COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 28.04 2023 N= 8181

OBLLASI XAPAKTEPUCTHKA JIEKAPCTBEHROFO TIPERAPATA 100 T)

1. HAUMEHOBAHUE JJEKAPCTBEHHOI' O ITIPEITIAPATA
[uknoremain, 250 mr, TabJIETKH, MOKPBITHIE INICHOYHOM 000I0YKOM.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
Heticmsylowee ewecmeo . TpaHEKCaMOBasi KUCIIOTA.

Kaxxnas Tabnerka conepxkut 250 Mr TpaHEKCaMOBOM KUCIIOTHI.

[TonHbIi epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEIECH B paznene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTKu, MOKPHITHIE INICHOYHOU 000TI0YKOA.

TabneTku, MOKPBITHIC IUICHOYHON OO0OJOYKOW Oeloro WM Modtd Oenoro IBeTa, KpYrible,
JIBOSIKOBBIMYKJIbIe. Ha cpe3e Oenoro wiy mouru 0enoro mpera.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

KpatkocpouHoe jedeHHe KpOBOTEYEHHUH, CBSI3aHHBIX C MMOBBIIICEHHBIM (HOPHHOIN30M, TPH
CJICAYIOIIUX MATOJIOTMYECKUX COCTOSTHUAX:

. [IpocTaTakTOMuSs; ONIEepaTUBHBIC BMEIIATEILCTBA HA MOYEBOM ITY3bIpPE,
. MeHnopparus,

. HocoBoe kpoBoTeuenue,

. Kouuzanus menku MaTKu,

. TpaBmatuyeckas rudema (KpoBOU3IUSHUE B IEPETHIOI0 KaMepy IJiasa).

[TpodunakTuka u JeyeHre KpOBOTEUEHUH y MAIUEHTOB ¢ TeMOQHINEH, KOTOpbIE MOJIBEPraroTCs
MaJIOMY ONE€paTUBHOMY BMEIIATENbCTBY (B T.4. SKCTPAKLIUsA 3y0a).

HacnencrBeHHbI aHTHOHEBPOTUYECKUH OTEK (MTpoduIakTuKa 000CTpeHui 3a001eBaHMs).
KpoBoreuenust npu 6epeMeHHOCTH.

4.2. PesxuMm 103MpOBaHNs U c1IOCO0 IPMMEHEeHHUs
Pexum no3upoBanus

Kpamxocpounoe neuenue kposomeuenuii, 00YCNO6IEHHBIX HOBLIUEHHBIM DUOPUHOIUZOM:
peKOMeHIyeMasl CTaHAapTHas 1032 TPAHEKCaAaMOBOW KHUCIOTHI cocTaBisieT 15-25 mr/kr maccel
tena, B cpegHeM 1000-1500 mr 2-3 pasa B cyTku.

IIpu npocmamaxkmomuuy u onepamusHbvlX emewamenpcmeax na movesom nyzvipe: 1000 mr 3a 6 9
no omnepauuu, 3areM no 1000 mr 3-4 pasa B CyTKH JO MCU€3HOBEHUS MakporemaTypuu. He
pEeKOMEeHIyeTcsl IPUMEHEHHE MpenapaTa 0osiee 2 HeJelb Mociie ONepaTUBHOTO BMEIIATENbCTBA.
Ilpu menoppacuu: pexoMmenayemasi cytouHas nosza cocrasisier 1000 mr 3 pasa B CyTkd 10
IpeKpalleHus MeHopparuu, Ho He Oojee 4 cyrok. Ilpu mpody3HOM KpOBOTEUEHHH [03a
npemnapaTa MOKeT OBITh yBEeNWYeHa, IPU ATOM O0Ias CyTOYHas /032 He JOJHKHA MPEBBIIIAThH
4000 wmr. JleueHue TpaHEKCaMOBOW KHCJIOTOM HE CII€JyeT HauWHAThb /10 BO3HUKHOBEHUS
MEHCTPYaJIbHOTO KPOBOTEUYEHHs. B KIMHUYECKUX HCCIEAOBaHUSAX TpaHEKcaMoBasi KHCIIOTa HE
MPUMEHSIIACh 00JIee TPEX MEHCTPYATbHBIX ITUKIOB MOAPS.

Ipu peyuousupyrowux Hocogvlx kposomeuernusx: o 1000 Mr 3 pasza B CyTKH B T€UCHUE 7 THEH.
Ilocne onepayuu konusayuu weiku mamru.: 1o 1500 Mr 3 pasza B CyTKU B TeueHHe 12 gHEN mocie
orepanuu.
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Ilpu mpasmamuuecxoii cugheme: o 1000-1500 pr 3 pa3%%%m%%g§ﬂ%é%ﬁﬁ"ﬂ&%§ccm

Tea) B TeUeHHe 7 AHEH.

THayuenmoi ¢ cemoghunueii: mpenapat Ha3HAYAIOT BHYTPh B J103€ 25 MI/KT Macchl Tena 3a 2 4 JI0
sKcTpakuu 3yba, u 3atem mo 1000-1500 mr 3 pa3a B cyrku B TedeHue 6-8 mneil. Cremyer
OJTHOBPEMEHHO Ha3HAYMTH MpenapaTsl GakTopoB cBepThiBaHus kpoBu VI wm IX.

Ilpu nacneocmeennom aneuonespomuyeckom omexe: mo 1000-1500 mr 2-3 pasa B nenb. Eciom
NAlMEHT MOXET NpeaBUAEeTh O0OCTpeHHe 3a0oieBaHMs, IMpenapar MOXHO MPUHUMATh C
nepeppiBaMU B 3aBUCHMOCTH OT HAJIMYUS MPOAPOMAIIbHBIX CHUMIITOMOB. B OCTallbHBIX ciyyasx
npernapar cieayeT IPUHUMATh MOCTOSIHHO.

