JIucToK-BKIAABII — HHGOPMALUA ISl MAIMEHTA
Ipagakca®, 75 Mr, KancyJabt
Ipagakca®, 110 mr, KancyJbi

JleiicTBytolIIee BEIIECTBO: JabUTraTpaHa dTEKCUIIAT

Ilepen npuemMoM npenapara noJIHOCTHIO NPOYUTANTE JMCTOK-BKJIAABIII, IIOCKOJIbKY

B HEM COA€PKATCA BaKHbIC AJIA Bac cBenenus.

e (CoxpaHuTe TUCTOK-BKJIaIbIII. Bo3MoxHO, Bam moTpelyeTcst mpoyuTaTh €ro emie pas.

e Ecnu y Bac BO3HUKIIN TOMOTHUTENbHBIE BOIIPOCKI, 00PaTUTECH K JieUalieMy Bpauy.

e [lpenapar HazHaueH uMeHHO Bam. He nepenaBaiite ero apyrum mogsam. OH MOXKET
HaBPEIUTb UM, Ja’KE €CIIM CUMITOMBI UX 3a00JI€BaHuUs COBIAAa0T ¢ Bamumu.

e Ecmu y Bac BO3HHMKIM Kakue-IMOO HEXeNaTeNbHbIE pEaKkIUH, 0OpaTuTech K

Jevamemy Bpady. J/laHHas pekoMeHaamus pacipoCTpaHsIETCs Ha JIFOObIC
BO3MO>KHBIE HEXeJIaTeNbHbIE PEAKI[MU, B TOM YKCJIE Ha HE MEPEUNCICHHBIC
B paszjene 4 nucTKa- BKJIQJIBIIIIA.

Conep:xxanue JMCTKA-BKJIAAbINIA
1. Uro u3 cebs npescTaBnseT npenapaT IIpagakca®, u [uist 4ero ero NPUMEHSIOT

2. O ueM cielyeT 3HATh Hepej] HpueMoM npenapata [Ipanakca®

3. Ipuem npenapata [Ipanakca®
4. Bo3MOXHBIE HEXEaTEIbHbIC PEAKIIUU
5. Xpanenue npenapata IIpanaxca®

6. Coziep>kMMO€ YIIaKOBKHU U MPOYME CBEJICHUS

1. Yro u3 cedsn npeacrapiasier npenapar Ipagakca®, u 1151 4ero ero npUMeHsIIOT
JleiicTByIOIMM BelllecTBOM mpernaparta Ilpamakca® sBnsercs naburaTpaHa ITeKCHIAT,
KOTOPBIII OTHOCHUTCSI K TPYIINE MpernapaToB aHTHKOAryisHToB. OH paboraer, OJIOKUpYys

BEIIIECTBO B OPraHU3Me, KOTOPOE y4acTBYyeT B 00pa30BaHUU TpoMOa.

Iloka3anusi K NpUMEHEHUI0
e [lepBuuHas mnpodUIaKTHKA BEHO3HBIX TPOMOOIMOOIMYECKUX OCIOXKHEHUH Yy

B3pPOCJIBIX MAIMEHTOB (B Bo3pacTe OT 18 JieT), mepeHecux MmiaHOBOE TOTaIbHOE
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SH/IONPOTE3UPOBAHUE Ta300€pEHHOT0 cycTraBa WIH TOTaJIbHOE
SHJIONPOTE3UPOBAHUE KOJIEHHOTO CyCTaBa;

[IpodunakTuka MHCYIbTa, CUCTEMHBIX TPOMOOSIMOONIHUN U CHIKEHHE CEpACYHO-
COCYJUMCTON CMEpPTHOCTH Yy B3pOCIBIX MallMEHTOB (B BoO3pacte oT 18 mer) ¢
HEKJIamaHHOW (GUOPHILIALIMEH pecepInidi U OJTHUM WU Oosee pakTopamu prcka,
TaKUMHU KakK IE€PEHECEHHbIM MHCYJIbT WM TPAaH3UTOPHAs HIIEMUYecKas aTaka
(TUA), Bo3pacTt >75 ner, XpOHHMYECKas CepAeYHas HENOCTaTOYHOCTh (= II
¢byHKuMOHamBHOTO Kiacca mno kinaccuduxammu NYHA), caxapueni auaGer,
apTepuangbHas TUIEPTEH3Ms, COCYIUCTOe 3a00seBanne (MepEeHEeCeHHBI HH(PAPKT
MHOKapAa, 3abosieBaHue NepudepuyecKux apTepuil WM aTepoCKIepOTHYECKas
OmsiIIKa B aopTe);

Jleuenne M mpo¢UIAKTUKA PEIUIUBOB OCTPOro TpoMOo3a riaybokux BeH (TI'B)
u/unn  TpomOodMOonuu  serounoit  aprepuum  (TDJIA) wu  nmpodunakThka
CMEPTEIbHBIX MCXOJOB, BBI3BIBAEMBIX 3TUMH 3a00JIEBaHUSMH Y B3pOCIBIX

ManueHToB (B Bo3pacte oT 18 ser).

Ecnu ynyuymieHue He HacTynmwio WM BBl 4yBCTByeTe YXyIIIEHHE, HEOOXOIMMO
00paTUTHCS K Bpady.

2. O ueM ciieyer 3HaTh nepen npuemom npenapara Ipagakca®

IIporuBonoka3anus

He npumensiiite npenapar Ipaxakca®, ecan y Bac:

ajuleprusi  Ha  jgaburatpaH, Jga0uraTpaHa OTEKCWIAT WM JI000M  u3
BCIIOMOTATENILHBIX BEIIECTB, IEPEUYNCIICHHBIX B pa3zelie 6 INCTKa-BKIIAIBIIIA;
TsDKEJIas CTETNeHb MOYeYHOW HemocTaTouHOCTH (kimpeHc KpeatuHuHa (KK) <30
MJI/MUH);

AKTUBHOE KIIMHUYECKU 3HAYMMOE KPOBOTEUCHHUE;

MOpaXEHUE OPraHOB B pe3yjbTaTe KIMHHYECKH 3HAYMMOTO KPOBOTCYCHUS,
BKJTIOYAsi FTeMOPPAaruniyecKuii MHCYJIBT B TEUCHHUE 6 MECAIIEB 10 Hayalla TePaIuu;
HAJIMYHE COCTOSTHUM, IIPH KOTOPBIX IMOBBIIICH PUCK OOJBIINX KPOBOTCUCHHH, B TOM
YHCyIe: UMCIONINECs WM HEJaBHUE M3BSA3BICHUS KEIyTOYHO-KUIICYHOTO TPaKTa

(OKKT), Hanmuume 370KaUYECTBEHHBIX HOBOOOpPA30BaHMUN C BBICOKHM PHUCKOM
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KpOBOTEUYEHHs, HEJaBHEE TIOBPEXKJIEHUE TOJOBHOIO WJIM CIMHHOTO MO3ra,
HEJaBHSS Oreparys Ha TOJIOBHOM HJIM CIUHHOM MO3T€ WIIA OPTaIbMOJIOTHYECKast
orepariys, HeJJaBHee BHYTPUUCPEITHOE KPOBOMIHUSIHNE, HATMYNE WU TI0JI03PEHUE
Ha BapUKO3HO pacCIIUpPEHHbIE BEHBI MUILIEBOMA, BPOXKACHHBIE apTEPHOBEHO3HBIE
nepeKThl, COCYAUCTBIE AHEBPU3Mbl WM OOJbIINE BHYTPUIIO3BOHOYHBIE WU
BHYTPHUMO3TOBBIE COCYAUCTHIC aHOMAIIUH;

OJTHOBPEMEHHOE Ha3HAu€HHWE JIIOOBIX IPYTMX AHTHKOATYJSHTOB, B TOM YHCIE,
He(PaKIMOHUPOBAHHOTO TeMapuHa, HU3KOMOJEKYIspHBIX TenapuHoB (HMI)
(?HOKCamapwH, JaITEapyuH U Jp.), IPOU3BOAHBIX TernapuHa ((poHIAMAPUHYKC U
1p.), TEpOPpaTbHBIX AHTUKOATYJSHTOB (BapdapuH, puBapokcabaH, amukcabaH H
7p.), 32 HCKJIFOUEHHEM CTydaeB Mepexoia JIedeH s ¢ Win Ha npenapat IIpanaxca®
WIM B ClIy4ae NPUMEHEHUsS HEPPAKIMOHUPOBAHHOTO TeMaprHa B J1032X,
HEOOXOJUMBIX JJIi IPOMBIBAHMS LIEHTPAJIILHOTO BEHO3HOI'O WM apTepUaibHOIro
KaTeTepa WM TPU BBINOJHCHUH KaTeTEepHOW alOmanmuu mnpu  GUOPHILIAIINNA
npeacepaui;

OTHOBPEMEHHOE  HA3HAYCHHE MOIIHBIX HHTUOMTOPOB P-rimkomnporenHa:
KETOKOHA30JIa JJIsi CHCTEMHOTO MPUMEHEHHs], ITUKJIOCIOpUHA, WTPAKOHA307a,
TaKpoJIMMyCa U JPOHETAPOHA;

HapyuieHus: pyHKIUY TeYeHU U 3a00JIeBaHUS MEYEHU, KOTOPbIE MOTYT MOBIIUATH
Ha BBDKHBAaEMOCTb;

HaJIM4ue TMPOTE3UPOBAHHOIO KIAlaHa cepAala, TpeOylolero Ha3HAYeHUS

AQHTUKOAT'yJITHTHON TEpaluy;

OepeMEHHOCTh U MePUO/ IPYAHOI0 BCKAPMIIMBAHMUSI.

Oco0ble ykazaHUusl U Mepbl PeI0CTOPOKHOCTH

Ilepen npuemom mpenapata Ilpagakca® mpokoHCYIETUPYHTECH C JTeyaluM BpauoM. Bam

TaKXe MOXKET MOTpeOOBaTHCS MPOKOHCYIBTUPOBATHCS C BPAUYOM BO BpPEMsI JICUCHHSI, €CIIU

Br1 ucneITEIBacTe CUMNOTOMEI MIH Bam HGOGXOI[I/IMO IMPOBCACHUC OIICpalHH.

Coob0mure Bamemy Bpauy, ecimu y Bac ects win Obutn kakue-mu00 COCTOSIHUS WU

3a001eBaHus, B YaCTHOCTH, JTIOOBIE M3 TEX, KOTOPHIC BKIFOYCHBI B CIAEAYIOIINI CITUCOK:

Ecan y Bac noBbllIeHHbIH PUCK PAa3BUTHS KPOBOTEYEHHS, 3 UMEHHO:

O HEAaBHO IPOBeJCHHAasi OMOTICHSI WU MIEpEHECEHHAsl O0IIMpPHAas TpaBMa;
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(@)

(@)

yMmepenHoe Hapymenue ¢pyaknuu nmovex (KK 30-50 mu/mun);

OJTHOBPEMEHHBIM TpHUeM C MOIIHBIMH HHTUOWTOpamMu P-rimkomporenHa (3a
UCKITIOUEHUEM YKa3aHHBIX B pazfeine «lIpoTHuBomnoka3anus»);

OJTHOBPEMEHHBIM MpHeM CcO CcladbiIMU M YMEpEeHHbIMH HWHrHOUTOpamu P-
TJIMKOIMPOTEnHA (HallpuMep, aMHOapOH, BepanaMul, XHHUIUH U TUKarpesnop);
OJTHOBPEMEHHBIN TpueM ¢ aneruicanuimioBoit kucnoroir (ACK) m apyrumu
UHTHOUTOpaMU  arperaiud  TPOMOOIIMTOB, TAaKUMH KaK  KJIOMUAOTpeEd,
HECTEPOUTHBIMHU MPOTUBOBCHATUTEIbHBIMHU npenapaTamMmu (HITBII),
CEJICKTUBHBIMU ~ MHTHOMTOpaMH  OOpaTHOTO  3axBaTa  CEPOTOHMHA  WIIU
CEJIEKTUBHBIMU HHTUOMTOPAMU OOPAaTHOTO 3aXBaTa CEPOTOHMHA M HOPAJPEHAINHA,
JIPYTUMH JIEKaPCTBEHHBIMH MpenaparaMu, KOTOpPbIe MOTYT HapyIlaTh reMoCTas;
BPO’KJCHHBIE WJIM TPUOOPETEHHbIE HAPYIIEHUS CBEPTHIBAEMOCTH KPOBU;
TPOMOOLIUTOTNIEHUS UK (YHKIIMOHATBHBIE Te(PEKTH TPOMOOIUTOB;
OakTepuanbHBINA YHIOKAP/IUT;

930(aruT, raCTPUT WM racTpodzodareanbHas pearoKkcHas 00JIe3Hb;

BO3pacT >75 Jer;

Hu3Kas Macca tena (<50 kr).
®

BynbTe 0cobeHHO ocTOpOXHBI NTpU nipueMe npenapara [Ipanakca™, ecnu:

e y DBac mnoBblleH pUCK pa3BUTHS KpoBOTedYeHH. Bo Bpems Ttepanuun

npenapatom IIpagaxca®

BO3MOXKHO pa3BUTHE KPOBOTECYEHUN Ppa3IIMYHON
nokanu3anuu. CHUXKEHHE YpPOBHS TeMOINIOOMHA W/MIM TEeMaTOKpHUTa 110
HEBBIICHCHHBIM ITPUYMHAM, WM CHY)KEHUE apTEPUAIBHOTO JaBJIICHMUSI SIBIISETCS
OCHOBAHHUEM JIJIsl TIONCKA NCTOYHUKA KPOBOTECUYCHHS.

TwarenpHOe HaONMOJEHHE B OTHOIIGHUM MPHU3HAKOB KPOBOTECUCHUS HIIU
aHEeMUU PEKOMEHJIyeTCsl Ha MPOTSHKECHUU BCETO MepHoja JICYeHUs,, OCOOCHHO
€CIIU PUCYTCTBYIOT Cpa3y HECKOJBKO (PAKTOPOB PUCKA;

e y Bac pasBunace ocTpas moyedHas HemocTaro4HocTh. [Ipmem mnpenapara
Ipamakca® HEOOXOAMMO MPEKPATHTH;

e y Bac paseunoch Tskenoe kpooTedenue. Ilpmem mpemapara Ilpamaxca®

HeoOX0auMO TpeKpaTuTh. Bamr Bpad AOMKEH HayaTh IMOUCK HCTOYHHMKA
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KPOBOTEUEHHMsS] U PACCMOTPETh BO3MOXHOCTb BBEJCHMS CHELM(PHUUECKOrO
s ®,

aHTaroHucra — npemnapara [Ipakcoaituna”;

y Bac umerorcs nomonHuTenbHble (akTopsl pucka. HecmoTps Ha TO, 4TO

® B HenoMm He TpeOyeT PeryaspHOro aHTHKOATYISHTHOTO

npenapar IIpanakca
MOHUTOPHUHIA, W3MEPEHHE aHTUKOATYJISHTHOro 3(deKra, CBSI3aHHOIO C
naburatpaHoM, MOXET OBITh TIOJIE3HBIM IS OOHApY>KEHHUsI YpE3MEPHO
BBICOKOM KOHIICHTpAllUU JJaburaTpaHa.

