;%REEJJEH;EI(;]L&QI(—fl’f—'lalm/m
¢ubp Y

CHHJpPOMA TMCCEMUHUPOBAHHOTO BHYTpHCOCYyArCTOro cBepThiBanus [[IBC-cunmpom]);

— CYyIOpOT'M B aHaMHE3E;

— NpuoOpeTeHHOE HapylIeHUE [IBETOBOTO 3PCHHUS;

— cybOapaxHOuAaIbHOE KPOBOUIIHSIHKE (B CBA3H C PUCKOM Pa3BUTHs OTE€Ka MO3ra, HIIEMHUH U
nH(]apKTa rOJIOBHOTO MO3Ta);

— JIeTCKuH Bo3pacT a0 3 yeT (TBepaas JieKapcTBeHHas hopma).

4.4, Ocodble ykazaHusi U MepPbl PeI0CTOPOKHOCTH NMPH NMPUMEHEHUH

C 0CTOPOKHOCTBLIO

TpaHekcaMOBYIO KUCJIOTY CIEAYET IPUMEHSATH C OCTOPOKHOCTHIO B CIEAYIOLIUX CUTYALIUAX:

— TreMaTypusl, BbI3BaHHasl 3a00JIeBaHUSIMU MTAPEHXUMBI [10YEK, U KPOBOTEUCHHUS U3 BEPXHUX
OTJICJIOB MOYEBBIBOSIIMX IMyTed (PUCK BTOPUYHOM MEXaHMYECKOW OOCTpYKIUHU
MOYEBBIBOJALINX MYTEH CIyCTKOM KPOBU C Pa3BUTHUEM aHYPHH);

— TAIMEHTHI C BBICOKMM PHCKOM pPa3BHTHS TpomOo3a (TpoMOOIMOOIUYECKHE COOBITHUS B
aHaMHe3e MM ceMeWHBI  aHamMHe3  TpoMmOo3MOoiMueckux  3a0oJieBaHMIH,
BepU(UIIMPOBAHHBIN TarHO3 TPOMOOGMINN);

— CHHJPOM JHCCEMUHUPOBAHHOIO BHYTpHUCOCYucTOro ceeproiBanus [[IBC-cunapom];

— HaJM4ue KPOBU B IOJIOCTSIX, HAIIPUMEP, B IUIEBPAIbHON IMOJOCTH, HOJOCTAX CYCTaBOB U
MOUEBBIBOIAIINX MYTAX;

— TMAalWEeHTHl, OJyYarol[ie Tepanuo aHTUKOATyITHTaMH (OIbIT IPUMEHEHUSI OTPAHUYEH);

— OJIHOBpEMEHHOE NpUMEHEeHHe MpenapatoB GpakTopoB cBepThiBanus kposu I, VI, IX u X B
KOMOUHAIMU [[TPOTPOMOMHOBOTO KOMIUIEKCA] WJIM AaHTUMHTHOUTOPHOIO KOAryJISIHTHOTO
KoMIUIekca (cM. pazzaen 4.5);

— JIeYE€HHE aHOMAJIbHBIX MAaTOYHBIX KPOBOTEUEHUH y MallMEHTOK B Bo3pacte muajimie 15 ner
(OIBIT IPUMEHEHHUS OTPaHUYEH );

— TMalWEeHTKH, IPUHUMAIOIINEe KOMOMHUPOBaHHbBIE NTEPOPAIbHBIE KOHTPALIETITUBBI (B CBS3H C
MOBBILICHHBIM PUCKOM BEHO3HBIX TPOMOO3MOOJIMYECKUX OCIOKHEHUN W apTepualbHBIX

TpoM6030B) (cM. pazaern 4.5).

Oco0ble yKkazaHus

Y ManuceHTOB C HACJICACTBCHHBIM AHTHOHEBPOTHYCCKUM OTCKOM IIEPC HadajloM JICUCHUA
HEe0oOXorMa KOHCYJIbTAIUA OPTaIbMOJIOTa (OMPEEICHHEe OCTPOTHI 3PEHHUsI, IIBETHOTO 3PEHUS,

COCTOSIHHA I'JIa3HOT'O I[Ha). B mponecce JICUYCHUA HCO6XOI[I/IMO PEryiIdapHOC O(I)T&HLMOHOFI/I‘-ICCKOC
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JaMIIOH, U3MEPEHUE BHYTPUIJIA3HOTO JABJIEHUS, OLIEHKA Iosiel 3peHust). [Ipu BOZHUKHOBEHHMHU
HapyIIeHU 3peHus Ha (OHE JIeYeHUs TPaHEKCAaMOBOH KHCIIOTOH, mpemapar HEO0OXOIMMO
OTMECHUT.