Kposomeuenus npu oepemennocmu: 250-500 mr 3-4 paza B CyTKH 10 TOJHOW OCTaHOBKH
KpoBoTeueHMsl. CpeHss MPOAOJKUTENBHOCT Kypca JISUEHUs — 7 THEH.

Oco0nlie I'pYHOIIbI TAMEHTOB

Hapywenue ¢pynxyuu novex
Y mNanueHToB C JIETKUM M YMEPEHHBIM HApYIICHHWEM BBIICIUTENBHOW (QYHKIUU TOYEK
Heo0XouMa KOPPEKIUS 103bl U KPAaTHOCTH ITPHEMa TPAHEKCAMOBOM KUCIIOTBI:

Konuenrpanus Ckopoctb } Ho3a § Kpatocts
KpeaTHHHHA B KJIy004YKOBOM TPaHeKCaAMOBO HbieMa
CHIBOPOTKE KPOBH puasTpanun (CK®) KHCJIOTBI P
120-249 mMxmoub/n 2 15 wmr/kr wmaccel 2 paza B
(1,36-2,82 mr/mn) 60-89 mn/vn/1,73 m Tena CYTKH
250-500 MKMOITB/7T ) 15 w™r/kr wmaccel 1 pa3 B
(2,83-5,66 mr/mn) 30-59 mn/mem/1,73 u. Tena CYTKH

Hapywenue ¢ynkyuu neuenu

VY manueHToB ¢ HapylmeHueM (DYHKINH MeYeHU KOPPEKLUs 035l HE TpeOyeTcsl.

Loorcunou eospacm

Y TNOXWUIBIX TMAlMEHTOB TPH OTCYTCTBHM ITOYEYHOH HEIOCTATOYHOCTH KOPPEKIHS IO03BI HE
TpebyeTcs.

Jlemckuii 6o3pacm

JlanHple B OTHOIIEHMM 3((EKTUBHOCTH M  0E30MacHOCTH TNPUMEHEHHUs IpernapaTroB
TPaHEKCAMOBOI KHCIIOTHI y JIeTel OrpaHUYEHBI.

VY nerelt TpaHekcamMoBasi KUCIIOTa HA3HAYAETCs U3 pacyera 25 MI/KT Macchl Tena 2-3 pa3a B CyTKHU.

[Ipu mpomycke mnpuema OJHOW J03bI HEOOXOAMMO MPUHATH CIEAYIOLIYIO /103y Ipernapara B
yCTaHOBIIEHHOE BpeMs. He cienyer nmpuHMMaTh yIBOCHHYIO J03y Ipenapara Mocje MpoIrycKa
[pueMa O4epeaHON T03bI.

Crooco0 nmpuMeHeHus
BHyTph, HE3aBUCUMO OT TIpUEMa MHUIIIH.

4.3. [IpoTuBoONOKaA3aAHUS

e ['MnepuyBCTBUTENBHOCTh K TPAHEKCAMOBOM KHCJIOTE€ WJIH JAPYTUM KOMIIOHEHTaM
npernapara,

e  XpoHHUECKass MOYeyHas HEeIOCTaTOYHOCTh TSDKENOH CTeneHH (CKOPOCTh KITyOOUKOBOM
dunsTpanuu [CK®] menee 30 Mr/min/1,73 M%) B CBA3M ¢ PUCKOM KyMYJIALIUH;
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e Benosnblil wim apTepuanbHbiii TpoM0O03 B HaCTé%Ie%%J};EQ Eﬁgﬁ%&% '%%65'&603

IyOOKHX BEH HOT, TPOMOOAMOOJIHSI JITOYHON apTepuu, TPOMOO3 BHYTPUUEPEITHBIX COCYJIOB U
Ip.) TPy HEBO3MOKHOCTH OJJHOBPEMEHHOMN Teparuu aHTUKOATyJITHTaMH,

e DuOpUHONM3 BCIEJICTBUE KOAryJlIONaTHU NOTpeONieHUs (THIIOKOATYJSIHOHHAS CTaJIus
CHHJpPOMA JTMCCEMUHUPOBAHHOTO BHyTpHCOCyaAucToro ceeptoiBanus [[IBC-cunapom]);

e (Cygnoporu B aHamMHE3E;

e [IpuoOpereHHOe HapyllIEHUE [IBETOBOIO 3PEHHUS;

e (Cy0GapaxHouJaTbHOE KPOBOU3IHUSHUE (B CBSI3U C PUCKOM Pa3BUTHS OTEKa MO3Ta, UIIEMUN
1 uH(}apKTa rOJIOBHOT'O MO3Ta);

e Jlerckuii Bo3pact A0 3 yiet (TBepaas JiekapcTBeHHas (hopma).

4.4. OcoOble yka3aHHus U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHU U
TpaHekcaMOBYIO KUCIIOTY CIEAYET IPUMEHSATH C OCTOPOKHOCTHIO B CIEAYIOIIUX CUTYaLIUsAX:

* T'ematypwus, BeI3BaHHAS 3a00J€BAaHUSAMHU MAPEHXHUMBI ITOYEK, M KPOBOTEUEHUS M3 BEPXHHUX
OT/IEJI0B MOYEBBIBOAIINX ITyTeH (PUCK BTOPUUHOM MEXaHUYECKOU OOCTPYKIIMU MOUEBBIBOIAIIUX
nyTei crycTKOM KpoBH ¢ pazButueM anypun) (Cm. pazgen «OcoOble yKazaHusm»);