Bpau MoxeT paccMOTpeTh BO3MOXHOCTh TNpuemMa (QpHOPHHOIUTHUECKUX
IIPENApaTOB JIs JICYCHHS OCTPOr0 NIIEMUYECKOTO MHCYIIbTA, €CIIN PE3YJIbTAThI
U3MepeHui 1a00paTOPHBIX MOKa3aTesIel CBEPThIBAaHUS KPOBU HE MPEBBIIIAIOT
BEPXHEN I'PaHULIbI HOPMBI;

Bam  HeoOXoaMMO — XMpPYprHUecKO€  BMEUIATEIbCTBO.  BhIMONHEHHE
XUPYPTUYECKOr0  BMEIIATENbCTBA  MOXKET  HOTPeOOBAaTh  BPEMEHHOIO
npekpaienus npuema npenapara Ipanaxca®;

BaM HeEo0X0IMMO SKCTpEHHOE XHpYprudeckoe BMmemarenbcTBo. [Ipuem
npenapata Ilpagakca® chegyer mpeKkpaTuTh. Eciu [/ BHIIONHEHHS
BMeEIIIATEIbCTBA/TIPOIIETYPhI Tpedyercs OBICTpOE MIpeKparicHue
aHTHUKOAryJIIHTHOTO 3¢ dekra, ciaenyeT pacCMOTPETh BO3ZMOKHOCTb BBEICHUS
crelu(pUIECKOro aHTaroHucTa — npenaparta Ipakc6aitng®;

Bam HeoOXomuMo CpouHOE XHPYpruueckoe BMemarenbcTBo. Ilpuem
npenapata Ilpamakca® cnemyer mnpekpatuth. CpodHOE XHPYPrHUecKoe
BMEIIIATENILCTBO WJIM HPOILEIYpy LEeIecooOpa3HO BBINNOJHATH HE paHee, 4eM
yepe3 12 uyacoB mocie MociaeaHero mpuema mnpemaparta Ilpamaxca®. Ecim
olepanus Wi IpoLeaypa HE MOXKET OBbITh OTJIOKEHA, €€ BBIIIOJHEHNE MOKET
OBITh aCCOIIMMPOBAHO C TOBBIIIEHHBIM PHCKOM KpOBOTEUeHHUs. Puck
KpOBOTEUYEHMS CIEAYET COIIOCTABUTH CO CPOUHOCTHIO BMEIIATENIbCTBA,

BaMm HeoOXogumo mIaHOBOE XMpyprudyeckoe BmewarenabcTBo. Ilpuem
npenapata [Ipagakca® Heo6X0aUMO MpeKpaTHTh MO KpaiiHeii Mepe 3a 24 4aca
IO BBINIOJIHEHHS MHBA3WBHBIX WIHM XUpypruueckux npouenyp. Ecim y Bac

MOBBIIIECHHBIA ~ PUCK  KPOBOTEUEHHUS WM  IUIAHUpPYeTCs  OOIIMpHOE

XUPYPTUYECKOE BMEMIATENLCTBO, TJI€ MOXET IOTpeOOBaTbCS —IOJIHBINA
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reMocras, Bamemy nedameMmy Bpady ClIeAyeT pPacCMOTPETh BO3MOKHOCTb
OTMEHBI Npenapara 3a 2—4 1Hs 10 XUPYypPrUuecKOro BMEIIATEIbCTBA;

e BO BpeMs OIepaliy UCIOJIb30BAJICS KaTeTep WM ObLIa cAellaHa MHBEKIHS B
CIIMHHOM MO3T (Hampumep, s SIUAYPATbHON WIM CIUHAIBLHONW aHECTE3UH),
TaK KaK MOXXET ITOBBIIIATHCS PUCK PA3BUTUS CHIMHHOMO3IOBOIO KPOBOTEUCHUS
WM MY PATIbHON reMaTOMBI. Bamn Bpad 10oJkeH HMETh B BUTy, UTO IIpenapar

Ipanakca®

MOXeT ObITh Ha3HaueH Bam He paHee uem uepe3 2 yaca mocie
yaaneHus: karerepa. Bpau noikeH KoHTpoaupoBaTh Bamie cocrosiHue uist
UCKJIIOYEHHS HEBPOJIOTHYECKUX CHMIITOMOB;

e Bbl HaxoxuTech B MOCIEONEPALMIOHHOM Iepuoae (Iocie HWHBa3UBHOU
IPOLELypbl/XUPYyprUUeCKOro BMEIIATeNbCTBA). Bam nedamumii Bpay qoJKeH
Ha3HAauMThL BaM B0300HOBJIEHME/Havano mpuema Tpenapara Ilpagakca® kak
MOKHO OBICTpee, eclM 3TO MO3BOJSET KIMHUYECKAs CUTyalus U JOCTUTHYT
aJICKBaTHBIM I'eMOCTa3;

e y Bac BBICOKMH pHCK XHUPYPTHUYECKOM CMEPTHOCTH W (PaKTOpPhl pPHCKa
TpOMOOIMOOTUYECKUX OCIIOKHEHUN. Bam nevanuii Bpay 0MKEH 3HATh, 4TO
nanHble 10 Y deKkTuBHOCTH U Ge30omacHocTH npenapaTa IIpagakca® B nanHO#
IpyIIIE MAINEHTOB OrPaHUYCHBI;

e vy Bac onepanus npu nepenome meiiku o6eapenHoit koctu. [Ipuem npenapara
Ipanakca® He peKOMEHTyeTCs;

e y Bac napymenue pyHKINY TICUCHH;

e Bri 3Haere, uTo y Bac ecTth 3a0os1eBanue, Ha3piBaeMoe aHTHU(POCHOTUIHIHBIM
CUHIPOMOM (PacCTpOCTBO UMMYHHOM CHCTEMBI, BBI3BIBAIOIIEE TTOBBIIICHHBIN
puck oOpazoBanus TpomOoB). CoobmuTte 06 3TOM Bamemy Bpady, KOTOpBIi
IIPUMET peleHne 0 He0OOXOAMMOCTH U3MEHEHHUS JICUCHUS;

e y Bac akTtuBHBIC 370Ka4eCTBEHHbIE HOBOOOpa3oBaHus. Bamn seuarnuii Bpad
JOJDKEH HMMETh B BHIY, 4YTO 3((EKTUBHOCTh U O€30MacCHOCTh INpUEMa
Ipanakca® mpu JaHHOM 3a60J1€BAHHH HE yCTAHOBJIEHBL.

Jeru u moapocTku

He naBaiite npenapat netsiM B Bozpacte 10 18 jer.

Jpyrue npenaparsl u npenapat [paxakca®
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CooOumTe sevameMy Bpady O TOM, YyTo Bbl mpuHHMaeTe, HEJaBHO MPUHUMAIH WM
MOJKETEe HauaTh MPUHUMAThH KaKHe-THO0 ApyTre Tmpernaparsl.

e UMuruburopsl P-rmukonporenna:
OnHOBpeMeHHBIH mpueM npenapara Ilpagakca® NPOTHBONMOKA3aH CO CIEAYIONIUMH
npernapaTamu, Tak Kak OHU MOTYT YBEJIMUYMBATh KOHIIEHTpAIUIO AadurarpaHa:

O KETOKOHA30JI (TIpemnapar Jyisl JIeueHUs TPUOKOBBIX HHDEKITHH);

O JApoHenapoH (Tpemnapar i JeYeHUs HAPYIICHHH CePIeIHOTO PUTMA);

O UTPaKOHAa30J] (mpermapaT s JIeYeHHs TPUOKOBBIX WHDEKIIHIA);

O UHKJIOCTIOPHH (MMMYHOJEIPECCAHT, CEJIEeKTHBHO JeWcTByrommii Ha T-

TuMQOIHTHI);
O TakpoJIuMyC (MMMYHOCYIIPECCUBHBIN Tperapar);

OnHoOBpeMeHHBIH — mpuem  mpemapata  IIpagaxca®

He  PpeKOMeHJyeTcsl ¢
TJICKaNpeBUPOM/TTHOPEHTACBUPOM, TaK KaK UCIIOIb30BaHNE KOMOMHAITNN (PUKCHPOBAHHBIX
703 HMHTHOUTOPOB P-riimkomporenHa TPUBOAUT K YBEJIWYCHHUIO KOHIEHTPAIMU
JaburarpaHa.

Ilpu oaHoBpeMeHHOM mpueme Hpenapata IIpagaxca®

CO CIEIyIOIUMH IpernapaTamMu
clenyer  co0JIaTh OCTOPOKHOCTH, TaK KAk HE HAOMIOJANIOCh 3HAYUMBIX
B3aUMOJICUCTBHUI:
O BepamaMmui (mpemapar Ui JICYEHHUS CTEHOKapIuu U JJs JICYeHUsS HapylIeHUH
pUTMa cep/la — CepACUHbIX apUTMUN );
O amHuoJapoH (mpemnapar AJs JICYCHHUS HAPYIIEHUH pUTMAa CEepAla — CEePACUHBIX
apuTMHi);
O XWMHMIOUH (Tmpenapar Juis JIeYeHUs HApYLIIEHUN pUTMa ceplla — CepIeUHBIX
apuTMui);
O KJIApUTPOMUIMH (TIpenapat i JeUeHUs OakTepruaaTbHONU HH(EKINN);
O TuKarpeiop (mpemapaTr s TpO(HIAKTUKHA MHCYIIbTAa, MHPApPKTa MHOKapaa U

JOPYTUX COOBITUHN Yy JIIOJIEH ¢ OCTPBIM KOPOHAPHBIM CUHAPOMOM);

O T03aKOHa30J (Ipernapar Ajs JIeUeHUs] TPUOKOBBIX WHPEKIIU).
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e Huaykrops! P-rmukonporenHa:
OnHoBpeMeHHBIH mnpuem mpenapata Ilpamakca® criemyer m3beratb co CIeIyIOIIMMH
nmpernapaTamMu, TaKk Kak OJHOBPEMEHHBIN MPHEM MPUBOIUT K CHIDKEHUIO KOHIICHTPAIMH
naburaTpaHa:
o pubdaMnuIH (mpemapat TUTSt nedeHus: OaKkTepruabHOU HH(PEKIUN -
MPOTHBOTYOEPKYIJIE3HOE CPECTBO);
o mpemnapatsl 3Bepo0os npoabipsiBieHHoro (Hypericum perforatum) (pacturenpHbIH
mpermapar s JISYCHHsI ISPECCUN );
o kapOamazenuH (IPOTUBOAMUIICHTHICCKUIN TIpenapar);

o (eHuTOMH (MPOTUBOIMMIICTITUYECKHUN Mperapar).

e MHrubuTopsl npoTeassl:
OnHoOBpeMeHHBIH npueM Tpenapata IIpanakca® He peKOMEHAyeTcs O CledyIolUMU
npenapaTami, Tak Kak OHHM BIHSIOT Ha P-rmukonporenH (6o B KauecTBe MHTHOUTODA,
7100 B KA4ECTBE UHIYKTOPA):

O PUTOHABUP W €ro KOMOMHAIIMU C IPYTMMHU MHTHOWTOpAMH IpoTeasbl (Ipemapar,

KOTOPBIHA HCIIOJIB3YETCS BMECTE C IPYTMMH Ipenaparamu Juis yiedeHus BUY u

BUpycHoro renaruta C).

e (CyoOctpar P-rmukonporenHa:
[Ipu onHOBpeMEeHHOM IpueMe mpemnapata Ilpagakca® M aurokcusa (mpemapar s
CTHUMYJISILIUU JIESITETLHOCTH CepAlla W Ui JICYCHUS HapyIIeHWH pUTMa cepana —
CEpJICYHBIX apUTMHI) HE HAOIIOJANIOCh HUKAKUX KIMHUYECKHW 3HAYMMBIX H3MEHEHUMA

KOHIICHTpAalu1 JUT'OKCHUHA.

e AHTHKOAryJsSHTHI M JICKAPCTBEHHBIC CPEICTBA, KOTOPhIE HHIHOUPYIOT arperamuio
TPOMOOIIUTOB:

JlekapCcTBEHHBIE CPEICTBA, TEPaIUs KOTOPBIMH HE MCCIIEI0BAIach WU OIBIT TPUMCHCHHS

KOTOPBIX OrpPaHU4e€H, M KOTOpPBIE MOIYT IIOBBICUTH PHUCK KPOBOTECYCHUH IIPU

OJIHOBPEMEHHOM IpueMe ¢ npernaparom Ipanakca®:
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He(dpaKIMOHUPOBAHHBIA TremapuH (MpernapaT, MPENnATCTBYIOUINI CBEPTHIBAHUIO
KpOBH);

HU3KOMOJICKYJISIpHBIA renapuH (mpenapaT Uiss NpoUIakTHKH 00pa30BaHUS
TPOMOOB W JIEUYCHHUSI BEHO3HOM TpomMOOAIMOOIMU (TpOoMOO3 TIIYyOOKHMX BEH |
TPOMOOIMOOIIHSI IETOYHOM apTEPHH ), a TAKXKE MPH JICUSHNH NH(APKTa MUOKApa);
dbonmanapuHyKc (Ipemnapar, IpernsTCTBYIONUN CBEPTHIBAHUIO KPOBH);

ne3upynuH (mpenapar Uil NpOoQHUIAKTHKH TpomMOo3a TIyOOKHX BEH BO BpeMs
MPOIIeAYP 3aMEHBI Ta300€IPEHHOTO TN KOJICHHOTO CYCTaBa);

TPOMOOJUTHYECKUE TTpenapartsl (TIpermapaTsl 1J1s pacCTBOPEHHSI TPOMOOB);
AQHTAarOHUCTHI BUTAMMHA K (mpenapartsil, KOTOpbIE
CHIDKAIOT CBEPTHIBAEMOCTH KPOBH 32 CUET YMEHbBINICHUS AeicTBHsI BUTaMuHa K);
nepopajgbHble  AHTUKOAryJSHTBHl  (HampuMmep, puBapokcaban) (mpemapar,
MPEMSITCTBYIOMUI TPoMOOOOPa30BAHUIO 32 CYET BO3JIEHCTBUS Ha IJIa3MEHHBIE
(hakTOpPHI CBEPTHIBAHHS KPOBH);

antaronuctel  pernentopoB  GPIIb/Illa  (mpemapaTsl,  NOPENSATCTBYIOIINE
TpoMO00OPa30BaAHUIO);

THUKJIONUIMH (TIpernapar, CHUKAIOIMUNA CITOCOOHOCTh TPOMOOITUTORB K arperaiyn);
npacyrpen (mpenapar, CHUKAIOIUI ClTOCOOHOCTh TPOMOOIIMTOB K arperanun);
JeKCTpaH (mpemnapar AJis BOCIOJIHEHHS 00beMa IUPKYIUPYIOLMIEH KpOBU IpH
KpPOBOIIOTEPSIX, IOKaX Pa3IUYHOIO T'eHe3a);

cynb(pUHIUPa30H (MpernapaT AJis JICYSHHS T101arphl ).