Y nanMeHToB C HACIEACTBEHHBIM AHTMOHEBPOTHMYECKHM OTEKOM, JUIMTEIBHOE BpeMs
MOJYYalOIUX TpenapaTbl TPAaHEKCAMOBOM KHCIOTHI, HEOOXOAUM pPEryJspHBIA J1ab0paTOPHBIN
KOHTPOJIb (PYHKITUH [TEYCHHU.

[IpenapaTtsl TpaHEKCAMOBOW KUCIIOTHI CIEAYET MPUMEHATh ¢ OCTOPOKHOCTBIO IIPU T'€MaTypuH,
BbI3BaHHOH 3a00J1€BaHUAMU NTAPEHXHUMBI [TOUYEK, TOCKOJIbKY B 3THX YCIOBHIX YAaCTO HaOII01aeTCs
BHYTPHUCOCYAHMCTOE OCaxieHNe (huOpMHa, 9TO MOXKET yCyryOuTh nmopaxenue nouek. Kpome toro,
B CJIydasiX MAaCCHBHOT'O KPOBOTEUYEHHS JIOO0H 3THOIOIMU U3 BEPXHHX MOYEBBIBOISIINX ITYTEH,
aHTU(PUOPUHOIUTHYECKAsT TePaIlusl MOBBIILACT PUCK 00pa30BaHMsI CI'YCTKOB KPOBH B MOYEYHOU
JOXaHKEe W/WIM MOYETOYHHKE M, COOTBETCTBEHHO, BTOPHUYHOM MEXaHWYECKOH OOCTpyKIMU
MOUEBBIBOJIAIIUX ITYTEH U Pa3BUTHUS aHYPUH.

XOTsl MpOBEACHHbIE KIWHUYECKUE MCCIEAOBAHUSA HE BBISIBIUIM 3HAYUTENIBHOTO IOBBIIIECHUS
4acTOThl Pa3BUTUS TPOMOO30B, OJHAKO PUCK TPOMOOTHYECKMX OCJIOKHEHHH HE MOXKET ObITh
HOJHOCTBhIO UCKIOYeH. ONMUCaHbl CIydau pa3BUTHS BEHO3HBIX U apTepHAJIbHBIX TPOMOO30B U
TPOMOOIMOOIINH Y MAIUEHTOB, OJIYYaBIINX TPAHEKCAMOBYIO KHcIoTy. Kpome Toro, coo0mianocsk
0 CiIy4asx OKKJIK3MM LEHTPAJIbHOW apTepUU CETYATKM M LIEHTPAJbHOM BEHBI CETYATKU. Y
HECKOJIbKUX MallMEeHTOB pa3BUiICS BHYTpUUYEPETHOM TpoMOO03 Ha (OHE JIeUeHUs] TPAHEKCaMOBOM
kucinoToi. COOTBETCTBEHHO, Yy MAIlMEHTOB C BBICOKMM pPHCKOM pa3BUTHS TpoMbOO3a
(TpoMO0IMOOIMUECKIE OCIIOKHEHHUSI B aHaMHeE3e, Ciiydyau TPoMOOAIMOOJUU Yy POJCTBEHHUKOB,
BEpU(PUIMPOBAHHBIM UAarHo3 TPoMOOPWINK) CIEAyeT MPUMEHSTh TPaHEKCAMOBYIO KHUCIIOTY
TOJIBKO B Cllyyae KpailHe HeoOXOJUMOCTH M TOJ CTPOrMM BpaueOHbIM KOoHTpojeM. llepen
IPUMEHEHUEM TPAaHEKCaMOBOW KHCIOTHI CleyeT MpOBECTH OOCiIeOBaHHE, HANpPABICHHOE Ha
BbISIBJIEHHE (DAKTOPOB PUCKA TPOMOOIMOOIMUECKUX OCIOKHEHHH.