* [TlanueHTHl ¢ BBICOKMM PHUCKOM DPa3BHUTHS TpombOo3a (TpoMOOIMOOIUYECKHE COOBITHUS B
aHaMHe3e WIM CEeMEHHBI aHamMHe3 TPOMOOSIMOoIMYeckux 3aboseBaHuid, BepU(UIIUPOBAHHBIM
JIMarHo3 TpoMOOhUINN);

*  CuHApPOM ITUCCEMHUHHPOBAHHOTO BHYTpUCOCYAUCTOrO cBepThiBaHus [[IBC-cunapom];

*  Hanuuue KpoBH B MOJOCTAX, HAIPUMED, B TUIEBPAIBHOMN MOJIOCTH, MOJIOCTIX CYCTaBOB U
MOUEBBIBOJIALIUX MYTSX;

*  [lauueHTsl, MOJyyarolUe TEPANNI0 aHTUKOATYJISHTaMH (OIIBIT IPUMEHEHUSI OTPAHUYEH );

*  OpHOBpEeMEHHOE MpUMEHEHHE npenapaTroB GakTopoB cBepThiBanus Kposu 11, VIL IX u X
B KOMOMHAIMU [MPOTPOMOMHOBOTO KOMILIEKCA] WM AHTUMHTHUOUTOPHOTO KOATryJISIHTHOTO
komriekca (Cm. paszen 4.5. «B3aumopaelcTBUe C APYrMMHU JIEKapCTBEHHBIMH CPEACTBAMHU U
JpyTUe BUJIbI B3aUMOJICHCTBUAY);

* JleueHne MeHOpparvii y nanuMeHTOK B Bo3pacTe muajauie 15 Jyier (OneIT NpHUMEHEHUs
OTPaHUYEH);

*  [lanueHTkH, NpUHUMAIONINE KOMOMHUPOBAHHBIE NTEPOPAIbHBIE KOHTPALIENTUBHI (B CBA3H
C TIOBBIIIEHHBIM PHCKOM BEHO3HBIX TPOMOOAMOOINYECKUX OCIIOKHEHUH M apTepualbHbIX
TpomM6030B) (Cwm. pazaen 4.5. «B3auMopeicTBue ¢ APYrUMU JIEKapCTBEHHBIMU CPEACTBAMHU U
JpyTU€ BUJbI B3aUMOJCHCTBUN»).

VY nanueHToB € HACIEICTBEHHBIM AHTMOHEBPOTHMUYECKMM OTEKOM IIEpEel HaydaloM JICUEHUs
HeoOXxo/uMa KOHCyJbTalusl odranbmosiora (onpeesieHue OCTPOThI 3pEHHsI, IIBETHOTO 3pEHus,
COCTOSIHUS TIa3HOTO JHA). B mporiecce neueHnss He0OXOMMO peryispHoe o(pTanbMOIOrn4ecKoe
oOcliezioBaHe (BKJIIOYAIOIIEE OIIEHKY OCTPOTHI 3pE€HUS U I[BETOBOCIPUATHS, OCMOTp TIJIa3HOTO
JTHA WIEeJIEBOM JaMIoON, M3MEpeHUEe BHYTPUIJIA3HOTO AABJICHUS, OLEHKY moiyied 3penus). [Ipu
BO3HMKHOBEHUHU HapyLIeHWI 3peHus Ha (oOHEe JIeYeHHs TpaHEKCaMOBOM KHCIIOTOM, mpemapar
HEOOXOINMO OTMEHUTh.

Y nanueHToB C HAcHEACTBEHHBIM aHTMOHEBPOTHYECKHM OTEKOM, JUIMTEIBbHOE BpeMs
MOJIyYaIOLMX Mpernaparbl TPaHEKCaMOBOM KHUCIIOTHI, HEOOXOIUM PpEryisipHbIi 1a00paTOpHBIA
KOHTPOJIb (PYHKITUH [TEYEHU.

ITpenapaTsl TpaHEKCAMOBOW KHCIIOTHI CIEAYET MPUMEHATh C OCTOPOKHOCTBIO IIPU T€MaTypuu,
BBI3BaHHOH 3a00JI€BaHUSAMH MTAPEHXUMBI TOYEK, TOCKOJIBKY B 3THX YCIOBHSIX YacTO HAOII0gaeTCs
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BHYTPHCOCYIUCTOE OCakaeHHe (pruOprHa, 4TO MOKET yc%ﬁ&%ﬁﬁf‘e@ IEIU!'{%Q.TIGngyI:‘oro,

B CJIy4asiX MAaCCHMBHOTO KPOBOTEUEHHs JII0O0O0H ITHONIOTUU M3 BEPXHHUX MOUEBBIBOISIIUX ITyTeH,
aHTU(UOPUHOIUTHYECKAs TEPaIus TOBBIIIACT PHUCK 00pa30BaHMsI CTYCTKOB KPOBH B IMOYEYHOMH
JOXaHKE W/WIM MOYETOYHHKE M, COOTBETCTBEHHO, BTOPHMYHOW MEXaHUYECKOW OOCTPYKIUHU
MOUEBBIBOJIAIIUX ITYTEH U Pa3BUTHUS aHYPHH.