®

OpnnoBpemeHHbIN IpueM npenapata [Ipagakca™ co cieqyomuMu npenapaTaMmu, KOTOpbIe

WHTUOMPYIOT arperamnuio TpPOMOOIIMTOB:

o

HECTEPOMJHBIE  NPOTHBOBOCTANMTENbHBIE  Ipenaparel  (TmpemapaTsl UL
YMEHbILICHUS OOJIH, JINXOPAJKU U BOCTIAJICHHS);

KJIonuaorpen (mpemnapar, CHIKaIOIMUNA CIIOCOOHOCTh TPOMOOITUTOB K arperamyn);
aleTUJICAIMIIMIIOBAs KUCJIoTa (Tpemapar, oOKasblBaloIuii o0e30omBaroiee,
’KapOIOHIDKAIOIIEe, MPOTHBOBOCIIAJIMTEIFHOE ACHCTBHE, a TaKXKe HWHIHOMpYeT

arperanuo (CIMIanue) TpPOMOOITUTOB).
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e Jlpyrue B3aMOJCHCTBHUS:
Crenyromue mpenaparsl MOBBIMIATN PUCK KPOBOTCUCHUH NPU OJJHOBPEMEHHOM IIpHEMeE C
npenapatom [Ipanaxca®:
O CEeJEeKTHBHbIE HMHTHOMTOPHI OOpAaTHOrO 3axBaTa CEPOTOHWHA (Ipenaparthl JUis
JICYCHUS TPEBOXKHBIX PACCTPOUCTB U ICIPECCUN);

O CeJIEKTHBHbIE MHTMOUTOpPHI OOpAaTHOTO 3axBaTa CEPOTOHMHA W HOpaApEHaTMHA

(mpenapatsbl 11 JIEYEHUSI TPEBOKHBIX PACCTPONCTB U AECTIPECCHH).

OnHOBpeMeHHBIH TpueM mpenapata Ilpagakca® ¢ BemecTBamu, BiusiomuMu Ha pH
KEIYA0YHOTO COJIEPKUMOTO:
O TaHTompa3on (Tmpemapar uisl JIedeHHs sI3BEHHOW Oosie3nn). OIHOBpPEMEHHBIN

npueM Tnpenapata Ilpamakca®

U TAHTONpa3zoyiia He CHIDKaT 3(QQPEeKTUBHOCTH
npenapata IIpanakca®;

O paHUTUIWH (TIpemapar Jyisl JICUCHUS S3BEHHOUW O00JIe3HHU, TacTpol3odarcaibHOU
pedrokcHON 00J€3HM W CHHApOMa 30JUTMHTEpa—JuTMcoHa). OTHOBPEMEHHBIN
npueM pAaHUTHAMHA C npemapatoM Ilpagakca® He oOKa3blBal KIMHHYECKH

3HAa4YUMOI'O BJIMAHUA Ha CTCIICHb BCACbIBAHU A ;[a61/1ranaHa.

B3anmogeiicTBus naburarpana ¢ epmentamu nutoxpoma P450 He oxxmmaercs.

bepeMeHHOCTD, rPyIHOE BCKAPMJIMBAHHE H (PEPTHIBLHOCTH
Ecnin Bpl OepeMeHHBI WIM KOPMHUTE TIpYJblO, JAyMaeTe, 4To 3a0epeMeHeNu, WiIH

IUIaHUpYyeTe OEPEeMEHHOCTD, Iepe] HauaioM MpueMa mnpemnapara NpoKOHCYJIbTUPYHUTECH C
JeyaluM BpauoM.

[puem npenapara Ipagakca® npoTHBONOKa3aH IpH 6EPEMEHHOCTH U B TIEPUOJI IPYIHOTO
BCKApMJIMBaHMS.

YnpasieHue TPAaHCIIOPTHBIMHU CPeACTBAMM M padoTa ¢ MeXaHU3MaMH

Brnusuue npenapara Ipanaxca®

Ha CIIOCOOHOCTH YNPABIISATh TPAHCIOPTHBIMH CPEICTBAMHU
U 3aHUMAThCs JAPYTUMHU MOTEHIUAIBHO OMACHBIMU BUJAMHU JICATEIBHOCTH, TPEOYIOIIMMU
MOBBIIICHHOW KOHIIEHTpPAI[MM BHUMAaHUS U OBICTPOTHI ICHUXOMOTOPHBIX peakluid, He

M3y4anoch, HO YYMTBIBas, 4To HpueM Ipenaparta IIpamakca® MOMKET CONpPOBOKIAThCS
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MOBBIIICHHBIM PHUCKOM KPOBOTEUEHHUH, CcleAayeT CcoOMoJaTh OCTOPOXKHOCTh MpU

BBITNIOJTHCHHUHN TaKHUX BHUJO0B ACATCIBHOCTU.

3. lIpuem npenapara Ipagaxca®
Bcerna npruHnMaiite npenapar B IOJHOM COOTBETCTBHHU C PEKOMEHAALMAMH JICHAILErO
Bpaya. [Ipy 1osiBIeHNH COMHEHUN ITOCOBETYUTECH C JICYAIUM BPAuOM.

Pexomenayemas 103a
IlepBuuyHag npodMIAKTHKA BEHO3HBIX TPOMOOIMOOIUYECKUX OCHOXKHEHUN V B3POCIBIX

mamedToB (B Bo3pacte ot 18  jer), 1mepeHecInX  IUIAHOBOE  TOTAILHOE

SHJIONIPOTE3MPOBAHNE Ta300€IPEHHOr0 CYCTaBa WM TOTAJIBHOE JHIOMPOTE3MPOBAHUE

KOJICHHOI'O CyCTaBa

Pexomennyemas no3a 220 mr 1 pa3 B cytku (2 karncyssi o 110 mr).

Ecnu ¢pynknus novek cHmxena (KK 30-50 mu/mun) wiau Bam 75 ger uiam GoJiee,
pekoMeHyemMas 103a coctarisieT 150 Mr oauH pa3 B CyTKH (2 KarcyJsibl o 75 mr).

Ecnu Bel npuHrMaeTe npenapatsl, coJiepiKaliie aMuoAapoOH, XHHU/IMH WJIH BepanamMuJ,
pexomeHnayemas 103a cocrasiseT 150 Mr oguH pa3 B CyTKH (2 KamcyJsisl 1o 75 Mr).

Ecnu Bel npuHuMaeTe npenaparsbl, cojep:kaiue Bepanammuii, 1 GyHkius nouek y Bac
cumkena (KK 30-50 ma/muu), Bam crnenyer mpumensats npemapat Ilpagakca ® B
YMEHBIICHHOW J03€¢ 75 MI, IOCKOIBKY MOXET OBITh TOBBIIIEH PHUCK Pa3BUTHSA
KPOBOTEUYEHHSI.

[Tpu 06oux BuAax XMPypruueckoro BMENIaTeNbCTBA JeUeHNE He ClIeyeT HAaUYMHATb, €CIH
MOSIBIISIETCA KPOBOTEUEHUME B MECTE XMPYPrHUYECKOro BMeIIaTeNbeTBa. Ecin nedeHue
HEBO3MO)KHO HauaThb B TE€YEHHME CYTOK IOCIIE XUPYPIHMUECKOTO BMEIATENbCTBA, IPUEM
npernapara cjaelyeT HauMHaTh ¢ 2 KalcyJy OJUH pa3 B CyTKHU.

Ilocne nnanoo2o momanbHo20 IHOONPOMEIUPOBAHUS KOLEHHO20 CYCMAasd

Bbl 0MKHBI HayaTh JledeHWe mpemapartoMm Ilpagakca® B Teyenme 1—4 uyacoB mocie
OKOHYAHUS Ollepalyy, IPUHAB OAHY Kamcyiy. Ilocie atoro cieayer npuHUMAaTh 1O JBE
KaIiCyJibl OJJMH pa3 B CyTKHU B TeueHue 10 nHei.

Ilocne nnanoo2o momanvbHo20 SHOONPOMEIUPOBAHUS MA300EOPEHHO20 CYCMABA

Bbl 0MKHBl HayaTh JledeHHe mpemapartoMm Ilpagakca® B Teyenme 1—4 uyacoB mocie
OKOHYAHUS Ollepalyy, IPUHAB OAHY Kamcyiy. Ilocie atoro cieayer npuHUMAaTh 1O JBE

KaIlCyJbl OJJUH pa3 B CyTKHU B TeueHUe 28—35 qHel.
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[IpodmiakTHKa WHCYIIBTA, CHCTEMHBIX TPOMOOIMOOIMI ¥ CHIDKEHHE CEPIAECYHO-

COCYIHUCTON CMEPTHOCTH Y B3POCIBIX ManKeHTOB (B Bo3pacTe oT 18 jieT) ¢ HeKIallaHHOH

bubpwuisinMeil npeacepauii W ogHUM Wi Oosice  dakTOpaMH DPHUCKA, JICYEHUE U

npoQMIaKTHKa  pEMOINBOB _ OCTpOro tpombOo3a rmiuybokmx BeH (TIB) w/wam

TpoMO0IMOosK seroudor aprepuu (TOJIA) m npodrIakTUKa CMEPTENbLHBIX HCXOO0B,

BBI3LIBAEMBIX DTHMH 3a00I€BaHUSIMU Y B3POCJbIX MAITUMCHTOB (B BO3pacTe OT 18 JIGT)

Pexomennyemas no3a cocrasisier 300 mr (ogHa kamncyasl 150 mr 2 pa3za B CyTKH).
Ecnu Bam 80 set u 6oJ1ee, pexkoMeHnayemas go3a cocrasiser 220 mr (ogna kamncyJaa 110
MTI 2 pa3a B CYTKH).

Ecnu Bel npuHrMacTe npenaparsl, coaep:kauiue Bepanamui, Bam ciienyer npuMeHsITh

npenapat Ilpanakca®

B yMeHblIeHHON no3e 220 mr (omHa kancyaa 110 mr 2 pasa B
CYTKHM), TOCKOJIbKY MO>KET OBbITh IMOBBIIIEH PUCK PA3BUTHSI KPOBOTECUEHUSI.

Ecnu y Bac noTteHuMa bHO NOBBIIIEHHBIN PUCK PA3BUTHS KPOBOTEYEHHUS, Bpad MOKET
IPUHATH pEIIEHNE O Ha3HaueHUH 10361 220 Mr (ogHa kancyaa 110 mr 2 pa3a B cyTkn).
Bb1 MoXkeTe mpoaoipkaTh MpUeM JaHHOTO IpernapaTa, eci HeOOXOIUMO BOCCTaHOBHTH
cep/ieuyHblii PUTM TIPU TIOMOIIM KapauoBepcuu. Ilpunrumaiite mpemapar Ilpamakca® B
COOTBETCTBUU C YKa3aHHUSIMH Bpaya.

Ecin B XoAe YpPECKO)KHOIO KOPOHApHOI'O BMEILIATENbCTBA CO CTEHTUPOBAHUEM B
KPOBEHOCHOM COCyJ€ OBLIO YCTaHOBJIEHO MEIUIIMHCKOE YCTPOMCTBO (CTEHT) s
COXpaHEHHs €ro OTKPHITBIM, Bbl MoOkeTe HpMHHMAaTh mHpemapar Ilpamakca® mocne
IOPUHITHUSL BPauoOM pEUIEHUS O JOCTHKEHHH HOPMAJIbHOTO KOHTPOJS CBEPTHIBAEMOCTH

kposH. [Ipunumaiite npenapar [Tpanakca® B COOTBETCTBUM C YKa3aHUAMH Bpaya.

Iyt 1 (My111) c10CO0 NpUMeHeHH s

[penapar Ilpamakca® MOXHO NPUHMMATH HE3ABUCUMO OT BpPEMEHM IIpHEMa MMILH.
Kamcyny cnenmyer rioraTe LEIMKOM, 3amuBas CTAaKaHOM BOJABI JUIsl oOecreudeHus
MPOXOKJICHUS Tpernapara B xkenyAaok. He nomaiite, He pa3KeBbIBalTe U HE U3BJICKAUTE
TPAaHyJIbl U3 KAIICYJIbl, IOCKOJIBKY 3TO MOXET IIOBBICUTH PUCK KPOBOTCUYCHMUS.

HMHCTPYKIINM 110 BCKPBITHIO 6J'II/ICTCDOB

Ha cremyromux MIUTIOCTpallUaX MOKa3aHO, KaK M3BJedb Karcyisl npenapata [Ipanakca®

U3 OJIMCTEPHON YIaKOBKH:
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OTtopBHUTE OIMH UHIUBUAYAIbHBIN OKCTEP OT OJKCTEP-yIaKOBKU

10 JIMHUY nepopaiuy;

‘I

e J

BriabTe Kancyy u3 6nmcrepa, orcianBasi GoJIbry.
e He BrigaBnuBaiiTe Karncyssl uepe3 OnucTepHyo Qoibry;
e He cuumaiite GnucrepHyo (osbry 0 TeX IMOp, MOKa HE MoTpedyercss U3BIICUb
Karcyimy.

penapar [Tpanaxca®

BbIIycKaeTcs B Karcynax 75 mr, 110 mr u 150 wmr.

N3MeHeHHe aHTHKOATYJISIHTHOM Tepanuu

be3 cnenmnansHOro ykaszanusi Bamiero Bpaua He MEHSIITE mpenapaT aHTUKOAryJSHTHOM

TEpAINH.

Ecaun Bl npunsiiin npenapat Ipagakca® 6oibliie, 4eM ¢J1e10BaJI0

[Ipuem caumKoM OONBIIOTO KOJWYECTBA JAHHOIO IIperapara yBEJIMYUBAET PHUCK

KpoBoTedueHus. HemeninenHo ooparurtecs k Bamemy Bpady, eciu Bbl npUHSUTH CIUIIKOM

MHOT0 Kancyi. /locTynsl cenyaibHble BApUAHTBHI JICUEHUS.