Hannune xpoBH B MONOCTSX, HapUMEp, B IJIEBPAJbHOM IOJOCTH, IOJIOCTSIX CYCTaBOB U
MOYEBBIBOJIALINX IMYTSIX (B T.4Y. B IOYEUHBIX JJOXaHKAX U B MOUYEBOM ITy3bIP€) MOXKET IPUBOJUTH K
00pa30BaHUI0 B HUX «HEPACTBOPHMOIO CI'YCTKa» BCIIEIACTBHE BHECOCYAMCTOTO CBEPTHIBAHMS
KpPOBH, KOTOPBIM MOKET OBbITh YCTONYMB K PU3NOIOTHYECKOMY (PUOPUHOIU3Y.

[TarueHTKaM C  HEperyIsipHbIM MEHCTpPYalbHbIM KpPOBOTEUEHHEM HE CIEIyeT Ha3HayaThb
TPaHEKCAMOBYIO KUCJIOTY /IO YCTaHOBJICHHsI IPUYMHBI TUCMeHOpeu. Ecin 06beM MeHCTpyallbHOTO
KPOBOTEUCHMsI HEAJEKBAaTHO CHMXKAeTcs Ha (OHE JIeYeHUs TPAaHEKCaMOBOM KHCIOTOM,

H606X0,ZII/IMO PACCMOTPETh BO3SMOKHOCTDb aJIbTCPHATUBHOI'O JICUCHU .
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JICYCHUU MEHOpparuii y mMauueHToK Miajiie 15 jieT HegocTaTouyHo, MO3TOMY IMpenapaT CleayeT
MPUMEHSATH C OCTOPOKHOCTBIO.

Crenyer ¢ OCTOPOXKHOCTBIO MPUMEHATH TPAHEKCAMOBYIO KHCJIOTY Y JKEHILIHUH, OJHOBPEMEHHO
MPUHUMAIOIINX KOMOWHUPOBAHHBIE MEPOPabHbIE KOHTPALICTITUBBI, B CBSA3M C IOBBIIICHHBIM
PHCKOM pa3BUTHs TPOMO030B (cM. pasaen 4.5).

VYV nauuentoB ¢ JABC-cuHIpoMOM, KOTOpbIE HYXKIAIOTCS B JICYCHUU TPAHEKCAMOBON KHCIIOTOM,
Tepanusi JIOJDKHA OCYIIECTBIISITHCS IOJ TILNATEIbHBIM KOHTPOJIEM Bpaya, HMMEIOIIETO OIBIT
JIeYeHUs JaHHOTO 3a00JIeBaHUSI.

B cBs31 ¢ OTCYTCTBHEM aJI€KBATHBIX KIIMHUYECKUX UCCIIEIOBAHUI, OJTHOBPEMEHHOE IPUMEHEHUE
TPAHEKCaMOBOM KHUCJIOTBHI C AHTHUKOAryJSIHTAMH JOJDKHO OCYIIECTBISATHCS IOJ TIIATEIbHBIM
HAOJI0/IEHUEM CIICIIMATTICTA, UMEIOIIETO OMBIT JICUECHUs HAPYIICHUN CBEPTHIBAHUS KPOBH.

Ecnu Ha ¢oHe mprema TpaHeKCaMOBOM KUCIOTHI OTMEUAETCs HapyIlIEHUE 3PEHHsI, He0OX0IMMO

NPEKpPaTUTh IPUEM IIperapara i 0OpaTUTHCS K Bpady.