XOTs MpOBEACHHBIE KIMHUYECKUE HCCIECIOBAHUS HE BBISIBUWIM 3HAYUTEIBHOTO IOBBILICHUS
YacTOThl Pa3BUTHUS TPOMOO30B, OJTHAKO PUCK TPOMOOTHYECKUX OCIOXKHEHHH HE MOXKET OBbITh
MOJIHOCTBIO HCKItoueH. OmnucaHbl Clydau pa3BUTUS BEHO3HBIX U apTEepPHAbHBIX TPOMOO30B U
TPOMOO03MOOJINY Y TAIIUEHTOB, MOJIY4YaBIINX TPAHEKCAMOBYIO KUCIIOTY. Kpome Toro, coobianoch
0 CiIy4asx OKKIK3MM LEHTPAJIbHOW apTepUU CETYATKU U LCHTPAJIBHOM BEHBI CETYATKU. Y
HECKOJIbKUX TMAlMEHTOB Pa3BUJICS BHYTpUUYEpENHONH TpoMOO3 Ha (hOHE JIeUeHHUs] TPAaHEKCaMOBOM
kucinoToid. COOTBETCTBEHHO, Yy TAIMEHTOB C BBICOKMM pHUCKOM pa3BUTHA TpomOo3a
(TpoMOOIMOOTMUECKHE OCIOKHEHUSI B aHaMHe3e, CIy4au TpoMOOIMOOIHH y POJICTBEHHUKOB,
BepU(PUIIMPOBAHHBIN TUArHO3 TPOMOO(IINK) CleqyeT MPUMEHITh TPAHEKCAMOBYIO KHUCIOTY
TOJILKO B cllydyae KpaiHell HeoOXOJUMOCTH M IOJ CTPOrMM BpaueOHbIM KOHTposieM. llepen
MPUMEHEHHEM TPAHEKCAaMOBOM KHCJIOTHI CIEAYyeT MPOBECTH oOCiel0oBaHUE, HAMPaBICHHOE Ha
BBIsIBJICHHE (DAKTOPOB PUCKA TPOMOOIMOOIMUYECKUX OCIOKHEHHIH.

Hanuune xpoBu B MONOCTSX, HalmpuMep, B IUIEBPAJIbHOW IOJIOCTH, IOJOCTAX CYCTaBOB U
MOUEBBIBOJIAILIMUX MYTAX (B T.4. B IOYEYHBIX JIOXaHKAX U B MOUEBOM I1y3bIP€) MOXKET IPUBOJUTH K
00pa30BaHUI0 B HUX «HEPACTBOPUMOIO CTyCTKa» BCJEICTBUE BHECOCYAMCTOTO CBEPTBHIBAHMS
KPOBH, KOTOPBIA MOXET OBITh YCTOHYMB K (PU3NOIOTHIECKOMY (PHOPHHOIIN3Y.

[TanpeHTKaM C HEperyiaspHbIM MEHCTPYaJIbHbIM KPOBOTEUEHUEM HE CJeAyeT Ha3HadaTb
TPAHEKCAMOBYIO  KHUCJIOTY [JI0 YyCTAHOBJIICHHUA TNPUYMHBI JucMeHopen. Ecaum  o0bem
MEHCTPYaJIbHOTO KPOBOTEUYEHUS HEAJeKBATHO CHIDKAeTCs Ha (poHE JIeyeHUs TpaHEeKCaMOBOM
KHCIIOTON, HE0O0OXOAMMO PacCCMOTPETh BO3MOKHOCTh aJIbTEPHATUBHOTO JICUCHMS.
O¢ddexkTuBHOCT M 0€30MACHOCTh TMpenapaToB TPAHEKCAMOBOW KHCJIOTHl TpU  JIEYEHUH
MEHOpparuy y NaiueHToK Miajame 16 geT He yCTaHOBJICHBI.

CrnenyeT ¢ OCTOPOXKHOCTBIO NMPUMEHSATh TPAHEKCAMOBYIO KHUCIIOTY y KEHIIWH, OJHOBPEMEHHO
NPUHUMAIOIINX KOMOMHHPOBAaHHBIE NEPOpaIbHble KOHTPALENTHBBL, B CBSI3U C IOBBIIMIEHHBIM
puckoM pazButus Tpom6030B (CMm. paznen 4.5. «B3zaumosaencTBue ¢ IpyruMu JeKapCTBEHHBIMU
CpeACTBaMU M IPyTUe BUJIbI B3aUMOACHCTBH»).

V nauuentoB ¢ JIBC-cuHIpOMOM, KOTOpbIE HYK/IAIOTCS B JICYEHUH TPAHEKCAMOBOM KHCIIOTOM,
Tepanusi IO0JDKHA OCYILECTBIATHCS IOJ TIIATEIbHBIM KOHTPOJIEM Bpada, HMMEIOLIEro OIBIT
JIeYeHHsI JAaHHOTO 3a00JIeBaHMSL.

B cBsi3u ¢ OTCYTCTBUEM a/IeKBAaTHBIX KIMHUYECKUX UCCIIEI0BaHUI, OJHOBPEMEHHOE IPUMEHEHNE
TPaHEKCAaMOBOM KHCJIOTHI C AHTHKOAryJssHTaMHU JIOJDKHO OCYIIECTBIISATHCSA IOJ TIIATEIbHBIM
HaOJII0/IEHUEM CIIEIUATIICTA, UMEIOIIETO OMBIT JIeUEHUs HapYIIEHUH CBEPTHIBAHUS KPOBH.

Ecnu Ha oHe npruemMa TpaHekcaMOBOM KHCIOTHI OTMEYAETCsl HapylIeHHUEe 3peHHs, He0OX0IMMO
MPEeKPaTUTh IPUEM Ipenapara u oOpaTUThCS K Bpady.