Ecau Bol 3206011 npunsaTh npenapar [pagakca®

e FEcmu Bpl mpuHuMaere mnpemnapar Ui TEPBUYHON NPOPUIAKTAKH BEHO3HBIX

TPOMOOIMOOTUIECKIX OCJIOKHEHUN rnocie MJIAHOBOTO TOTAJIBHOTO
SHJIONPOTE3UPOBAHUS Ta300eIpeHHOT0 cycraBa WIn TOTaJIBHOTO
SHOINPOTE3UPOBAHMS KOJIEHHOTO CyCcTaBa M 3a0bUIM MPHUHSTH €ro, MPOJOoDKaiTe

TIpHEM CYTOUHOM 10361 mpenapaTa [Ipagakca®

B TO K€ BpeMs Ha CIICAYIOLIUH ICHb.
He npuHuMaiite 1BOMHYIO 103y C LIEIbIO KOMIIEHCALUHU IIPOITYLICHHOM 103bI.
e Ecmu Bpl npunumaere npenapaTr Uisi NpOQUIAKTHKH HMHCYJIbTA, CHCTEMHBIX

TPOMOOOMOONMIT M CHIDKEHHSI CEepAeYHO-COCYJIUCTONH CMEPTHOCTH WIN JUIS

[Hara yrtBepxkaenus 17.02.2023
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JIeYeHHUST ¥ MPOPUIAKTUKN PEIHIAUBOB OCTporo tpombosa riybokux BeH (TT'B)
u/wimm  tpomOosMOonuu  nerouHou aprepun (TOJIA) wu  npodunakTuku
CMEPTEIHHBIX UCXOJI0B, BHI3BIBAEMBIX ITHMH 3a00JICBAHUSMU, U 3a0bUTH PUHSTH
ero, 3a0bITYI0 103y MOXHO MPUHATH 10 TOTO MOMEHTA, KOTJja OCTaHEeTCs 6 4acoB
JI0 MpUeMa CIeAYIoNeH 3arlaHMpOBaHHOM 103bl. Eciu 10 mpuema criemyrome
3aIUIAHUPOBAHHOM J103bI OCTAETCSl MEHEE 6 YacoB, MPOMYIIEHHYIO 03y TPUHUMATh
He cienyer. He npuHuMaiiTe 1BOMHYIO 103y € LENbI0 KOMIIEHCALMH MTPOITYLIEHHON
JTO3BI.
Eciau Bol npexkparuin npuem npenapara Ipagakca®

[penapar ITpanaxca®

HE00X0IMMO MPHUHUMATh Tak, Kak 3To Bam mpomumcan Bpau. He

MpeKpaniaiTe npueM mnpernapara, He MOCOBETOBABIIMCH ¢ Bamimum Bpadyom, mOTOMY 4TO

pHUCK pa3BUTHUS TpomMOO03a MOKET OBITH BbIlIE, ecld Bbl mpekpaTtuTe jgeueHue CIUIIKOM

pano. OOparutech KO Bpady, €ClI BBl HCHBITBIBAETE PACCTPOMCTBO JKEIyAKa IOCIHE

npuema ripenapara Ipagakca®.

Ecnu y Bac ecTh A0MIOTHUTENBHBIE BOIIPOCHI IPU MPUEME JAHHOTO Mpernaparta, o00paTurech

K Bamemy Bpauy.

4. Bo3aMoO:KHbI€E HexKelaTelbHble peakunu

ITomoOHO BceM JieKapCTBEHHBIM Mpemaparam, mpenapar [Ipagakca® MOXeT BBI3BIBATH

HEeXeJaTelIbHbIE PEaKliU, OJJHAKO, OHU BOZHUKAIOT HE Y BCEX.

IIpekpaTuTe mpuemM mnpenapara U HeMelJIeHHO o0paTuTrech K Bpauy, eciu y Bac

BO3HHUKHYT JIIOObIE U3 NEPEYNCICHHBIX HUKe CePbe3HBbIX HeXKeIaTeJIbHbIX PeaKIuii:

e OOIIMpPHBIC WU CUITHHBIC KPOBOTEUEHUS, KOTOPBIE TIPEICTABISIOT CO00M Hanboee

CEPbE3HbIC HEXKENATEIbHBIE PEAKIIUN U, HE3aBUCUMO OT JIOKATU3aLUH, MOTYT CTaTh
WHBAJIUIM3UPYIOIIMMH, ONACHBIMU JJI JKU3HU WIHM J1aKe MPUBECTU K cMepTH. B
HEKOTOPBIX CITydasx 3TU KPOBOTEUCHHSI MOTYT OBITh CKPBITBIMHU.

Ecnu Bel ucnibIThIBaeTE Kakoe-1u00 KpOBOTEUEHUE, KOTOPOE HE OCTaHABIMBAETCS CaMo 110

cebe, wunum ecau Bbl  uchbITBIBaeTE MPU3HAKH  YPE3MEPHOTO  KPOBOTEUECHHUS

(uckiroUnTeNbHAS CTA00CTh, YCTAIOCTh, OJEIHOCTH, TOJOBOKPYKEHHE, TOJIOBHAS OOIb

WIH HEOOBSICHUMBIN OTEK), HEMEJICHHO OOpaTuTech KO Bpady. TOJIbKO Bpad CMOXKET

MPUHATH pEIIeHrne, HEOOX0IUMO 1 BaM HaxoauThes MO TIIATEIbHBIM HAOIOICHHEM

HJIM HAA0 U3MCHUTH TCPAIInIO.

[Hara yrtBepxkaenus 17.02.2023
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e cepbe3Has ajulepruyueckas peakius, KOTopas BbI3bIBA€T 3aTPyJHEHHE JbIXaHUS
WM TJI0TaHUS, TOJIOBOKPYKEHHE, OTEK JINLIA, TY0, 3bIKa WM TOpJia, CUIIbHBIN 31
KOH, TTOSIBJICHUE CBIMH WM BOJIBIPEH.
Jlpyrue Bo3MoO:KHbIE HeKeJIaTeJbHbIE PeaKIUi, KOTOPble MOI'YyT Ha0JIH0AAThCS NMPH
npueme npenapara Ipagakca®:

IlepBuyHas HDOd)I/IJIaKTI/IKa BCHO3HBbIX TDOM603M6OHI/I‘IGCKI/IX OCJIOKHECHHH Y B3POCIBIX

manueHToB (B Bo3pacte  orT 18  jmer), 1mepeHecInX  IUIAHOBOE  TOTAJIBLHOE

OHJOMPOTE3UPOBAHHUEC TEI306C,Z[D€HHOI‘O CyCTaBa HWJIH TOTaAJIbHOC JSHIAOIIPOTC3IMPOBAHUC

KOJICHHOI'O CyCTaBa

Yacro (MOryT Bo3HMKAaTh He 0oJiee yem y 1 yesioBeka u3 10):

® yYMEHBIIICHHE KOJIMYECTBA TEMOTJIOONHA B KPOBH - BEIIECTBO B KPACHBIX KPOBSHBIX
TebIax (CHIKEHHE YPOBHS T€MOTIO0nHA)

e HapymieHWe (YHKIMM  TICUCHU/OTKIOHEHHWE OT  HOPMBI  TOKa3aTeneu
(GyHKIIMOHATBHBIX P00 MeYeHU

HeuacTo (MoryT Bo3HUKATh He 0oJjiee yeM y 1 yesoBeka u3 100):

® CHIDKEHHUE KOJIMYECTBA KPACHBIX KPOBSHBIX KIIETOK (aHEMUS)

® CHIDKEHUE MPOLIEHTHOTO COJIEP>KAHUS KPOBSHBIX KJIETOK (CHIDKEHUE TeMATOKPUTA)

®  AJUIEPTUYECKHUE PEaKINU

® CHHSK (reMaTroma)

® KPOBOTEUEHHUE U3 PAHBI

® HOCOBOE KPOBOTEUEHHE

® KeITYJOYHO-KHIIIEYHOE KPOBOTEUCHUE

e Juapes

® TONIHOTA

e TMOSIBICHHME KPOBU W3 3aJHEr0 IMpoxoja (reMoppouAalibHble WM DPEKTaJbHbIE
KPOBOTCYCHHS)

® pBOTa

® T[OBBIIIEHWE AKTUBHOCTH aJlaHWHAMUHOTpaHCGepas3bl, MOBBILICHUE AKTUBHOCTH
acmapraTaMUHOTpaHc(epasbl,  IOBBIIIEHHE  AKTUBHOCTH  «IEYEHOYHBIX)»

TpaHCaAMHHA3

[Hara yrtBepxkaenus 17.02.2023
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YBEIUYCHUE COJEP)KaHUS B KpoBU OwmnmpyOomHa Oomibmie 20,5 MKMOIB/I
(runepOMNMHpPyOHEMUS )

MOSIBJICHUE KPOBOU3JIMSHUN U KPOBOIIOATEKOB HA KOXKE U B ITOAKOXKHOU KUPOBOU
KJIeT4aTKe (KOXKHBIM TeMOPparndecKuii CHHIPOM)

KPOBOM3JIUSHUE B IOJIOCTU CyCTaBa (reMapTpo3)

MOSIBJICHHE KPOBH B MOY€e (YpOT€HUTAIbHBIE KPOBOTEUEHUS, B T.U. FeMaTypHsl)
MOCTTpaBMaTH4ECKOE KPOBOTEUECHHE

reMaTroma mocJje BBIITOJIHEHUS TPOLEAYPbI

KPOBOTEUCHHE MOCIIE BBITIOIHEHUS MPOLIETY DI

OTJEJISIEMOE TIOCIIE BBITOJIHEHHSI TPOLEAYPHI

paHeBoe oTaesieMoe (BbIICTICHUE KUIKOCTH U3 PaHBI)

Penko — MoryT Bo3HMKATH He OoJiee yem y 1 yesoBeka u3 1 000:

CHIDKEHHE KOJIMYEeCTBAa TPOMOOLIUTOB (TPOMOOLIUTOTICHHST)

KOKHasl ChIb

KOKHBIN 3y]1

KOKHOe  3a0oyieBaHMEe,  JEpMaTUT  MPEUMYIIECTBEHHO  aJlJIEprHuecKOro
MPOUCXOXKICHUS (KparMBHULIA)

BHYTpUYEPEITHOE KPOBOTEUEHUE

KPOBOTECUCHHE

KpOBOXapKaHbe

00JIb B )KUBOTE

HapylIeHHEe  HOPMaJbHOW  JESTEIbHOCTH XKeNy/Ka, 3aTpyIHEHHOE U
00JIe3HEHHOE MUIIIEBApEHUE (AUCTICTICHS)

u3bs3BIeHUE cim3ucToi ooonoukn JKKT, B Tom umciie si3Ba MUIEBO1a
BOCIAJICHUE CIIM3UCTON 000JIOUKHU KETYy/IKa U MUIIEBOA (TacTpo330(arur)
XPOHUYECKOE pelUAUBHpYIOIIee 3a00seBaHNe, XapaKTepU3YIOLEeecs PEryIspHO
MOBTOPSIOLIUMCS 3abpocom B MUIIEBO COJIEP>KUMOTO JKEITyIKa
(ractpoazodareanbHas pedarokcHas 00JI€3Hb)

HapylIeHHe ToTaHus (qucdarus)

KPOBOTEUYEHHMSI U3 MECTAa UHBEKIIUU

KPOBOTCYCHUA U3 MECTA BBCACHUA KaTCTCPa
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KPOBSIHUCTOE OTIENIIEMOE

KPOBOTEYECHHMSI U3 MECTA ONEPALUOHHOTO TOCTYIIa

aHEMU MOCIIEONEePALMOHHAs

KHJIKOCTb, BBITEKAIOIIAs U3 PaHbI ITOCIE ONepaliy (IpeHax paHbl)
IPOCAaYMBaHMUE JKUAKOCTH U3 ONEPAIMOHHOW paHbl (APeHaX IMOCIE BBITOJIHEHUS

MpoLeIyphl)

HeusBecTHO (HCXO}IH N3 UMECIIIUXCH TJAHHBIX YaCTOTY BOSHUKHOBCHHUA ONPEACINTDH

HEBO3MOKHO):

AHOMAJIbHO HHU3Kasi KOHIICHTpAIHs HEUTPO(DHIIOB KpOBU (HEHTPOTICHHS )
pe3Koe CHMKEHHE COJIePIKaHUs TPaHyIOIUTOB B KPOBH (arpaHyIIOIUTO3)
Cy’KE€HHUE TIPOCBETa MEITKUX OPOHXOB M OPOHXHOJ (OpoHXOCTIa3M)

BBITIJICHUE BOJIOC (QJIOTICIIHS )

[IpodmiakTHKa HWHCYIIBTA, CHCTEMHBIX TPOMOOIMOOIMI ¥ CHIDKEHHE CEPIAECYHO-

COCYIHUCTON CMEPTHOCTH Y B3POCIBIX MalKeHTOB (B Bo3pacTe oT 18 jieT) ¢ HeKIIallaHHOH

bubpwiLIssLMell opeacepavii U OOHUM Wi Ooiee haKToOpaMu PUCKA

Yacro (MOryT Bo3HMKAaTh He 0oJiee yem y 1 yesioBeka u3 10):

CHI)KEHHE KOJIMYECTBA KPACHBIX KPOBSHBIX KJIETOK (aHEMUS)

HOCOBOE KPOBOTEUEHUE

KEITyJOYHO-KUIIIEYHbIE KPOBOTEUEHUS

00JIb B )KUBOTE

Tuapest

HapylIeHUE HOPMAaJIbHOU JIEeATEIbHOCTH JKEIIY KA, 3aTpyAHEHHOE 51
00JIe3HEHHOE MUIIIeBApEeHUE (AUCTICTICHS)

TOIIHOTA

MOSIBJICHUE KPOBOUBIIMSHUN M KPOBOMOATEKOB HA KOKE U B MOJKOXHOM KUPOBOU
KJIeT4aTKe (KOXKHBIN TeMOPparndecKuii CHHIPOM)

NOSIBJIEHHE KPOBH B MOY€ (YpOTr€HUTAIbHBIE KPOBOTEUEHUS, B T.U. TEMATypHsI)

Heuacto (MoryT Bo3HUKaTh He 0oJiee yeM y 1 yesioBeka u3 100):

YMCHBIICHUEC KOJINYCCTBA I‘GMOI‘JIOGI/IHa B KPOBH - BCUICCTBO B KPACHBIX KPOBSIHBIX
TebIax (CHIKEHHE YPOBHS T€MOTIO0NHA)

CHIDKEHHE KOJIMYEeCTBAa TPOMOOLIUTOB (TPOMOOLIUTOTICHHST)
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aJJIepru4ecKue peakuuu
KOXKHasl ChIb

KOKHBIN 3y]1

BHYTPUYEPEITHOE KPOBOTCUCHUE

CUHSIK (TeMaToma)

KPOBOTCUCHHE

KpOBOXapKaHbe

MOSIBJICHHE KPOBHM M3 3aJHET0 MIpoxoja (TreMoppoujaaibHble WM peKTalbHbIE
KPOBOTCUCHHS)

n3bI3BIeHNEe cnu3ucTor o0oaouku JKKT, B ToM 4nciie S3Ba MUIeBoaa
BOCIIAJICHUE CIIM3UCTOM 000JIOUKHU KETy/IKa U MUIIEBOA (TacTpo330(arur)
XPOHUYECKOE pelUAUBHpYIoIIee 3a0oeBaHNe, XapaKTepU3YIOLeecs: PEryIspHO
MOBTOPSIOLITUMCS 3abpocom B 1102011 (S:10 COJZIEP>KUMOTO JKEITYIKa
(ractpoazodareanbHas pedrrokcHas 00JI€3Hb)

pBOTa

HapyIIeHue TIoTaHus (aucdarus)

HapynieHue  (QYHKUUMM ~ TEYEHW/OTKIOHEHHWE  OT  HOPMBl  IOKa3aTens
(GYHKIMOHATIBHON MPOOKI IEUSHH

MOBBILIICHHE AKTUBHOCTU ajJlaHMHAMHHOTpaHc(epasbl, MOBHIIIEHHE AKTUBHOCTU

acrapTaTaMHHOTpaHC(epasbl

Peaxo (MoryT Bo3HUKATHL He 0oJiee yeM y 1 yesoBeka u3 1 000):