4.5. B3aumogeiicTBue ¢ JpPYrHMHM JIEKAPDCTBEHHBIMH IIpenaparaMM W Jpyrue BHABI
B3aMMOJAEHCTBUSA

CrienmanpHbple  KIIMHUYECKUE WCCIICJOBAHMS, TIOCBSIICHHBIE W3YYCHUIO B3aUMOJICHCTBUI
TPaHEKCAMOBOM KHCIIOTHI C IPYTMMH JICKAPCTBEHHBIMU CPEACTBAMU, HE TTPOBOIMIINCH.
TpanekcamoBasi ~ KHCIOTa  IpPENATCTBYeT  pa3BuTHIO  (hapmakosnoruyeckoro  3¢ddexra
¢uOprHONMUTHYECKUX (TPOMOOIUTHYECKHX) IPENapaToB.
KomOnHMpoBaHHbIE  MEpOpaibHBIE  KOHTPALUENTHBHI  YBEIWYMBAIOT  PUCK  BEHO3HBIX
TPOMOOIMOOITMYECKUX OCIOKHEHUH U apTepHabHBIX TPOMOO030B (B YaCTHOCTH, UIIEMHUYECKOTO
UHCYJIbTa U MH(papkTa MUOKapAaa). ONbIT NPUMEHEHUS TPaHEKCaMOBOM KHUCIOTHI Yy JKEHIIMH,
NPUHUMAIOIUX KOMOMHUPOBAHHbBIE MEPOPATIbHbIE KOHTPALENTHUBBI, OTCYTCTBYET. IloCKONIBKY
TpaHEKcaMoBasl KHUCJIOTa oOJamaeT aHTH(UOPUHOTUTHYECKUM I(P(PEKTOM, OTHOBPEMEHHOE
NpUMEHEHHEe ¢ KOMOMHHPOBAaHHBIMH TEPOPATGHBIMH KOHTPAIEITUBAMH MOYXET TPUBECTH K
JIOTIOJTHUTEIbHOMY MOBBIIIEHUIO PUCKA TPOMOOTHYECKUX OCIIOKHEHHH.
OnHOBpeMEHHOE MPUMEHEHUE TPAaHEKCAMOBOM KUCIIOTHI C IpenapartaMu (pakTopoB CBEpThIBAHUS
kposH 1I, VII, IX u X B kxomOuHanuu [mpoTpoMOMHOBBIM KOMIUIEKCOM | I aHTUMHTUOUTOPHBIM
KOaryJIsTHTHBIM KOMIUIEKCOM ITOBBIIIAET PUCK Pa3BUTHS TPoMOoO3a.
Bo3MOXXHO TMOBBIIIEHHE pUCKA TPOMOOTHYECKUX OCJIOXKHEHHH (B YacTHOCTH, WH(papKTa
MHOKap/1a) IpyU OAHOBPEMEHHOM ITPUMEHEHUH TPAaHEKCAMOBON KHCIIOTHI C THIPOXIOPOTHA3UIOM,

JACCMOIIPECCHUHOM, aMHI/IIII/IJ'IJ'H/IHOM-Cy.]'IB6aKTaMOM, PAHUTUJIWUHOM U HUTPOTTTULECPHUHOM.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.12.2024 N= 26804

(Mo B4 HOCTE D002
IIpy coyeTaHHOM MNPUMEHEHUH C FeMOCTaTI/]‘IeCKI/IMI/InITD'EHEQTa 'I/Ing%XHZI SARTHBAIS

TpoMOo0oOpazoBanust. OTHOBPEMEHHBIM NPUEM TPAHEKCAMOBOH KHUCJIOTHI C aHTUKOATyJIsSHTaMU

JIOJIKEH ITPOBOJUTHCS 11O CTPOTMM KOHTPOJIEM Bpaya (OIBbIT IPUMEHEHUS OTPaHUUEH ).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTAIIUA
bepemenHoCTh
B noxnumHMYECKMX HCCIIENOBaHUSIX TpaHEKCaMOBas KHUCJIOTAa HE OKasblBajla TEPaTOr€HHOI'O
BO3ACUCTBUSA. AJIEKBaTHbIE W CTPOr0 KOHTPOJMpYEMble HccieloBaHUA S(PPEKTUBHOCTH U
0€30I1aCHOCTH NPUMEHEHUs IPernaparoB TPaHEKCAaMOBOM KUCIOTbI y OEpeMEHHBIX He
npoBoAwInCh. TpaHekcaMoBasi KMCJIOTa IIPOHUKAET Yepe3 IUIALIEHTY U MOMKET COJEp)KaTbCs B
MYMOBHHHOM KPOBH B KOHIICHTPALIMH, OJIN3KON K MAaTEPUHCKOM.
[TockonbKy wHccneqoBaHUS PENPONYKTUBHOM (YHKIMH Y JKMBOTHBIX HE BCErja IO3BOJISIOT
IIPEJCKa3aTh PEaKLUU Yy 4YeJIOBEKa, TPAHEKCAMOBYIO KHUCJIOTY CJIEAYET NPUMEHATh BO BpEMS
OCepeMEHHOCTH TOJIBLKO B ClTydae KpaifHell HeOOXOTUMOCTH.
JlakTanus
TpanekcamoBasi KMCJIOTa IIPOHUKAET B IPYAHOE MOJIOKO (KOHLEHTpalMs Mpernapara B MOJIOKE
coctaBisgeT okodo 1 % OT KOHIEHTpauuud B IIa3Me KpoBU MaTepu). Pas3purtue
anTHGuOpUHOTUTHYECKOTO Ad(PdeKTa y MIaJeHIa MajJoBeposTHO. TeM He MeHee, cieayer

co0r0aTh OCTOPOYKHOCTD MTPU IPUMEHEHUH TPAHEKCAMOBOM KUCIOTHl Y KOPMSLIUX MaTEpen.