4.5. B3amMmopeiicTBMe ¢ JPYrHMH JIEKAPCTBEHHBbIMHM IpenapartaMH W Jpyrue BH/bI
B3aMMO/EHCTBHUA

CneuuanbHble KIMHUYECKHWE MCCIEAOBAaHUSA, TIOCBSILEHHBIE W3YYEHHIO B3alMOJCHCTBHIA
TPaHEKCaMOBOM KHCJIOTHI C APYTUMU JIEKAPCTBEHHBIMH CPEACTBAMH, HE POBOIUIIHUCH.
TpanexkcamoBasi ~ KMCJIOTa  MPEMATCTBYET  pa3BUTHIO  (apmakosorudeckoro  3ddexra
¢bubprHOIUTHYECKUX (TPOMOOIUTUYECKUX ) ITPENapaToB.
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KOMGHHHPOBAHHEIE — TIEPOPATbHBIE  KOHTPALCITHBB O ;rﬁ-@fﬂ%ﬁiggn E'HECII;T o Betibshix

TPOMOOIMOOIMYECKUX OCIOKHEHUH U apTepHaJIbHBIX TPOMOO30B (B YaCTHOCTH, UIIEMUYECKOTO
MHCY/IbTa M MH(papKTa MHOKapnaa). ONbIT MPUMEHEHHsI TPAHEKCAMOBOW KHCIIOTHI y >KEHIIUH,
NPUHUMAIOIIUX KOMOWHUPOBAHHBIE MEPOPATIbHBIE KOHTPALEHTUBBI, OTCYTCTBYET. IIOCKONIBKY
TpaHekcaMoBasi Kuciora oOjamaer aHTU(UOPUHOIMTHYECKUM d(hdeKkToM, OTHOBpEeMEHHOE
NPUMEHEHHE C KOMOWHUPOBAHHBIMH MEPOPATBLHBIMH KOHTpPAUENTHBAMH MOKET IMPUBECTH K
JOTIOTHUTEIbHOMY MOBBIIICHUIO PUCKA TPOMOOTHYECKUX OCIIOKHEHUH.

OpnHoBpeMeHHOE MPUMEHEHHE TPAHEKCAMOBOI KUCIIOTHI € IIpernaparaMu (pakTopoB CBEPTHIBAHUS
kposu I, VII, IX u X B koMOMHAIIMH [TPOTPOMOMHOBEIM KOMIUIEKCOM | HUIM @aHTUUHTUOUTOPHBIM
KOaryJsHTHBIM KOMIUIEKCOM ITOBBIIIAET PUCK Pa3BUTUS TPoMOO3a.

B03MOXXHO TMOBBIIIEHWE pPUCKA TPOMOOTHYECKHUX OCJIOKHEHHH (B YaCTHOCTH, HWH(apKTa
MHOKap/1a) IpyU OAHOBPEMEHHOM ITPUMEHEHHH TPAHEKCAMOBOM KHCIIOTHI C THAPOXJIOPOTHAZUIIOM,
JIECMOTIPECCHUHOM, aMITHIUUIMHOM-CYJIbOAKTaMOM, PAaHUTUIMHOM U HUTPOTJIUIICPUHOM.

[Ipy couyeTaHHOM NPUMEHEHUH C TEeMOCTATUYECKUMHU MpernaparaMd BO3MOXKHA AaKTHBAIIHS
TpoMO00Opa3oBaHMS.

OpnHOBpeMEHHBIN MPUEM TPAHEKCAMOBOW KHCIOTHI C aHTHKOATYJISTHTAMH JIOJDKEH MPOBOAUTHCS
MOJI CTPOTUM KOHTpPOJIEM Bpaya (OIBIT MPUMEHEHHS OTPaHUYCH).

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JAKTALHSA

bepeMeHHOCTh

TpanekcamoBasi KHCJIOTa MPOHHMKAET Yepe3 IJIAICHTY M MOXKET COJACPIKaThCs B ITyMIOBUHHOMN
KPOBU B KOHIIEHTpaluH, Onu3Kod K MaTepuHCKoW. CyIlecTBYIOT AaHHblE 00 OTCYTCTBUU
TEepaTOreHHOTo U 3MOpuoToKcuueckoro s¢d¢exroB. HMccnaenoBanus 1o 6e30macHOCTH
IpUMEHEHUs Ipernapara B MepuoJ]] OepeMEHHOCTH HE MPOBOAMWINCH, IOATOMY B 3TOT MEPUOJ
Ha3HayaTh Mpernapar MOKHO TOJBKO B CiIydae KpaiHel He0OXOJUMOCTH.

Jlakranus

TpanekcamoBasi KMCJIOTa NMPOHUKAET B TPYAHOE MOJIOKO (KOHIEHTpalus Npernapara B MOJIOKE
coctaBisgeT oOkodo 1 % OT KOHLEHTpauuu B IUIa3Me KpoBU Martepu). PasBurtue
anTuuOpuHOIMTHYECKOTO 3¢¢dekrta y MiIageHna ManoBeposTHo. Crenyer coOir0aaTh
OCTOPOKHOCTh NMPH MPUMEHEHUH TPAHEKCAMOBOM KUCIOTHI Y KOPMSAIIMX MaTepei.

4.7. Biausinde Ha CNOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMH CpelCTBAMHM U PadoTaTrhb ¢
MeXaHH3MaMu

CrnocoOHOCTh TPAHEKCAMOBOM KHCIIOTHI BJIHMSATH HAa CKOPOCTh NMCHXOMOTOPHBIX pEaklIMid M Ha
CIIOCOOHOCTh  YIPABJATh TPAHCHOPTHBIMU WIJIM JAPYTUMH MEXaHUYECKUMH CpEICTBaMU He
u3ydajiach. TpaHeKkcaMoOBas KMUCJIOTa MOKET BBI3bIBATH I'OJIOBOKPYKEHUE U HAPYLIEHUS 3PEHU,
M, COOTBETCTBEHHO, MOJKET BJIHATH HAa CIOCOOHOCTH 3aHHUMATHCI IOTEHIIMAILHO OINACHBIMHU
BUJAMH JESITENFHOCTH, TPEOYIOIMIMMH TOBBIIICHHON KOHIICHTPAIIMM BHUMAHUS U OBICTPOTHI
MICUXOMOTOPHBIX PEaKIUM.