CHIDKEHHE TIPOIIEHTHOTO COJICPKaHMsI KPOBSIHBIX KJIETOK (CHHKEHHUE T€MaTOKPHTA)
KO)KHOE 3a00JIeBaHHE, IEPMATUT ITPEUMYIIECTBEHHO aJIEPTHYECKOTO
MIPOUCXOXKICHHS (KparTMBHUIIA)

TIOBBIIIIEHNE aKTUBHOCTHU «IIEUCHOYHBIX)» TPAaHCAMUHA3

YBEIUYCHUE COJEP)KaHUS B KpoBU OwmnmpyOomHa Oomibme 20,5 MKMOIB/I

(runepounpyOuHEeMHUs)
KPOBOUBIIMSHUE B IOJIOCTH CycTaBa (remMapTpo3)
KPOBOTCUCHHSI U3 MECTa HHBEKIINU

KPOBOTCUYCHUSA U3 MCCTAa BBCACHUA KATCTCPa
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® TOCTTPaBMaTHYECKOE KPOBOTECUCHHE
® KPOBOTEUEHUS U3 MECTa OMEPALMOHHOTO JOCTyIa
HexxenatenbHble peakuuu, 4YacTOTa BO3HHMKHOBEHHMSI KOTOPbIX HeM3BECTHA
(HEeBO3MOYKHO OILIEHUTh YACTOTY HA OCHOBAHMHU MMEKIIUXCH TaAHHBIX):
® AaHOMAJIBHO HU3KOE KOJIMYECTBO HEUTPO(UIOB KPOBU (HEUTPOIICHHUS)
® pe3Koe CHMKEHHE COJIepKaHus IPaHyJIOIUTOB B KPOBH (arpaHyJIOIUTO3)
® CY)XEHHE MMPOCBETA MEIKUX OPOHXOB M OPOHXUOI (OPOHXOCTIA3M)
®  BBINAJCHHUE BOJIOC (JTOTICITHS)

Jleyenne U npodrIaKTUKA PELMIUBOB ocTporo tpom0Oo03a rinyookux BeH (TI'B) w/umum

TpoMO0dMOosmK sieroudor aprepuu (TOJIA) m npodrIakTUKa CMEPTENbLHBIX HCXOO0B,

BBI3BIBAEMBIX STHUMH 3300J1€BaHUIMU Y B3POCJIBIX MAIITMEHTOB (B BO3pacTte oT 18 J'ICT)

YacTo (MOryT BO3HMKATH He (oJiee yeM y 1 yesioBeka u3 10):
® HOCOBOE KPOBOTEYEHHUE
®  KeITYJOYHO-KHIIIEYHBIE KPOBOTECUCHHUS
e HapylieHHWE  HOPMAIBHOW  JESTEIBHOCTH JKEIyJIKa, 3aTpynHEHHOE U
00JIe3HEHHOE MUIIIeBApEHUE (AUCTICTICHS)
® peKTalbHbIC KPOBOTECUCHHUS
® TIOSBJICHUE KPOBOU3IIUSAHUM U KPOBOIIOATEKOB HA KOXKE U B ITOAKOKHOU KUPOBOI
KJIeT4aTKe (KOXKHBIN TeMOPparndecKuii CHHIPOM)
® TMOSBIEHUE KPOBU B MOUE (YPOTCHUTAIBHBIC KPOBOTCUCHHSI, B T.4. TEMATYPHSI)
Heuacto (MoryT Bo3HUKaTh He 0oJiee yem y 1 yesioBeka u3 100):
® CHIDKEHHUE KOJIMYECTBA KPACHBIX KPOBSHBIX KIIETOK (aHEMUS)
® AJUIEPTUYECKUE PEeaKINU
® KOXKHAas ChIIb
®  KOXHBIN 3y
® CHHSK (remMaToMma)
® KpPOBOTEUEHHUE
® KpPOBOXapKaHbe
e 0O0JIb B KHUBOTE

e Jmapes
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TOILHOTA

MOSIBJICHHE KPOBH U3 33JHETO MPOoX0/ia (reMOppPOrJaIbHBIE KPOBOTEUEHUS)
n3bI3BIeHNEe cinu3ucTor o0oaouku JKKT, B ToM 4nciie 13Ba MUIEeBoaa
BOCTIQJICHUE CITU3UCTON 000JIOUKH JKellyIKa U MULIeBOAA (TacTpo330(arur)
XPOHMYECKOE peLUIUBHpYIOlIee 3a00JIeBaHUE, XapaKTEePU3YIOUIeecs PETyJIspHO
HOBTOPSIOLTMCS 3abpocom B MUILEBOJ COZIEPKUMOTO XKeIyIKa
(ractpon3odareanbHas pedrokcHas 00JIe3Hb)

pBOTa

HapymieHHe  (QYHKIMM  TEYEHW/OTKIOHEHHE  OT  HOPMBI  IIOKa3aTels
(YHKIMOHATIBHOM MPOOKI IEUEHH

MOBBIINICHHE  YpPOBHS  (PEpMEHTOB  TeueHW  (aJlaHMHAaMHHOTpaHchepassl,
acrapTaraMHHOTpaHc(epasbl) B KPOBU

KPOBOUBIIMSHUE B IOJIOCTH CycTaBa (remMapTpo3)

MOCTTPAaBMATHUYCCKOC KPOBOTCUCHUC

Penko (MoryT Bo3HUKATH He 0os1ee yem y 1 yesaoBeka u3 1 000):

CHIDKEHHE KOJIMYEeCTBAa TPOMOOLIUTOB (TPOMOOLIUTOTICHHST)

KOXKHOE 3a00JIeBaHKE, IEPMATHUT MIPEUMYIIECTBEHHO aJNIEPIHUECKOTO
MPOUCXOKICHUS (KparmBHULIA)

BHYTPHUYEPEITHOE KPOBOTECUCHHE

paccTpoiCcTBO akTa riIoTanus (aucdarus)

KPOBOTEUEHHMSI U3 MECTAa UHBEKIIUU

KPOBOTEUEHHMsI U3 MECTa BBEJICHUS KaTeTepa

KPOBOTCYCHUS U3 MECTA OIICPALIMOHHOI'O JOCTYyIIa

HexenareabHble p€aKkiuu, 4YacrToTa BO3HHUKHOBCHHHA KOTOPbIX HEHU3BECTHA

(HCBO3M0)KHO OLHCHUTDb YaCTOTY HA OCHOBAHUU HMCHOILIIUXCH [laHHbIX):

CHIDKEHHE YPOBHS T€MOTII00MHA

CHIDKEHHE TIPOIIEHTHOTO COJICPKaHMsI KPOBSIHBIX KJIETOK (CHIKCHHE reMaTOKPHTA)
AHOMAJIPHO HHU3Kasi KOHIICHTpAIKs HEUTPO(DHITIOB KpOBU (HEHTPOTICHHS )

pe3KOe CHMKEHUE CO/IePIKaHUs TPAHYJIOLUTOB B KPOBH (arpaHyJIOHUTO3)

Cy’KEHHUE TIPOCBETa MEITKUX OPOHXOB M OPOHXHOJ (OpoHXOCTIa3M)
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® VYBEIMYCHHE COACPKAaHUS B KpoBHM OwmwimpyOuna Oosbmie 20,5 MKMOJB/T
(runepOMNMHpPyOMHEMUS )

®  BBINAJCHUE BOJIOC (AJIOTICITHS)
Coo01eHue o0 HeskeIaTeJIbLHbIX PeaKIusX
Ecnu y Bac Bo3HHKarOT Kakue-nu00 HeXellaTelbHbIE Peakui, IPOKOHCYIbTUPYHTECH C
BpauoM. JlaHHas peKOMeHJalMsl PACHpPOCTPAHSETCS HAa JIOObIE  BO3MOXHBIC
He)KellaTeJIbHbIE Peakliu, B TOM YUCIIe HAa HE NEPEYUCIICHHbIE B JHCTKE-BKIaabIle. Bol
TaK)Ke MOYKETE COOOIINTh O HEXKEIATeIbHBIX PEAKIIUAX HampsMyto (cM. Hike). Coolmras
0 HeXKeTaTeNbHBIX PEaKIUsIX, BBl moMoraere nmoixy4uTh O0JIbIIe CBEICHUH 0 O€30MaCHOCTH
mperapara.

Poccuiickag ®eneparusi:

109012, MockBa, CnaBgHcKas II0Maab, 1. 4, cTp. 1

DenepanbHas ciryk0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)
Tenedon: +7-495-698-45-38, +7-499-578-02-30

daxkc: +7-495-698-15-73

DnekTpoHHas rmoyta: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

Pecny6nuka Kazaxcras:

010000, r. Acrana, paiion baitkonsip, yi. A. Umanosa, 13 (bL] «Hypcaynert 2»)

PI'TT na IIXB «Haunonanbubiii LleHTp »KCHepTU3bl JIEKAPCTBEHHBIX CPEACTB U
MEAWIMHCKUX w3Aenuin» Komurera MemuIMHCKOTO U (PapMaineBTUYECKOTr0 KOHTPOJIS
MunucrepcTBa 3apaBooxpanenus Pecryonuku Kazaxcran

Tenedon: +7 (7172) 78-98-28

OnekTponHas noyta: farm@dari.kz

http://www.ndda.kz

PecniyOonuka Benapycs:

220037, r. Munck, ToBapuiueckuii nep., 2a
PecniyOnukanckoe yHutapHoe mpeanpusthe «lleHTp sKcmepTu3 W UCHBITAaHUH B
3IpaBoOXpaHeHU» MUHUCTEPCTBA 3apaBooxpanHeHus Pecyonmmku benapych

Tenedon/Paxc: +375-17-242-00-29
OnexTpoHHas noyra: repl@rceth.by

[Hara yrtBepxkaenus 17.02.2023

21


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/
mailto:farm@dari.kz
https://eur03.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.ndda.kz%2F&data=05%7C01%7Ctatiana.godunova%40boehringer-ingelheim.com%7Cf59c3e6dc52f40eae2b608da38c88a33%7Ce1f8af86ee954718bd0d375b37366c83%7C0%7C0%7C637884731196583866%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=XjVfHVobhSxlpmYQN2ynnESc6xq0Kyt8NIEo7mXkGR0%3D&reserved=0
mailto:rcpl@rceth.by

http://www.rceth.by

5. Xpanenue npenapara Ilpagakca®

XpaHuTe mpenapaT B HEIOCTYITHOM /sl peOeHKa MecTe Tak, 4ToObl peOEHOK HEe MOT
YBUIETH €TO.

He npumensiiTe mpenapar mocjae HCTEYEHMsI CPOKa TOJHOCTH, YKa3aHHOTO Ha IIadKe
KapTOHHOH U Ha Omucrepe nocine «['oxen noy». JlaToii ncteueHus cpoka roAHOCTH SIBIISIETCS
NOCJIEAHUH I€Hb TaHHOTO MECsALa.

XpaHUTh B OPUTMHAIBHOM YITAKOBKE JIJIs1 3aIIUTHI OT BJIard, MpU TeMIEpaType He BbIIE 25
°C.

He nomermaiite kancyssl B TaOJIETHULIBI U OpraHaii3epsl Ul JIEKApCTB, 32 UCKIIIOUEHUEM
T€X, B KOTOPBIX OHU MOTYT OCTaBaThCsl B OPUTHHAIBHOM yrakoBke (6mucrepe).

He BriOpackiBaiiTe npenapar ¢ OBITOBBIMH OTXOJAMH WJIM B KaHAJIU3AIHMIO. Y TOYHUTE Y
paOOTHHMKA anTeKH, Kak CleqyeT YTWIN3MpOBaTh Ipernapar, KOTOpbIi Oojblle He
notpelyercsi. DT Mephl MO3BOJIAT 3ALUTUTE OKPYIKAIOIILYIO CPENyY.

6. Coep:xnMoe yNIAaKOBKHU M MPO4YKe CBeIeHUS.

Ipenapar Ilpagakca® conepkur:

JlelicTBYOIMM BELECTBOM SIBJII€TCS JaObuUrarpaHa 3TeKCHUar.

[pamakca®, 75 Mr, KancyJisl

Kaxnas xancyna conepxut 75 Mr gaburarpana stekcuiata (B popme Me3niara).
[Ipounmu uHTpeUEHTaMU (BCIIOMOTATEIbHBIMU BEIIECTBAMU) SIBJISIFOTCSI:

CoaepxuMoe KarcyJj: akaluk Kamelb; BUHHAs KHCIIOTa, KPYIHO3EPHUCTAs; BUHHAs
KHCJIOTa, TMOPOIIOK; BHWHHAS KHCIJIOTa, KpHUCTaJUIMYEcKas; runpomesioza 2910;
JTUMETHKOH; TaJIbK; TUIPOJI03a (TUAPOKCUIIPOIMILIEIUTION03a).

CocraB KarcynpHONU 000JI0YKH: Kalcyia U3 ruApoKcurponmiMeTiiienionoss! (I'TIMII)
C HAAMEYaTKON YepHBIMHU YEPHUIIAMHU.

CocraB I'TIMII kancyn: kapparunan (E407); xamus xmopua;, tutana auokcua (E171);
TUIPOMEIIo3a (THAPOKCUIIPONMIMETHIILICIUTI0NI03a); BO/Ia OUUIIICHHAS.

CocTaB 4YepHHWJI YEpHBIX: MIEJUIaK, OyTaHOJ, WM30IMPOIAHOJ, KPacHTENb Kele3a OKCH]I
yepubiii (E172), Boma ouwmieHHas, MPOMHMJICHTIUKONb, STAaHON OE3BOMHBIN, aMMHUaK
BOJIHBIH, KaJIUs THIPOKCH/I.

[Mpamakca®, 110 Mr, Karncysl
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Kaxnas kancyna conepxut 110 mr naburarpana stekcuiara (B opMe Me3uiaTa).
[Ipounmu UHTpeaUeHTaMu (BCIIOMOTATEIbHBIMU BEIIECTBAMU) SIBIISFOTCS:

CogepxuMoe Karcyll: akalid KaMmelb, BHHHAs KHUCJIOTa, KPYIMHO3EPHUCTAs; BUHHAS
KHCJIOTa, TMOPOIIOK; BHWHHAS KHUCIIOTa, KpHUCTaJUIMYEcKas; runpomesioza 2910;
JTUMETHKOH; TaJIbK; THUIPOJI03a (TUAPOKCUTIPOIMILIEIUTION03a).

CocraB KarcynpHONU 000JI0YKH: Kalcyia U3 ruApoKcuriponmiMeTriennonoss! (I'TIMII)
C HA/IMEYATKOW YEPHBIMH YEPHIIIAMHU.

CocraB I'TIMII kancyn: kapparunan (E407); xamus xmopua;, tutana auokcua (E171);
uaaurokapmud (E132); runpomemio3a (THAPOKCUIIPONMIMETHIIIIEIIIIOI03a); BOja
OUUIIICHHAS.

CocTaB 4YepHHWJI YEpHBIX: MIEJUTaK, OyTaHOJ, WM30IMPOIAHOJ, KPaCHTENb Kele3a OKCH]I
yepabid (E172), Boma ouuineHHasi, MPOMMJICHIJIMKOJb, 3TAaHON O€3BOAHBINA, aMMHAK
BOJIHBIH, KaJIUS THIPOKCH/I.