4.7. BausiHue HA CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMU CPeACTBAaMH M padoTaTth ¢
MeXaHMU3MaMH

CnocoOHOCTh TpaHEKCaMOBOW KHUCIIOTHI BIUSATH HAa CKOPOCTh IICMXOMOTOPHBIX peakUuui U Ha
CHOCOOHOCTh YNPABJIATh TPAHCHOPTHBIMM WM JAPYTMMH MEXaHHYECKMMHU CpEeACTBaMHU He
U3y4anach.
TpanekcaMoBass KHCIOTa MOXET BBI3BIBATh T'OJIOBOKPY)KCHHE M HapyLICHUS 3pEHHUs, H,
COOTBETCTBEHHO, MOKET BIUATH Ha CIIOCOOHOCTH 3aHUMAThCSI MOTEHIIMAILHO ONACHBIMU BUJIAMU
NeSITeIbHOCTH, TpPeOYIOIIMMHU TOBBIIMIEHHONM KOHLEHTpPAlMM BHUMaHUS U OBICTPOTHI

INCUXOMOTOPHBIX peaKHHﬁ.

4.8. He:xenaTreiabHble peakuu

PesromMe HexenaTeabHbIX peaKIiil

YacToTa BOSHUKHOBEHHSI HEXKENATEIbHBIX JIEKAPCTBEHHBIX PEAKIIUii ONpeiesieHa B COOTBETCTBUU
¢ knaccudukanueit Becemuproit Opranmszanuu 3apaBooxpanenus (BO3): ouens yacro (> 1/10),

gacto (>1/100, vo <1/10), Heuacto (>1/1000, Ho <1/100), peaxo (>1/10000, ro < 1/1000), oueHs



COOTBETCTEYET 3KCNEPTHOMY OTUETY
ot 04 'IE:ECIE-i M2 ._k 04 B
peako (menee 1/10000), yactoTa Hem3BecTHa (HE Moxéé_ll"ém—llg%'céﬁgﬂgﬁbhé' -ll:Il;/'IéJIOHI'II/IIMCH

JTAHHBIM ).

Hapywenus co cmoponvl uMMyHHOU cucmembl

OdeHb peIKo — peaklUy THIEePUYBCTBUTEIBHOCTH, B T.4. aHA(UIAKTUIECKH 1IOK.

Hapywenus co cmoponwl HepeHoti cucmembl

Penxo — ronoBokpyxenue; cynoporu (00bI9HO MPU BHYTPUBEHHOM BBEJCHHH).

Hapywenus co cmoponuvl opeana spenust

Penxo — HapylieHus 3peHus, B T.4. HapyllI€HHUE I[BETOBOTO BOCIHPHATHS, TPOMOO3 COCYIIOB
CETYaTKH.

Hapywenus co cmoponul cocyoos

Penxo — TpoMO03MO0IHUECKHE OCTOKHEHHUS, BRIPAXKEHHOE CHIDKEHUE apTePUAIbHOTO JIaBJICHUS
(0OBIYHO BCJIEACTBUE YPE3MEPHO OBICTPOrO0 BHYTPHUBEHHOTO BBEICHHS, B HCKIIOYUTEIHHBIX
CIIy4asix — [OcJie IpreMa BHYTPb);

OYEHb PENIKO — apTEpUAIBbHBIE U BEHO3HBIE TPOMOO3BI PA3ITMIHON JTOKATH3AINH;

4acTOTa HEM3BECTHA — OCTPHIA MH(PAPKT MUOKapa, TPoMO03 IepedpaIbHBIX apTepHid, TpPOoMO03
COHHBIX apTepHil, HHCYIBT, TPOMOO3 IIYOOKHX BEH HOT, TpOMOOIMOONHS JErOYHOIl apTepuw,
TpOMOO3 TOYEYHOM apTepuul C Pa3BUTHEM KOPTUKAIBHOTO HEKpO3a M OCTPOM IMOYeyHOU
HEIOCTaTOYHOCTH, OKKITIO3HSI QOPTOKOPOHAPHOT'O IIYHTA, TPOMOO3 IIEHTPATLHON apTePHH M BEHBI
CEeTYaTKH.