4.8. HexxennaTesbHbIC peaKIIUT

YacToTa BOSHUKHOBCHHSI HE)KETATEIbHBIX JIEKAPCTBEHHBIX PEAKIIMiA OMpe/Ie/ieHa B COOTBETCTBUHI
¢ knaccudpukanuerr BO3: ouens ywacto (> 1/10), wacro (> 1/100, < 1/10), mewacto (> 1/1000,
< 1/100), peaxo (> 1/10000, < 1/1000), ouens penko (Menee 1/10000), yacTora Hem3BecTHA (HE
MOYKET OBITh YCTAHOBJICHA 110 HMEIOLITUMCS JaHHBIM).
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Hapywenus co cmoponsl s#ceny0ouHo-KuuieyHpeo mpd%f:-:'xge:r@ 5-%‘#&-‘?%@&@?%&@%

(cMMIITOMBI IPOXOJAT NPU CHUXKEHUU J03bI).

Hapywenus co cmoponbt Kodicu U NOOKOJICHbIX MKAHeU: PEAKO — KOKHBbIE aJTICpPrHYECKUE
peaxkuuy, B T.4. aJUIEPTUYECKUI 1€pPMaTHUT.

Hapywenua co cmoponvl opeana 3peHus: peAKO — HApYIIEHUS 3pEHUSA, B T.4. HapyILICHUE
LIBETOBOT'0 BOCIPUATHS, TPOMOO3 COCYZ0B CETYATKH.

Hapywenus co cmopoHnvl cocy0os. peaKo — TpoMO0IMOOINYECKHUE OCIOKHEHMs, BBIPAXKEHHOE
cHiwkeHne AJl (0ObIYHO BCIENCTBHE 4YPE3MEPHO OBICTPOrO BHYTPUBEHHOI'O BBEICHHUA, B
UCKJIFOUUTENIbHBIX CIy4asX — [10CJIe IPUEMa BHYTPh); OYEHb PEIKO — apTepHUajIbHbIC U BEHO3HbIE
TPOMOO3bI pa3TMYHON JIOKATU3AIMH; YaCTOTa HEU3BECTHA — OCTPBIM HH(PAPKT MUOKapaa, TpoM0O03
1epeOpalIbHBIX apTepuil, TPOMOO3 COHHBIX apTEpHid, MHCYIBT, TPOMOO3 TIyOOKHX BEH HOT,
TPOMOOIMOOIHS JIETOYHON apTepuH, TPOMOO3 MOYEYHOH apTepuH ¢ Pa3BUTUEM KOPTUKAJIHHOTO
HEKpO3a U OCTPOH MOYEYHON HEJOCTATOYHOCTHU, OKKJIIO3HsI A0PTO-KOPOHAPHOT'O LIYHTA, TPOMOO3
LEHTPaJIbHOW apTepUu U BEHbI CETYATKH.

Hapywenus co cmopoHbl UMMYHHOT cucmembl. OUeHb PEAKO — PEaKLIUU I'MIIePYyBCTBUTEIIBHOCTH,
B T.4. aHa(UIAKTHYECKHUH LIOK.

Hapywenus co cmoponvl nep8Holi cucmembl’. PEIKO — FOJIOBOKPYKEHUE; CYyA0POTU (0OBIYHO MPH
BHYTPUBEHHOM BBEICHUH).

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOA03PEBAEMBIX HEXKENATEIbHBIX PEAKLUUAX II0CHE PErucTpalnuu
JIEKapCTBEHHOTO Iperapara ¢ 1eblo0 00ecreueHus] HEPEePbIBHOTO MOHUTOPUHIA COOTHOIIEHUS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOIO Ipenapara. MeAUIUMHCKUM pPa0OTHUKAM PEKOMEHJYeTCs
coolare o JOOBIX MOJO03pEBAaEMbIX HEXKEJIATENIbHBIX PEAaKLMAX JEKapCTBEHHOro Ipenapara
yepe3 HallMOHAJIbHbIE CHUCTEMbI COOOIIEHHS O HEXEeIaTelIbHbIX peaklHsIX roCydapCTB-UICHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccniickas @enepanus

Anpec: 109012, r. Mocksa, CnaBsHCKas TUIOIIA b, 1. 4, cTpoeHue 1

DenepanbHas ciry:k0a 1Mo Haa3o0py B cdepe 3apaBooxpanenus «Poc3npaBHaazop»

Tenedon: +7 (495) 698-45-38

®akc: +7 (495) 698-15-73

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiir B MH()OPMAIIMOHHO-TEIEKOMMYHHKAIIMOHHON ceTH «HTEpHET:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHMIOTOMBI

["onoBoKpyKeHUE, TOTOBHAS 00Ib, TOITHOTA, PBOTA, IUAPES], OPTOCTATUUECKHE CUMIITOMBI (B T.4.
TOJIOBOKPY)KEHHE TIpH TepexoJe M3 TOPU3OHTAIbHOTO B BEPTUKAIBHOE TIOJOKEHUE),
opTocTaTudecKkas apTepuaibHasi TUIIOTEH3UsS. Y MPEAPACTIONOKEHHBIX MAIlIEHTOB MOBBIIIACTCS
PHCK TPOMOO30B.