Buemnnii Bux npenapara IIpagakca®u coaepkumoe ynakoBKHU:

Kancynbl

[pamakca®, 75 Mr, KancyJisl

[IponmonroBateie Karcyssl, pazmep 2. Kpbliika 1 Kopyc — Henpo3pavyHbie, OSJIoro IBeTa.
Ha xpsilnke Haneyaran cumBosl komnanuu bepunrep MHrensxaiim, Ha kopiyce — «R75».
[[BeT HanIe4aTKN — YEPHBIN.

Coaepxumoe KarcyJl — )KeITOBAThIE MEJIETHI.

I[To 10 xamcyn B 6uctep ¢ nepdopanueit u3 Al/Al ponsru. 1, 3 unm 6 6GMcTepoB B MavKy
KapTOHHYIO, HA KOTOPOH OIyCKaeTcs HaJu4ue KOHTPOJIS IEPBOrO BCKPBITUS, BMECTE C
JMCTKOM-BKJIA IbIILIEM.

[Mpamakca®, 110 Mr, Karncysl

[IpononroBateie kamncynbl, pa3mep 1. Kpbliika u kopiryc — Henmpo3payHble, CBETI0-CHHETO
usera. Ha kpsllike Haneyatad CUMBOJI KomniaHuu bepunrep MHrensxaiiM, Ha Kopiyce —
«R110». LIBeT HagnE4YaTKN — YEPHBIM.

Coaepxumoe KarcyJl — )KeITOBAThIE MEIETHI.

ITo 10 xamcyn B 6uctep ¢ nepdopanueit u3 Al/Al ponsru. 1, 3 unm 6 6GMcTepoB B MavKy
KapTOHHYIO, HA KOTOPOH OIyCKaeTcs HaJu4ue KOHTPOJIS IEPBOrO BCKPBITUS, BMECTE C

JINCTKOM-BKJIQABIIIICM.
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MynbtrynakoBka (s go3upoBku 110 mr): mo 10 karcyn B 6nmctep ¢ nepdoparueit u3
Al/Al ¢doneru. 6 OaMCTEpOB B Mauky KapTOHHYIO, HA KOTOPOM JOIyCKAaeTCs Haludue
KOHTPOJISI IEPBOT'O BCKPHITHSI, BMECTE C JINCTKOM-BKJaabimeM. 1o 3 mauku kapTOHHBIE B
TUICHKY W3 MOJIMTPOTIHIICHA.

Jep:kaTesib perucTPalHOHHOT0 YI0CTOBEPEHHUsI U POU3BOIUTENb:

JlepkaTeiab perucTpallMOHHOI0 VAOCTOBEPEHHUS

Bepunrep Uurensxaiim UaTepremsn ['M6X

bunrep tpacce 173, 55216, Unrenpxaiim-Ha-Peline, ['epmanus
Ten.: +49-6132-770

®axkc: +49 - 6132-720

DnektpoHHas nmouta: info.ru@boehringer-ingelheim.com

IIpousBoanuTens:

bepunrep Marensxaiim @apma 'M6X u Ko KT

bunrep Iltpacce 173, 55216 Unrensxaiim-Ha-Peline, I'epmanus

3a g1000ii uHpopManueil 0 mnpenapare, a TAaKikKe B CJy4assX BO3HUKHOBEHUS
NpeTeH3UH cjeayeT o00pamaTbCsi K JOKAJIBHOMY HPeACTABUTENI0 JepiKaTesisi
PEerucTpanMOHHOIO0 YIOCTOBEPEeHHUSI:

Poccniickas @enepanvs

00O «bepunrep NHrenpxaiimy»

125171, MockBa, JIennnrpanackoe mocce, 16A, ctp. 3

Ten.: +7 (495) 544 50 44

dakc: +7 (495) 544 56 20

DnekTpoHHas nmoyvra: info.ru@boehringer-ingelheim.com

Pecnybnuxa benapyco

[IpencraBuTenbCTBO NapTHEPCTBA € OrpaHMYeHHOM oTBeTcTBeHHOCThI0 « EUROMARSH
CORPORATION LP» (Benukobputanus) B Pecriy6nuke benapychb

220123, r. Munck, yn. B. Xopyxeit, 22-1402

Ten: +375 17 242 16 33

@axc: +375 17 242 16 40

DJeKkTpoHHas moyrta: pv(@euromarsh-corporation.com

[Hara yrtBepxkaenus 17.02.2023
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Pecnyonuxa Kazaxcman

Ounuan «bepunrep Murensxaiim @apma I'ecemummadt m.6.X»
050008, r. Anmarsl, ip. AGas, 52, BIl «Innova Tower», 7 aTax
Ten.: +7-727-250-00-77

Qaxc: +7-727-244-51-77

OnextponHas noura: PV _local Kazakhstan@boehringer-ingelheim.com

JIMCTOK-BKJIABIII MIEPECMOTPEH

IIpoune ncToYHMKHM HH(POPMALHHU

[lompobuble  cBeneHus O mpemapare  couepxarca Ha  BeO-caiite  Coroza:

http://eec.eacunion.org/

[Hara yrtBepxkaenus 17.02.2023
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OBIIASA XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

ITPAJAKCA, 75 mr, Kancyisl
IMPAIAKCA, 110 mr, xancysl

2. KAUYECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JlelicTByrol1ee BEMIECTBO: JabUTaTpaHa dTEKCUIaT.

TTPAJJAKCA, 75 Mr, Kancyibl

Kaxnmas xamncyna conepxutr 86,48 Mr paburarpaHa STEKCWiaTa Me3WJaTa, YTO
COOTBETCTBYET 75 Mr JaburarpaHa 3TeKCUJIaTa.

TTPAJTAKCA, 110 Mr, xancyiabl

Kaxnas xancyna coxepxut 126,83 Mr paburaTpaHa »TeKcuiara Me3WjiaTa, YTO
cootBercTByeT 110 Mr maburarpana sTeKCuiIaTa.

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BELIECTB MPUBENIECH B pa3aene 6.1.

3. JIEKAPCTBEHHASA ®OPMA

Kancynsr.

ITPAJTAKCA, 75 Mr, Kanncyabl

[IponmonroBateie Karcyssl, pazmep 2. Kpsliiika 1 KOpyc — Henpo3pavyHbie, OSJIOro IBETa.
Ha xpsimnke Haneyaran cumBosl komnanuu bepunrep MHrensxaiim, Ha kopiyce — «R75».
I[BeT HanneyaTKu — YEPHBIN.

CopnepKuMoe KaricyJl — JKeINTOBAThIC MEJUIETHI.

IMTPAJJAKCA, 110 mMr, xancynabl

[Ipononrosarele kancynsl, pazMep 1. Kpbliika 1 Kopiyc — HENpo3padHble, CBETIO-CUHETO
usera. Ha kpslllike HaneyaTad CUMBOJI KomniaHuu bepunrep MHrenbxaiiM, Ha Kopiyce —
«R110». IIBeT Haame4yaTku — YEPHBIiA.

COI[ep)KI/IMOG KarcyJ — XCJITOBATBIC NICIIJICTEI.
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4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHUIO

e [lepBuyHas mnpoduIaKTHKA BEHO3HBIX TPOMOOIMOOIUYECKHX OCIOKHEHHH Y
B3pOCJIBIX MAallMEHTOB (B Bo3pacTe OT 18 5eT), mepeHecmux IJIaHOBOE TOTAJIbHOE
SHOINPOTE3UPOBAHKE Ta300€APEHHOTO CyCTaBa MIIM TOTAIbHOE HIONPOTE3UPOBAHUE
KOJICHHOT'O CyCTaBa;

e [Ipodpunaktuka HHCYIbTA, CHUCTEMHBIX TPOMOOSMOONIMHA U CHU)KEHHE CEpAeYHO-
COCYJIMCTOM CMEpPTHOCTH Y B3pOCIBIX MAalMEHTOB (B Bo3pacte OoT 18 nmer) ¢
HEKJIanaHHOW (GuOpHIUIALUe mpeacepAuii 1 OAHUM MM Oosee (akTopaMu puUCKa,
TaKUMU KakK TIEPEHECCHHBIM MHCYIJIBT WM TPaH3UTOpHAs uiemudeckas ataka (TUA),
BO3pacT >75 neT, XpoHU4ecKasi cepedHasi HeZjocTatouyHoCcTh (> Il pyHKIIMOHAIEHOTO
kiacca no knaccudukanuu NYHA), caxapHsiii fuadet, aprepuaibHas THIIEPTEH3U,
cocynuctoe 3aboneBaHue (TMepeHeceHHbI MH(ApKT MHOKapnaa, 3aboseBaHue
nepupepuyecKrx apTepuil UK aTepoCKIepOTHYECKas OJIsIIKa B a0pTe);

e Jleuenue u npoduIaKTUKA PEIUIAUBOB OCTPOTO TpoM0O03a rirybokux BeH (TI'B) u/umm
TpomMO0odIMOouu sierounor aprepun (TDOJIA) m mpodunakThka CMEpPTEIbHBIX
HCXOJIOB, BBI3bIBAEMbBIX 3TUMH 3a00JI€BAaHUSIMU Y B3POCIBIX MAIIUEHTOB (B BO3pAcTe OT
18 ner).

4.2. PexxuMm 103MpPOBaHNs U CNIOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

llepsuunas npoghunaxmura 6eHOZHLIX MPOMOOIMOOIUUECKUX OCTOACHEHUU ) 63POCTbIX
nayuenmog (6 6ospacme om 18 nem), nepemecuwiux nIAHOG0€  MOMANLHOE
9HOONpome3uposanue mazobeo0peHHo20 Cycmasa Uiy momaibHoe SHOONPOme3upo8anue
KOJIEHHO20 cycmasa

Pexomennyembie n03bl mipenapara [IPAJJAKCA u nmpoaoKUTENbHOCTh TEpanuu IJist
NEPBUYHOHN MPOPHUIAKTUKN BEHO3HBIX TPOMOOIMOOIIHH PH OPTONEINUYECKUX ONEpaIUIX
npuBe/eHbI B TabmuIe 1.

Tabmuua 1. PexomeHayeMble J03bI M MPOJODKUTEIBHOCTh TEpalUM Ul MEePBUYHON

PO UITAKTUKH BEHO3HBIX TPOMOOIMOOIIUI TTPH OPTOTIEIMUECKUX OTEPAITUsIX.

JAeHb onepanuM | NoAAepPKUBAKONIeH | MpueMa

Hauano sneyenuss B | Hauano mnpuema | [Ipogo/KuTe/ IbHOCTD
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WM cTapiie

yepe3 1-4 4yaca | 036l B TMEPBbIil | MOJAEePKUBAOIIEH

nocJjie 3aBeplIeHMs | IeHb nocJie | 103bl

onepanuu onepaunu
ITareHTHI IIOCIIE MIJIAHOBOTO
TOTaJIBHOTO

10 guen
SHIONPOTE3UPOBAHUSA
220 mMr 1 pa3 B

KOJIEHHOTO CyCTaBa

|1 kanncynamo 110 mr | cytku (2 KamncyJsl
ITareHTHI IIOCIIE MIJIAHOBOTO

o 110 mr)
TOTAJILHOTO
28-35 nueit

SHIONPOTE3UPOBAHUSA
Ta300€IPEeHHOTO CyCcTaBa
PexoMeH10BaHO CHHKEHHE
03Bl
[TaMeHTsl € yMEpPEHHBIM
HapylLIeHHEM byHKIMN 10 rHeit
[TamenTsl, KOTOpBbIE 150 mMr 1 pa3 B|KOJEHHOTO  CYCTaBa)
OJTHOBPEMEHHO TPUHHUMAIOT | | Karcyna mo 75 Mr | cyTku (2 KarcyJssl | Wiu 28-35 nHen
BepanamMmiI®,  aMuoIapoH, 10 75 Mr) (3HAOIPOTE3UPOBAHUE
XUHUIUH Ta300eIPEHHOTO
[TannenTs! B Bo3pacre 75 jer cycrasa)

* Jlnst maleHToB ¢ YMEPEHHbIM HapylleHHeM (YHKIUU MOYEK, KOTOPble OJTHOBPEMEHHO

NPUHUMAIOT Bepanamul, cM. «IIpruMeHneHne B 0coObIX rpymnax naiueHTOBY.

Jns 06enx XMpyprudecKux OmIepalyii: e€clid reMocTa3 He JOCTHUTHYT, HAadyajo JICYCHUs

CJICAYCT OTJIIOXKUTD. Ecnu nedyeHue He HayaTto B ACHBb oOIcpanun, TO JICUCHUC CICAYCT

Hayathb C 2 Kancya 1 pa3 B CyTKH.

Ouenxa pynxyuu nouyex 0o u 6o epems mepanuu npenapamom IIPAJIAKCA

Jnis BceX MAalMeHTOB, OCOOEHHO Yy MOXWIBIX (>75 5eT), MOCKOJbKY IOYeqHast

HEJ0CTATOYHOCTh MOKET OBITh YAaCTOW B ATOW BO3PACTHOM TPYIIIIE:

28
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o [lepen Tepamnmeii, BO n30ex)aHWe Ha3HAYCHUS ITperiapaTa NAMEeHTaM C TSDKEITBIMA
Hapymenusmu  ¢yakmuu noudek (KK (xmmpenc kpearnnwmna) <30 MI/MUH),
HE0O0XO0IUMO TMIPEIBAPUTEILHO OLIEHUTh KIUPEHC KPEaTHHHUHA;

o DyHKIUS MOYEK JOKHA OICHUBATHCS B IMPOIIECCE JICUCHUs, KOT/Ia BO3HHKACT
MOJO3PEHHE O BO3MOXKHOM CHI)KCHHU WM YXYAIICHUHW (QYHKIUKA TMOYEK
(HampuMmep, MPU TUMOBOJIEMHH, NETHApATAlMH, OJHOBPEMEHHOM MPUMEHEHUU
OTIpENIEICHHBIX JICKAPCTBEHHBIX MPETapaToB M T.II.).

B kadectBe Merona oneHKH (QYHKIMHA Todek wucmoibzyercs pacuer KK mo dopmyne
Koxkpodra-T'onra (Cockcroft-Gault method).

Ilponywennas 003a

Pexomenayercs npuHsITh 00BIYHYIO cyTOuHYIO 1103y npenapata [IPAJJAKCA B o0sraHOE
BpeMs Ha CJIEYIOINN JIeHb. B ciydae nmpomycka OTAENbHBIX 103 HE CIEAyeT IPUHUMATh
JIBOMHYIO 103y IIperapara.

Omwmena npenapama IIPAJ[AKCA

Jleuenne npemaparom [TPAJTAKCA He momxHO OBITH MpeKparieHo 0e3 MEAUITUHCKON
KOHCYJbTaluu. [[alineHThl 1OKHBI OBITh IPOUHCTPYKTUPOBAHBI 00paIaThCs K JISHALEMY
Bpadyy, C€CJIM Yy HHUX PA3BUBANOTCA IKCIYAOYHO-KHUIICYHBIC CHMIITOMBI, TaKHUC KakK
JMCIIETICUS.