Kemyoouno-kuuieunvie HapyueHus

YacTo — TOUIHOTa, pBOTA, JHapes (CUMIITOMBI IIPOXOJIAT MPH CHUXKEHUH JI03B1).

Hapywenus co cmoponsl Kodtcu u nOOKOIHCHbIX MKAHel

PGILKO — KOKHBIC aJlJICPTUICCKUC pCAKIIUHU, B T.4. aJ'IJ'ICpFI/ILICCKI/Iﬁ ACPMATHUT.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coolmiaTh 0 mo103peBaeMbIX HEKENATEIbHBIX PEAKIIUAX MOCIIE PErUCTPAIMH TIperapara C
eapl0  O0ecredeHus:  HEMPEpPHIBHOTO  MOHHTOPHUHTA  COOTHOIICHMSI  «II0JIh3a-PUCK)
JIEKapCTBEHHOTO Tpemnapara. MeauIMHCKUM pabOTHUKAM PEKOMEHIYeTCs COOOIaTh O JIOOBIX
MOI03PEBAEMBIX HEXKENATENbHbIX PEaKIUAX JIEKApCTBEHHOrO Mpernapara 4epe3 HallMOHAJIbHbIE
CHUCTEMBI COOOIIEHUSI O HEXENATeNbHBIX PEAKIUAX ToCydapCcTB-wieHOB EBpasuiickoro
SKOHOMHYECKOTO COI03a.

Poccuiickas @enepanus.

OenepanbHas ciryx0a 1Mo Haa30py B cepe 3paBoOXpaHeHUsI.

Anpec: 109012, r. MockBa, CriaBstHCKasl TUIommaip, 1. 4, ctp. 1.

Temedon: +7 800 550 99 03
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DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIEKOMMYHUKAITUOHHON ceTH «HaTepHeT:

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

4.9. Ilepeno3upoBkKa
CHMITOMBI
HmeroTcst orpaHUYeHHBIC JaHHBIE O clydasx nepemao3upoBku. CoolOiaercss 00 OgHOM cirydae
Mepe03UPOBKH (MpUeM BHYTPh 37 T TpaHEKCAMOBOM KHCIIOTHI).
CuMnTOMBI MOTYT BKJIIOYAaTh TOJOBOKPY)KEHHE, TOJIOBHYIO 00JIb, TOIIHOTY, PBOTY, IHApEI0,
OPTOCTATUYECKHUE CHUMMOTOMBI (B T.4. TOJIOBOKPYXKEHHUE IPHU MEPEX0J/ie€ U3 TOPU3OHTAIBHOTO B
BEPTUKAIBHOE MOJIOKEHUE), OpPTOCTATUYECKYIO apTepuaIbHYIO TUIOTCH3UIO. v
MIPEAPACIIONOKEHHBIX IMAIIMEHTOB MMOBBIIIIACTCS PUCK TPOMOO30B.
Jleuenue
AnTHnOT HeusBecTeH. [lpu momo3peHUMM Ha NEPEeO3UPOBKY TPAHEKCAMOBOM  KHCIOTHI
HeoOxoauma rocruranu3anus. [Ipu okazaHuu MOMOIIM CIeAYyeT BhI3BaTh PBOTY, 3aT€M MPOBECTH
MIPOMBIBaHHE JKETyJKa. AKTUBUPOBAHHBINA YTrOJIb CHUXKAET aOCOPOIMIO0 TPAHEKCAMOBON KHCIOTHI
[IpU [IpHEeMe BHYTPb B TeYEHHE MEPBBIX 1-2 4 mocie nepeno3upoBKu. Eciay maiueHT HaxoauTcs B
Oecco3HaTeIbHOM COCTOSIHUM WJIM TIPH HAPYIICHWH TJIOTAHWS aKTUBUPOBAHHBINA Yrojib MOXET
OBITH BBEJICH Uepe3 HA30racTpaabHbIN 30H1. PeKOMeH 1yeTCsl MpreM BHYTPh WM MTapeHTEPAIbHOE
BBEJCHUE OONBIIOT0 KOJMYECTBA JKUAKOCTH JUIsl YCUJIEHUS TOYEYHOM SKCKpeluH,
dbopcupoBaHHBIN Uype3, KOHTPOJIb KOJMYECTBa BbIIEISEMOM MOUYM. B HEKOTOPBIX ciydasx