Jleuenue
AHTUIOT HeusBecTeH. [Ipu mOOO3peHHMH Ha NEpPeJOo3UPOBKY TPAHEKCAMOBOM KHCIIOTHI
H606XOJII/IM3 rocrnurain3anus. HpI/I OKa3aHHUU IIOMOIIn cneﬂyeT BBI3BATh pBOTy, 3aTEM HpOBeCTI/I

6



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 28.04 2023 N= 8181

POMBIBAHHE KeITyIKa. AKTHBUPOBAHHBIN Yrolh CHIKa ';&E%Q%E%M%I@ﬁ%“mm

IIpY [IpUEME BHYTPb B T€UEHHE NEPBBIX 1-2 4 mocne nepero3upoBku. Eciny nmanueHT HaxoauTcs B
0ecco3HaTeIbHOM COCTOSIHUM WJIM NPU HAapyIIEHUU TJIOTaHUS aKTUBHPOBAHHBIA yrojib MOKET
OBITH BBEJICH Yepe3 HA30TacTPaJIbHBIN 30H1. PekoMenayeTcs mpuemM BHYTpb WM IapEHTEPaIbHOE
BBEJCHUE OOJBIIOTO KOJWYECTBA IKUIKOCTH JJSI YCWICHHS TOYEYHOH HKCKPELHH,
dbopcupoBaHHbIN Uype3, KOHTPOJIb KOJIMYECTBA BBIACISIEMON Moud. B HEKOTOpBHIX ciydasx
MOJKET OBITh OIPaBJAAHHBIM PUMEHEHNE AHTUKOATYJISIHTOB.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHEe CBOCTBA
dapmakoTepaneBTHUECKasi TPyIHa: TeMOCTaTHYECKHE CPEACTBa; aHTU(PUOPHHOIUTHYECKUE

CPEICTBA; aMUHOKHUCIIOTHI.
Kon ATX: B02AA02

MexaHu3M JIeHcTBHS U hapMaKOoTUHUMHYCCKHIE D DEKThI
AHTHPUOPHHOIUTHYECKOE CPEICTBO. TpaHEeKcaMoBas KHUCIOTa CHEHU(PHUUECKH WHTHOHpYET
aKTHBaIMI0 TpoguOpHHONMKM3MHA (IUIA3MUHOTEHA) M €ro INpeBpamieHue B (GUOPUHOIU3UH

(mna3muH). AHTUGUOPHUHOINTHYECKAs! aKTHBHOCTh TPAHEKCAMOBOM KUCIIOTHI TpuMepHO B 10 pa3
BBIIIE, YEM aKTUBHOCTH 3ICUIIOH-aMUHOKAIIPOHOBON KHUCIIOTHI.

TpanekcamoBasi KHCIOTa 00J1aaeT MECTHBIM U CUCTEMHBIM I'€MOCTaTUYECKUM JICHCTBUEM TIPU
KPOBOTECUCHHSIX, CBI3aHHBIX C MOBBIeHHEM (prudpunonu3a. Kpome Toro, TpaHekcamoBasi KUCIIOTa
o0ajaeT aHaJIbI€3UPYIOLUIUM, IPOTUBOAJUIEPTUYECKUM M ITPOTHBOBOCIIAJIUTEIbHBIM € CTBHEM
3a CUeT MOAABJICHMs OOpa30BaHUS KMHMHOB M JAPYIMX aKTUBHBIX MENTHUIOB, YYacCTBYIOILIUX B
JIJIEPrUYECKUX U BOCHAIUTEIbHBIX PEAKIIUAX.

eTu
He pekomeHyeTcst IpUMEHSTh JAeTsAM 10 3 jeT (cM. paszaen 4.3.).

5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA

AOGcopbuus
AOcopOuust ipu miepopaibHOM TpueMe 103 B nuanazone 0,5-2 r cocrasusier 30-50 %. Bpewms

JOCTMDKEHUS] MaKCUMaJIbHON KOHIIEHTpauuu npu npueme BHYTph 0,5; 1 u 2 r TpaHekcaMoBOM
KHCJIOTBI COCTaBiIsgeT 3 4, MaKCUMajbHas KOHLEHTpaus — 5, 8 u 15 MKI/MII COOTBETCTBEHHO.
[Tpuem numuy He BiIUseT Ha aOCOPOLMIO TPAaHEKCaMOBOM KHMCJIOTHI B JKETYAOYHO-KUIIEYHOM
TpaKTe.

Cas3b ¢ Oenkamu mia3Msl (popuOpruHOIN3UHOM) — B cpeiHeM 3 %. TpanekcaMmoBasi KUCIOTa He
CBA3BIBACTCA C aJ'II)6YMI/IHOM. TepaHeBTI/IquKaﬂ KOHIOCHTpAIus TpaHeKcaMOBOﬁ KHCJIOTBI B
miasmMe KpoBu — 5-10 mr/m.

Pacnipenenenue

Pacnpenensiercs B TKaHSIX  OTHOCUTEJIBHO  PABHOMEPHO  (MCKJIIOYEHHUE  COCTaBJISIET
CIIMHHOMO3TOBasl )KHJIKOCTh, TJIe KOHILEHTpanus cocTaBiuseT 1/10 oT mia3MeHHOi); TpOHUKAET
yepe3 TUIalleHTapHbI Oapbep, B TpyaHoe MoOIOKO (okoiio 1 % OT KOHIIEHTpaluu B TIa3Me
MaTepu), depe3 remaTodHIedannueckuid Oapbep, BO BHYTPUCYCTABHYIO IKUAKOCTb H
CUHOBHAIIbHBIE  MEMOpaHbI. Hawanpueiii  o0bem  pacmpenmenenmss —  9-12 o
AHTU(UOpHUHONUTHYECKAs! KOHLIEHTPALMs B Pa3IMYHbIX TKAaHSAX COXpaHseTcs B TeueHue 17 4, B
mrasme — 10 7-8 4.
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(NOCNEOCBATENEHOCTE 00071)

MeTaboau3M U DIMMHAHALIHS

Merabonu3upyeTcsi B HE3HAYUTENbHOW creneHn. DapMakOKMHETHYEeCKash KpuUBas HWMEET
Tpexdaznyo GopMmy ¢ MeproOoM MOTYBBIBEACHHUS B KOHEUHOW (aze — 3 4. OOmuil moueyHsblit
KIIMPEHC paBeH I1a3MeHHoMy (7 11/4). BeIBoguTCS moYkaMu (OCHOBHOHM IyTh — TJIOMEPYIIsIpHas
bunbTpanus) — 6om1ee 95 % B HEM3MEHEHHOM BHJIE B TeU€HUE NepBbIX 12 4.
UnentuduuupoBano 2 wmerabonura TpaHEKCAaMOBOW KHCIOTHI: N-aleTHJIMPOBAHHOE U
JI€3aMUHUPOBAHHOE MPOU3BOIHOE.