Hszmenenue anmuxoa2yisHmuou mepanuu

Iepexoo om npumenenus npenapama IHPATAKCA k napeumepaibHOMY NPUMEHEHU

AHMUKoazyJiARmoe6

[TapenTepanbHOE IPUMEHEHNE aHTUKOATYJITHTOB CJIEyeT HAaUMHATh yepe3 24 yaca nocie
npuema nocnenneit 1o3sl npenapata [IPAJJAKCA (cMm. pazgen 4.5).
Ilepexod om _napenmepanbHo20 NpUMeHeHUs aHMUKOA2YIAHMO8 K NPUMEHEHUIO

npenapama IIPATAKCA

IlepBas nmosza mnpenapara IIPAJTIAKCA  Ha3HauaeTcss BMECTO  OTMEHSEMOIO
aHTHKOAryJisiHTa B uHTepBaje 0—2 yaca nepes BpEMEHEM BBEICHUS €r0 0UEPEAHON J103bI
WIA OJHOBPEMEHHO C MPEKPALCHHEM B CIydae HENpPEpPbIBHOIO BBEIEHUS (HampHUMeED,
BHYTPUBEHHOT'O PUMEHEHHUS HEPPaKIIMOHUPOBaHHOTO renapuna, HOT).

IIpogpunaxmuka uHCyIbMa, CUCMEMHBIX MPOMOOIMOONUL U CHUICEHUE CepOedHO-

COCYOUCMOU CMEPMHOCMU Y 83POCIbIX NAYUEHMO8 (8 8o3pacme om 18 1em) ¢ HeK1anauHou
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Quopunnsayuenn npeocepouit. u 00HUM uau Oonee Gaxmopamu pucka, JaedeHue u

npouiakmuxka  peyuougod ocmpoz2o mpombosa enyooxux een (TI'B) u/unu

mpombosmbonuu necounou apmepuu (TIJIA) u npodunakmuka cmepmenbHbIX UCXOO08,
BbI3bIBACMBIX IMUMU 3A00NIEBAHUAMU ) 83DOCbIX NAYUEHMO8 (6 6o3pacme om 18 n1em)
Pexomenayemble 10361 ipuBeaeHbl B Tabmute 2.

Tabnuna 2. PexkomeH1yemblie T035l1.

Pexomenayemas 103a

[lpodunakTuka WHCYIBTA, CHCTEMHBIX
TpOMOOIMOONUII U CHIKEHHE CepAeYHO-

COCYIUCTOM CMEPTHOCTH Yy B3pOCIBIX

Cyrounas no3a 300 mr (1 xarcyna mo 150
MT 2 pa3a B CyTKH).

B HCKOTOPLIX KIMHUYCCKHUX CHTYyalUsIAX

MaIMEHTOB C HEKJIaNaHHON GUOPHIUISIINEH | MOXKET OBITH paccMOTpPEHO

npeAcepauidi W OJHMM WM OoJiee | UCIOJIb30BAaHNWE CHIDKCHHOW 103b1 — 220

(dakTopaMu prcka mr (1 kancyna o 110 mr 2 pa3a B CyTKH)
— cM. Tabnuimy 2 HIKE U pasnen

«IIpumenenne B  0COOBIX  Tpymmax

IMaIMCHTOB».

Jleuenne u mnpodunakTuka peuuanBoB | Cyrounas no3a 300 mr (1 kancyna o 150

octporo Tpomb6o3a riaybokux BeH (TTB) |mMr 2 paza B  CcyTkd) Tmocle
1/ui TpoMO0AIMOOIINY JIETOYHOU apTEPHUH | TAPEHTEPATLHOTO JIeYCHUS
(TOJIA) m mpodwunakThKa CMEpPTEIbHBIX | aHTUKOATYJISTHTOM,  MPOBOMSIIETOCS B

HCXO0O0B, BBI3BIBACMBIX 9TUMU | TCUCHUC, KAK MUHUMYM, 5 HHeﬁ.

3a00/I€BaHUSIMUA B HCKOTOPLIX KIMHUYCCKHUX CHTyalUsaX

MOXET OBITH pPaccMOTpPEHO
HCHOJIL30BAHUE CHIDKEHHOM IO3bI — 220
mr (1 xancyna no 110 mr 2 pasa B cyTkn)
— cM. Tabnuimy 2 HIKE U pasnen

«IIpumenenne B  0COOBIX  Tpymmax

IMaIfMCHTOB».

PexoMeHI0BAHO CHHKEHHE J03bI

ITanmenTs! crapuie 80 neT Cytounas no3a 220 mr (1 kancyna o 110

[TaneHTHI, TOJTyYaroIue BeparnamMuil MT 2 pasa B CyTKH).
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CHuKkeHHe 1035l 10 YCMOTPEHHIO Bpaya

[Tarmeuts! 75—-80 et

[TarueHTHl ¢ yMEpPEHHBIM HapylIeHUEM

¢byukaun mouyek (KK 30-50 mi/mun) Cyrounas jgo3a 300 mr wmm 220 wr

[MTanmeHThl ¢ 330(paruToM, raCTPUTOM WM | AOJDKHA  BBIOMpAaThCS ~ HAa  OCHOBE
ractpoa3odareanbHO pedIIroOKCHON | MHAUBHTyaIbHOU OLICHKH pHucKa

00JIE3HBIO TPOMOO3IMOOJIUYU U PUCKA KPOBOTECUECHHUS.

prFI/IG NannrCHTHI C IOBBIINICHHBIM

PUCKOM KPOBOTCUCHU

Jlnst mokazaHus: JIeueHue M MpopUIaKTHKA PEIUANBOB OCTPOro TpoMO03a TITyOOKHX BEH
(TT'B) u/unmm TpoMOG03MO0Mu nerounoi aprepuu (TIJIA) u mpodrrakTuka CMEpTEIbHBIX
HCXOJIOB, BBI3BIBAEMBIX dTHMH 3200JICBAHUSMHU — PEKOMEHIALINS TI0 UCTIOIH30BAHUIO JTO3bI
npenapata [IPAJTIAKCA 220 mr (1 xancyna nmo 110 mr 2 pasa B CyTKM) OCHOBaHa Ha
dapMakOKMHETHUECKUX U (apMaKOJIWHAMUYECKUX JIaHHBIX, JaHHbIE KIMHUYECKHX
UCCJIETOBAaHUM OTCYTCTBYIOT.

Ouenka yuxyuu noyex 00 u 6o epems mepanuu npenapamom IIPATAKCA

Jnis BceX MAalMEHTOB, OCOOEHHO Yy MOXWIBIX (>75 5eT), MOCKOJIbKY IOYeqHast
HEJI0OCTaTOYHOCTh MOYKET OBITh YAaCTOW B 3TOW BO3PACTHOM TpyIIIE:

e Ilepen tepanueii, Bo n30exkaHne Ha3HAUEHUS IMpernapaTa NalUeHTaM C TsDKEIbIMU
Hapymenusmu Gyukmun nodek (KK <30 mn/MuH), He00X0aUMO TTPEIBAPHUTEIBHO
OLICHUTD KIIMPEHC KPEeaTHHHUHA;

e DyHKUUSA MOYEK AOHKHA OLCHUBATBHCS B IPOLIECCE JIEUEHUS, KOIZla BO3HHMKAET
NOJO3pEHHE O BO3MOKHOM CHW)KGHUH WM YXYIIIEHUH (YHKIUKA T10YEK
(HampuMmep, MpU TUIOBOJIEMHH, NETHApATAlMH, OJHOBPEMEHHOM MPUMEHEHUU
OTIpe/IeNIEHHBIX JIEKAPCTBEHHBIX MPENapaToB U T.I1.).

JlonomHuTeIbHBIE TpeOOBaHUS IS TMAIMEHTOB C JITKOM M YMEPEHHOW IOYEHYHOU
HEJIOCTaTOYHOCTBIO U Y MAI[MEHTOB CcTapiie 75 JeT:

[Ipu tepanuu npenapatom [TPAJTAKCA moueuynas QyHKIUS JA0DKHA OLEHUBATHCS Kak
MUHHUMYM OJIMH pa3 B T'OJl WIH Yallle, B 3aBUCUMOCTU OT KJIIMHUYECKOW CUTYyalluH, KOTa

BO3HHUKACT IMOAO3PCHHUE O BO3MOXHOM CHHMIXCHHU WIN YXYJHICHHUU (1)YHKHI/II/I ITOYECK
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(HampuMep, TpU  TUIIOBOJIEMHUH, JETUApATAMH, OIHOBPEMEHHOM IIPUMEHECHUHU
OIIPEEIIEHHBIX JIEKAPCTBEHHBIX MPENApaToB U T.I1.).

B kauectBe Meronma oneHku (yHKIMU moYek ucnonb3yercs pacder KK mo dopmye
Kokpodra-I'onta (Cockcroft-Gault method).

JiumenbHocmob npumerenus

JnutensHocTh puMeHenus npenapata [IPAJJAKCA nns npoduinakTuku HHCYIIbTa IPU
OII (pubpmwsiuun npeacepauii), TI'B u TOJIA npusenena B Tabnuue 3.
Tabmuma 3. JMTEeNbHOCTh TpUMEHEHHUs I mpodriakTuku uHCYJabTa Tpu PI1 u

TI'B/TOJIA

Iloxa3anue JimMTenbHOCTE NPUMEHEHUs

[Ipodunaktuka Tepamnus A0KHA TPOJOHKATHCS MOKU3HEHHO.

uHCyJbTa ipu OI1

TI'B/TDJIA [IpoaoIKUTENPHOCTh TEpaUKM JOJDKHA OBITH ONpeseseHa
UH/IMBUYAIbHO TOCTIE TIIATENLHOW OLleHKU 3(pPeKTUBHOCTH
JICYCHHS ¥ pPUCKa KpOBOTEeUEHHUs (cM. pazaen 4.4).

KopoTkast mpoIoKUTETbHOCTS Tepanuu (1Mo KpalHel Mmepe
3 Mecsma) JOMKHA ~pAcCMATPUBATBCA TPH  HAJTHMYUHU
TPaH3UTOPHBIX (PAKTOPOB puCKa (HApUMEp, HEAABHSA
omepanus, TpaBMa, UMMOOWIN3anus), a Oojee JIuTeabHas
IPOJOKUTEILHOCTh TEPAlUK - MPU HAIUYUM MOCTOSHHBIX

¢axTopoB pucka unu npu uauonarudaeckom TI'B nmm TOJIA.

Ilponywennas 003a

[Iponymennyto no3y npenapara [IPAJTAKCA MOXHO NpPUHATH B TOM CIy4yae, €ClIU JI0
premMa O4epeIHOM 1036l Ipenapara octaeTcs 6 4acoB U O0I1ee; eCiIi CPOK COCTaBUII MEHEE
6 4acoB, IPOMYLICHHYIO 103y IPUHUMATh HE CIIeyeT.

B ciydae npomnycka OTAEIBHBIX 103 HE ClIeAyeT IPUHUMATh ABOMHYIO 103y IIpenapara.

Omwmena npenapama IIPAJ[AKCA
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Jleuenne npemaparom [TPAJIAKCA He momxHO OBITH TpeKparieHo 0e3 MEeAUITUHCKON
KOHCYNbTaH. [1arieHThl TOMKHBI ObITh IPOUHCTPYKTUPOBAHBI 00pAIaThCS K JIeHaleMy
Bpadyy, CCJIM Yy HHUX PA3BUBANOTCA IKCIYAOYHO-KHUIICYHBIC CHMIITOMBI, TaKHUC KakK
JTUCTICTICHSL.

Hzmenenue anmuxoa2yianmHou mepanuu

Ilepexod om npumenenus npenapama [IPAJAKCA k napenmepaibHOMY NPUMEHEHUIO

AHMUuKoazyJiARmos6

[TapeHTepaibHOE TPUMEHEHNE AHTUKOATYJISIHTOB CJIEAYET HAUYMHATh Yepe3 12 yacoB mocie
npuema nocnenneit 1o3sl npenapata [IPAJJAKCA (cMm. pazgen 4.5).

Ilepexo0 om napenmepanbHO20 NPUMEHEHUS  AHMUKOQ2YASAHMOS8 K NDUMEHEHUIO

npenapama IIPATAKCA

Ileppas  nmo3za mnpenapata [IPAJIAKCA  Ha3zHawaeTcss BMECTO  OTMEHSIEMOIO
aHTHKOAryJisiHTa B uHTepBasie 0—2 yaca nepea BpeMEeHEM BBEACHUS €r0 OUYEPEIHON J03bI
WIM OJHOBPEMEHHO C NPEKpAIICHUEM B Cllydyae HENPEPHIBHOTO BBEJAEHUS (Hampumep,
BHYTPHBEHHOTO NIPUMEHEHHs He(hpaKIIMOHUPOBAaHHOTO renapuHa — HOT).

Iepexoo om npumenenus npenapama I[IPAJJAKCA x npumeHnHeHuro aHma2oHUCmos

sumamuna K

ITpu KK >50 mui/mMuH npueM aHTaroHUCToB BUTaMuHa K MokeT ObITh Hayat 3a 3 nHs, a
npu KK >30—<50 mn/mun — 3a 2 qus 1o ormensl npenapara [IPAJIAKCA.

[Tockonbky  mpemapar [IPAJJAKCA  moxer BausATh Ha  MexXIyHapoaHOE
HopmamuzoBannoe Otnomenne (MHO), MHO Oyaer nayume otpaxkatbh 3¢QdeKT
AQHTaroHUCTOB BUTaMKHA K TONBKO CIyCTs HE MeHee 2 JHEH Iocjae OTMEHBI Ipenapara
IMPAOAKCA. J[lo »storo 3naueHuss MHO nomxHbI OBITH HHTEPIPETUPOBAHBI C
OCTOPOKHOCTBIO.

Ilepexod om npumenenus anmaconucmos sumamvuna K k npumenenuio npenapama
IIPAJTAKCA

[Ipumenenne aHTaroHUcToB BHTaMMHAa K mpekpamiaror, NpUMEHEHHE Ipenapara

ITPAJAKCA Bo3moxkno mpu MHO <2,0.

Kapouosepcus

[IpoBenenne MIIAHOBOM WIJIM AKCTPEHHON KapIUOBEPCHU HE TpeOyeT OTMEHBI Teparuu

npenapatoM [TPAJTAKCA.
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Kamemepuas abaayus npu pubpuiissuuu npeocepoutl

Hannbie o neuennn npenaparom [TPAJTAKCA (1 kancyna mo 110 mr 2 pasa B CyTKH)
OTCYTCTBYIOT.

UpeckooicHble KOPOHAPHBIE BMEUIAMENbCINGA (qKB) CO CmermupoedHuem KOPOHAPHbIX

apmepuii

VY manueHToB ¢ HeKIanaHHo! GuoOpuuIALuei npeacepanii, KoropsiM BeinonHeHo YKB co
CTEHTUPOBAaHHEM KOPOHAPHBIX apTepuil, JaburarpaHa 3TEKCUIIaT MOXKET MPUMEHSITHCS B
KOMOWHAIIMM C aHTUTPOMOOIMTapHBIMU Tpemaparamu. JledeHue mgaburarpaHa
ATEKCHJIATOM MOXKET OBITh HA4aTo MOCJIe JOCTIXKEHHS TeMocTasa (cM. pasaen S5.1).