MOJKET OBITE OrpaBAaHHBIM ITPUMCHCHUC aHTUKOAr'yJIIHTOB.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. dapmakoauHAMHYECKHUe CBOiCTBA
dapmakoTepaneBTHUECKasi TPyIa: TEMOCTATHUECKHE CPENICTBA; aHTU(OUOPUHOIMTHYECKHE
CpeACTBa; aMHHOKHUCIIOTHI.
Kox ATX: B0O2AAO02

MexaHN3M JIeUCTBUS

AHTU(UOpUHONIUTHYECKOE CPEACTBO. TpaHekcaMoBas KHUCIIOTa cHequpUYecKd HHTHOUpyeT
aKTHBAIMI0 TPoPUOpUHONM3MHA (TUIA3MUHOTEHA) W €ro TMpeBpalieHue B (PUOPUHOIU3UH
(Tma3MuH).

dapmakoauaamuyeckue d3PHeKTol

TpaHeKcaMOBaﬂ KHCJIOTa 06J1a11aeT MECTHBIM U CHUCTCMHBIM I'€MOCTAaTHYCCKHUM JleﬁCTBHeM npu

KPOBOTEUEHMSIX, CBS3aHHBIX C TMOBBILIEHHEM (QuOpuHOIU3a (HMATOJOTHS TPOMOOIUTOB,
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MeHopparuu). Takke TpaHekcaMoBas KHCJIOTa| 32 cuett '?f&naﬂﬁ&ﬁ BEEQ;EEL\—H}/J RUMHHOB o

APYrux aKTHUBHBIX NCOTHAOB, YHACTBYIOIIUX B AJUICPTUYCCKUX W BOCIAIMTCIBHBIX PCAKIHAX,

00J1a1aeT MPOTUBOATUIEPIUYECKUM U TPOTUBOBOCTIAIUTEIBHBIM JIEUCTBUEM.

5.2. dapmakoKHHeTHYECKHE CBOiCTBA
AOGcopouus
AGcopbumst ipu nepopalibHoM mipueme 103 B quanaszone 0,5-2 r — 30-50 %. Bpems mocTmkeHus
MaKCHMaJIbHOM KOHIIEHTpauuu npu npueme BHyTpb 0,5, 1 u 2 r — 3 4, mMakcuMmasiabHas
KOHIIeHTpanuss — S5, 8 wu 15 wMkr/mi, coorBeTrcTBeHHO. CBs3b ¢ OelkamMH  IIIa3Mbl
(mpoubpuHOIM3UHOM) — MeHee 3 %.

Pacnopenenenne

Pacnpenensiercs B TKaHSIX OTHOCHUTENBHO PAaBHOMEPHO (MCKIIIOUEHME — CHUHHOMO3IOBas
KHUJIKOCTb, TJ€ KOHIEHTpauusi cocrapiaser 1/10 oT mnna3sMeHHOH); NpOHMKaeT uyepes
IUTalleHTapHbI Oapbep, B IpyJHOE MOJOKO (0Koso 1 % OT KOHLIEHTpalMu B IJIa3Me€ MaTepH).
OOHapyXUBaeTCsl B CEMEHHOM KHUIKOCTH, TI€ CHIDKAeT (PMOPUHOIUTHIECKYIO aKTHBHOCTb, HO HE
BJIMSIET Ha MUTpALMIO criepMaTo3ou0B. HavanbHblit 00beM pacnpeaenenus — 9-12 .
AHTUPUOPUHOIUTHYECKAs! KOHLIEHTPALKS B Pa3JIMYHbIX TKaHAX coxpaHseTcs 17 4, B Ia3Me — J10
7-8 4.

Buorpancdhopmariusa

Mertabonu3upyercs: He3HauuTenbHast 4acTb. MaeHtuduuupoBano 2 MerabosinTa TpaHEKCaMOBOM
KUCIOTHI: N-alleTUIIMPOBAHHOE U JI€3aMUHUPOBAHHOE ITPOU3BOJIHOE.