[Toce mpuema TpaHeKCaMOBOM KHUCIOTHI BHYTPh B 03¢ 10-15 MI/Kr B TeueHue MmepBOro yaca,
3 4, 24 4 u 48 4 BeIBOAUTCS cOOTBETCTBEHHO 1 %, 7 %, 39 % 1 79 % npuHsATOM 1035

[Tpu HapymeHny QYHKIMH MTOYEK CYIIECTBYET PUCK KyMYJISIIUU TPAaHEKCAMOBOUW KHCIOTHI.

5.3. /lanHbI€e TOKJIUHHYECKOH 0€30IacCHOCTH

B noxiuMHUYECKHX [AHHBIX, MOJYYEHHBIX IO pe3ylbTaTaM CTaHIAPTHBIX HCCIIEOBAHMIMA
dapmakojornyeckoi  0€30MacHOCTH, TOKCHYHOCTH TNPU  MHOTOKPAaTHOM  BBEJICHUH,
T€HOTOKCUYHOCTH, KaHILIEPOTC€HHOIO TMOTEHIMala M PENpPOJYKTUBHOM M OHTOT€HETUYECKOU
TOKCHYHOCTH, OCOOBIN BpeJI IJIsl YEIOBEKa BBISBIICH HE OBLI.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. lepevyeHb BCIOMOraTe/IbHBIX BEIIECTB

EJUTI0JI03a MUKPOKPUCTAJUTHYECKAsT

npeXeTaTHHU3UPOBAHHBINA Kpaxmall

KapOOKCHUMETHIIKpaXxMajl HaTpus

TaJIbK

KPEMHHUSI THOKCH/T KOJUTOWTHBIN

creapuidymapar HaTpus

o6onouka: VIVACOAT® PA-1P-000 [runpomerniosa 6 cll3 (ruapoKkcunponmiMeTHIILENITI0I03a
6 cII3), TuTana quokcun, nomunekctposa (E1200), Tanbk, MOTUITHICHITNKOIb-3350]

6.2. HecoBMecTHMOCTDH
He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHus )
2 roza.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUHU
IIpu Temneparype He Bbiie 25°C.

6.5. XapakTep U coaep:kaHHe MEPBUYHOI YIAKOBKH

I[To 10 TabneToK B KOHTYPHYIO STUEHKOBYIO YIIAaKOBKY U3 IJICHKU MOJUBUHUIXJIOPUIHON U POJIBTU
AJTIOMUHHUEBOM.

1, 2, 3, 5 wnn 6 KOHTYPHBIX SYEHKOBBIX YIIAaKOBOK BMECTE€ C MHCTPYKLHEW IO IPUMEHEHHUIO
MOMEIIAIOT B AUKy U3 KapTOHA.
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6.6. Ocobble Mepbl NpPeTOCTOPOKHOCTH TpH. | VhHaToKeNur  Senoms3oBaiHoro

JIeKApCTBEHHOr0 Mpenapara MJIM  OTXO0A0B, TMOJYYeHHbIX MocjJe TNpPHMEHEeHus
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUIYJISILMH C MIPenapaTomM
Het oco0bix TpeGoBaHU K YTHIH3AIHIH.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccus

Axnuoneproe o6mecto "Otucudapm” (AO "Otucudapm")

123112, r. Mockasa, yi. TecroBckas, a. 10, a1. 12, mom. II, kom. 29
Ten.: +7 (800) 775-98-19

dakc: +7 (495) 221-18-02

www.otcpharm.ru

7.1. IlpeacraBuTENb Iep:KATEIsl PErNCTPAIIMOHHOTO YI0CTOBepeHusi Ha Tepputopun Coro3a
[IpereH3un noTpedUTEIIeH HATPABIATH M0 AJPECY:

Poccus

Aximonepsoe oomectBo "Otucudapm” (AO "Ortucudapm")
123112, r. Mockaa, yi. TectoBckas, 1. 10, 31. 12, mom. 11, xom. 29,
Ten.: +7 (800) 775-98-19

dakc: +7 (495) 221-18-02

ajipec AJIeKTpoHHOM ouThl: info@otcpharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JATA TEPBUYHOM PEIMCTPAIIMU (IIOATBEPXKJIEHUS PETUCTPAIIMU,
HEPEPEITNUCTPALINN)

[lata nepBoii peructpanuu:

JaTa nmocnieaHero moATBEPKICHUS pErUCTPAINH (TIepEePETUCTPaIin):

10. JATA IEPECMOTPA TEKCTA

OOmiasi  XapakTepHCTHKa JIGKApCTBEHHOrO  mpemapara [lukimoreman — JOCTymHa  Ha
UH()OPMAIIMOHHOM mopTasie EBpasuiickoro 3KOHOMHYECKOTO COK3a B HH(POPMAIMOHHO-
KOMMYHHKaIMOHHOH ceTn «HTepHeT» http://eec.eaeunion.org.