OJIUMUHAINS

KpuBast «KOHIEHTpanus-BpeMs» HUMeeT Tpex(asHylo (opMy ¢ TEpHOJIOM TOTYBBIBEICHHS B
KOHeuHOU ¢aze — 3 u. OOmuil MoveyHbIil KIUPEeHC paBeH Iuta3MeHHoMy (7 1/4). BeiBonutcs
oYKaMH (OCHOBHOM MyTh — riioMepyJisipHas ¢puibTpanus) — 6osee 95 % B HEM3MEHEHHOM BUjIE
B TE€UYEHHUE NePBbIX 12 u.

IToyeyHas HETOCTATOYHOCTD

[Tpu HapymeHHOHN QYHKIIUY MTOYEK CYIIECTBYET PUCK KYMYJISIIMUA TPAaHEKCAMOBOM KHCIIOTHI.

6. ®APMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHbIX BElIECTB
MUKpOKpHCTayuInyeckas memttonosa 101
KpaxMaJl mpexenaTHHU3UPOBaHHBIN
KapOOKCUMETUIIKpaxMai HaTpHst

TaJIbK

10
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KPEMHHSI TUOKCH]T KOJIJIOMTHBIN (a3pOCHIT)

HaTpus creapuidymapaT
runpomenosa 6

TUTaHa JTHOKCH]T
HOJIHEKCTPO3a

makporos-3350

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs )

2 roja.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHU U

XpaHuTb 1pu Temieparype He Boie 25 °C.

6.5. Xapakrep u coep:kaHue NePBUYHON YIAKOBKHU
[To 10 TabneToK B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY M3 IJIEHKU TOJUBUHWIXJIOPHIHON U (POTBTH
AJTIOMUHHUEBOM NI€YaTHOM JTAaKUPOBAHHOM.
I, 3 nnu 6 KOHTYpPHBIX SYEHKOBBIX YHNAKOBOK BMECTE C HHCTPYKLUMEH IO MEIULHUHCKOMY

MMPUMCHCHHUIO TOMCHIAIOT B ITAYKy U3 KapTOHA.

6.6. Ocodble Mepbl MNPeIOCTOPOKHOCTH MNPU  YHHYTOKEHHMH  HMCHOJIH30BAHHOIO
JICKAPCTBEHHOI'0 TMpenapara HWJIM OTXOAOB, IOJYYCHHBIX IOCJe IPHUMEHEHUs
JIEKAPCTBEHHOI0 Mpenapara, u ipyrue MAaHUIMYJISIHHM C IIPenapaTom

OcoOble TpeOoBaHUSI OTCYTCTBYIOT.

7. JEPXKATEJIb PETUCTPAHUOHHOI'O YIOCTOBEPEHUSA
Poccuiickas ®enepanus
OAO «ABekcumay
125284, Poccus, r. MockBa, JIeHuHrpaackuii npocnekT, 1. 31A, ctp. 1.
Ten.: +7 (495) 258-45-28.

OnekTpoHHas noyra: iInfo@avexima.ru

11
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7.1. IlpencraBuTeib Aep:KaTejsi perHCTP unonno%@iblﬁ@é%ﬁéﬂ_ﬂ_l bHOCTL 000

[Iperen3uun norpeduTeieil HaOPaBIATh 110 AIPECY:

Poccniickas @enepanus

OAO «ABekcuma»

125284, Poccus, r. MockBa, Jlenunrpaackuii npocnekr, 1. 31A, ctp. 1.
Ten.: +7 (495) 258-45-28.

DnekTponHas noyra: info@avexima.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. IATA EPBUYHOI PETMCTPAIIMA (IOATBEPKJIEHUS PETUCTPAIIUMH,
INEPEPETUCTPALIMN)

JlaTa nepBUYHON PErUCTPALIMHN:

10. JATA IEPECMOTPA TEKCTA

OO6mass  xapakrtepuctuka JekapcrBeHHoro npenapatra TPAHABEKC noctynHa Ha

uH(GOPMallMOHHOM TMopTaje EBpasuiickoro »KOHOMHYECKOTO COr03a B HWH(OPMALMOHHO-

KOMMYHUKAIIMOHHOM ceTn «HTepHeT» hitps://eec.eaeunion.org.
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