Oco0ble rpyInel NALKMEHTOB

Ilepsuunas npogunaxmuka 6eHO3HbLIX MPOMOOIMOOIUUECKUX OCTOHCHEHULL Y 83POCbIX
nayuenmos (6 6o3pacme om 18 nem), nepewmecuiux nIAHOB0E  MOMANbLHOE
9HOONpOmMe3UposaHue mazobdeopeHHo20 cycmasa Uil momaibHoe 3HOONPOmMe3uposanue
KOJeHHO20 cycmasa

Tayuenmul ¢ HapywieHuem QbVHKI/{MM novyex

Tepamus npenapatom [TPAJIAKCA y manmueHTOB ¢ TSHKENBIM HapylIeHHEM (DYHKITUH
nouek (KK <30 mn/mMun) mpotuBomnokazana (cMm. pazaen 4.3).

PexoMeHyeTcss KOppeKIUs A03bl Y MAIMEHTOB C YMEPEHHBIM HapyIICHHEM (YHKIIHH
nouek (KK 30-50 mn/mun) (cm. Tabmuiy 1 u paznenst 4.4 u 5.1).

Oonospemennoe npumenenue npenapama [IPATAKCA co crabvivu uiu ymepeHHbIMU

uneubumopamu P-2nuxonpomeuna (P-gp), nanpumep, ¢ amMuo0apoHoM, XUHUOUHOM UIU

eepanamuiiom

CrnenyeT CHU3UTH 103y, Kak yka3ano B Tabmure 1 (cMm. Takke pasnensl 4.4 u 4.5). B atoit
curyaunun npenapat [IPAJJAKCA u yka3zaHHbI€ JIEKApCTBEHHBIE Ipenapatrhl CIEAYeT
PUHUMATH OJTHOBPEMEHHO.

VY mamnueHToB C YMEPEHHBIM HapylieHHeM (QYHKIHH TMOYeK, KOTOPhIE OJHOBPEMEHHO
MPUHUMAIOT BepamaMui, CJIeAyeT pacCMOTPETh BOIPOC O CHUKEHUHU JI03bl Iperapara
[TPAJTIAKCA no 75 mr B cyTku (cM. pazaensl 4.4 u 4.5).

Hayuenmul noowcunozo sospacma

Pexomenyercsi CHHXKEHHE O3Bl IIpenapaTa y nanueHToB crapuie 75 aet (cm. Tabauimy 1

u pazznensl 4.4 u 5.1).
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Brusnue maccol mena

KimHnyeckuil onplT npUMEHEHUsl y NalueHToB ¢ Maccod Tena <50 kxr wmiam >110 kxr B
PEKOMEHIYEMBIX [[03aX KpailHe OrpaHWYeH. YUHUTHIBas HMEIOMIMECS KIUHUYECKHE U
KHHETUYECKUE JaHHBbIe, KOPPEKIWU J03bl He Tpedyercs (cMm. pasmen 5.2), HO
PEKOMEHIyeTCs THIATeIbHOE KIIMHUYECKOoe HaOmoaeHue (cM. pasnen 4.4).
Ilpogunaxmuxa uHncyrbma, CUCMEMHBIX MPOMOOIMOOIUU U CHUMNCEHUE CepOeyHO-
COCYOUCMOU CMEPMHOCIU Y 83POCIbIX NAYUEHMO8 (8 8o3pacme om 18 1em) ¢ HeK1anauHou
Quopunnayuenn npedcepouit. u 00HUM uau Oolee Gakxmopamu pucka, JaedeHue u
npogunakmuxa  peyuougos ocmpoeo mpomooza enyooxux een (TI'B) u/unu
mpombosmbonuu necounou apmepuu (TIJIA) u npodunakmura cmepmenbHbIX UCXOO08,
8bI3bIBAEMBIX IMUMU 3A00IEBAHUAMU ) 83DOCIbIX NAYUEHMO8 (6 6o3pacme om 18 n1em)

Hayuenmul noowcunozo sospacma

[Tpunummns! BeIOOpa A036I Mpenapara y MoKUIIbIX NallMeHTOB yKa3aHbl B Tabnuie 2.

Ilpumenenue y nayuenmos ¢ nOSbIUEHHbIM PUCKOM KDOBOMEYEHUU

[TareHnTam ¢ TOBBIIIICHHBIM PUCKOM KPOBOTEUEHUS IMOKA3aHO THIATEILHOE KIIMHUYECKOE
HaOmoZieHue (Ha TMPEIMET BBIABJICHHS TPU3HAKOB KPOBOTECUEHUN WIIM aHEMHH) (CM.
pasznensi 4.4, 4.5 u 5). Pemenune o BeIOOpE 10361 MperiapaTa MPUHUMAETCS 10 YCMOTPEHHUTO
Bpadya Ha OCHOBAHHWH OIICHKH MOTEHIIMAIBLHON IMONB3bI W PUCKA JUIS TAIUEHTOB (CM.
Tabmuiy 2). OneHka mapamMeTpoB KoaryJasiuu (cMm. pazaen 4.4) MOKET MOMOYb BBISIBUTH
NAlMEHTOB C TOBBIIICHHBIM PHUCKOM KpPOBOTEUYEHHS, BBI3BAHHBIM YpPE3MEPHBIM
BO3JeiicTBMeM naburaTpaHa. Eciu y mHanueHTOB C BBICOKMM PHCKOM KPOBOTEUECHMUS
BBISIBJICHO YpE3MEpPHOE BO3JICHCTBUE Ja0uTraTpaHa, pEKOMEHIYETCS] YMEHBIIHUTH 103y 10
220 wmr (1 xancyna o 110 mr 2 pa3za B cytku). Korna Bo3HUKaeT KIMHUYECKH 3HAUUMOE
KPOBOTEUYEHHE, JICUCHUE CIIEAYeT MPEepBaTh.

Y manyeHToB C TacTpUTOM, 330(aruToM WM TacTpod3odareanbHOM pedroKkcHON
00JIE3HPIO MOXKET OBITh PACCMOTPEHO CHW)KEHHE J03bl M3-3a IOBBIIICHHOTO PHUCKA
KEITyAOYHO-KUIIIEYHOTO KpoBoTeueHus (cMm. Tabnuiy 2 u paznen 4.4).

Hayuenmul ¢ napywenuem d)VHKuuu novyex

Tepamus npenapatom [TPAJIAKCA y manueHTOB ¢ TSHKENBIM HapylIeHHEM (DYHKITUH

nouek (KK <30 mu/muH) npoTuBomokaszaHna (cMm. pasnen 4.3).
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Koppekuuu 10361 He TpeOyeTcsl y NalMEeHTOB C JITKMM HapylUIeHHEeM (DyHKLIUHU MOYeK
(KK 50-<80 mu/muH). I DAIMEHTOB C YMEPEHHBIM HapyLIeHHEeM (QYHKIHUU MOYEK
(KK 30-50 ma/mun) pekomenayemast no3a npenapara [IPAJIAKCA Taxke cocTaBisieT
300 mr (1 xarcyna o 150 mr 2 pa3za B cyTku). TeM He MEHee, JIJIs TTAlIUEHTOB C BBICOKUM
PUCKOM KpPOBOTEUEHHUSI MOXET OBITh PACCMOTPEHA BO3MOXKHOCTb CHIDKEHHUS JO03bI
npemapata [IPAJJAKCA nmo 220 mr (1 kancyna o 110 mr 2 pa3a B cyTk#) (CM. pa3aeisl
4.4 u 5.2). Y manueHToB ¢ HapyleHueM (YHKIMU MOYEK PEKOMEHIYETCs TIIATeNbHOe
KJIIMHUYECKOEe HAaOIIOIEHNUE.

Oonospemennoe npumenenue npenapama IIPATAKCA ¢ akmustuvimu uncubumopamu P-

2AUKONPOMeUHa (MaKumu KaKk amuo0apoH, XUHUOUH, 8epandmiii)

[Ipn oAHOBPEMEHHOM NPUMEHEHUM aMHUOAAPOHA WIM XMHHUIWHA KOPPEKIHUH 03Bl HE
Tpedyercs (cM. pazaensl 4.4, 4.5 u 5.2).

CHuxeHue 103bl PEKOMEHIYETCsl AJIs NallMEeHTOB, KOTOPbIE OJHOBPEMEHHO IOJIyYalOT
Bepanamusl (cMm. Tabmumy 2 u pasgenst 4.4 u 4.5). B 370l curyauuu mnpemnapar
[NPAJTAKCA u Bepanamui ciaeyeT IpUuHUMaTh OAHOBPEMEHHO.

Brusnue maccor mena

B cootBeTcTBHH ¢ hapMaKOKUHETHYECKUMHU M KIMHHYCCKUMHE JaHHBIMUA KOPPEKIIUHU JT03bI
He TpeOyercs. OqHaKko, 3a MAalMEHTaMU C Maccod Tena MeHee 50 Kr PeKOMEHIyeTcs
KIIMHUYECKOE HaOIIOACHHE.

eTH

[Tpenapar [TPAJIAKCA npoTuBonokasaH y AeTeil B Bo3pacte a0 18 er.

Cnoco0 ImpuMeHeHus

Karmicynbl cnenyer npuHumMaTh BHYTpb, 1 Wi 2 paza B CyTKM HE3aBHCHMO OT BPEMEHU
npucMa Mnuviav, 3aruBasg CTaKaHOM BOIBI JJIS OGH@I“IGHI/IH MNPpOXOKACHUA TIpCriapara B
*Kenyok. He cienyeTr BCKpbIBaTh Kancyiy.
4.3. [IpoTuBONOKA3aAHUS
e ['unepuyyBCTBUTENBHOCTD K Ja0UraTpany, 1adurarpana 3TeKCHIaTy WIH K JTI000My
U3 BCTIOMOTATEJIbHBIX BEIIECTB;

e Tsxenas crenenb mouedHor HepoctaTouHocTH (KK <30 mi/mMun);
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e AKTHBHOE KJIMHHUYECKH 3HAUMMOE KPOBOTECUEHHUE;

e [JlopaxkxeHue OpraHoB B pe3yibTaTe€ KIMHUYECKH 3HAYMMOIO KpPOBOTEUYECHMS,
BKJIIOYAsi TeMOpparuyecKuii MHCYJbT B TeUeHUE 6 MecsIIeB 10 Hauasa Tepanum;

e Hanwmune coCTOSHUMN, MPU KOTOPBIX MOBBIIICH PUCK OOJBITUX KPOBOTCUCHUIA, B TOM
yucie: uMmerontuecs wim HepaBHue u3bsa3BiaeHus JXKKT (okemyaouHO-KUIIIEUHOTO
TpakTa), HaJIW4YMe 3JIOKAYECTBEHHBIX OOpa30BaHH C BBICOKUM PHUCKOM
KPOBOTCUCHHMsI, HENaBHEE IMOBPESKICHUE TOJOBHOTO WM CHOUHHOTO MO3Ta,
HEIaBHSIS OIepalys Ha TOJIOBHOM MU CITMHHOM MO3T€ MU 0()TaTbMOJIOTUYECKas
orepaiusi, HeJlaBHee BHyTPUUEPEITHOE KPOBOUIIUSIHNE, HATUYUE WU TIOJJO3PEHUE
Ha BapMKO3HO- PacCHIMpPEHHBIE BEHBI MUIIEBO/A, BPOKICHHBIE apTepPUOBEHO3HBIE
nedeKThl, COCYAWCTBIE AHEBPU3MBI WM OOJbIINE BHYTPUIIO3BOHOYHBIC HIIU
BHYTPHUMO3TOBBIE COCYIUCThIC AaHOMAJIUH;

e OJIHOBpPEMEHHOE Ha3HAYEHHUE JIOOBIX JPYIMX AaHTUKOATryJISIHTOB, B TOM YMHCIIE,
He(DpaKIIMOHUPOBAHHOTO TeMapuHa, HU3KOMOJICKYJISIpHBIX TemapunoB (HMI)
(PHOKCamapwH, JaITEMapyuH U JIp.), TPOU3BOAHBIX renapuHa ((poHmanmapuHyke U
IIp.), TIEpOPATBLHBIX aHTUKOATYJSHTOB (BapdapuH, puBapokcabaH, anmukcadbaH U
Ip.), 3a HCKJIIOYEHHEM CIIy4aeB Iepexoja JIeUeHUs C WIM Ha Mpenapar
[MPAOAKCA wunu B ciyyae NMpUMEHEHHUs He(ppakIMOHUPOBAHHOTO IenapuHa B
03aX, HEOOXOOUMBIX [UIsl TOJJAEPKaHUS LEHTPaJbHOTO BEHO3HOTO WIIU
apTepHalIbHOTO KaTeTepa WIM TpHU BBHINOJIHEHUHM KAaTeTEpHOM abianuu mpu
GuOpHILISILIAY TpeaAcepIuii;

e OIHOBpPEMEHHOE HA3HAYCHHE MOIIHBIX HMHTHOUTOPOB P-riomkompoTenHa:
KETOKOHA30Jla Il CHUCTEMHOTO0 MPHUMEHEHHsS, NUKIOCTIOPHHA, HUTPaKOHA30JIa,
TaKpoJIMMyca U APOHEIapOHa;

e Hapymenus Qpynkuuu neuyeHu u 3ad01eBaHus IEYCHU, KOTOPbIE MOTYT MOBIUSTh
Ha BBDKUBAEMOCTb;

e Hanuuue mnpoTe3upoBaHHOrO KjamaHa cepAala, TpeOylomero Ha3zHAYeHUs
AQHTUKOAryJIIHTHOM Tepanuu;

e bepeMeHHOCTH U NEPUOA IPYAHOTO BCKAPMIMBAHUSI.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH

C 0CTOPOKHOCTBIO
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Tabmuia 4. ®akTopel pUCKa, KOTOPHIE MOTYT MOBBIIIATH PUCK KPOBOTCUCHHS.

PapMaKOIMHAMHYECKUE U

Bospacr =75 ner

naburarpaHa B IuTa3Me

KpOBH

(hapMaKOKMHETHICCKHE

(hakTophI

@axrtopsl, Mnosblaromue | bonpmue:

KOHILICHTPALHIO * VYwmepenHoe Hapyumienue ¢ynkuuun noyek (KK 30-

50 mu/mMuH)

* Momnbie  uHrHOUTOpPHI  P-rimmkomporemna  (3a
WCKIIIOUEHHEM YKa3aHHBIX B pazjene 4.3) (cm. paznen 4.5)
* CnaOble 1 yMepeHHbIe HHTHOUTOPHI P-raukonpoTenHa
(HampuMep, aMUOIApOH, BepamamMui, XWHUAWH U
THUKarpesop; cM. pazzaen 4.5)

Mausle:

* Huskas macca Tena (<50 xr)

dapMaKoIMHAMHUYECKHE
B3anUMOIENCTBUI (cm.

paznen 4.5)

OnHOBpEeMEHHOE MTPUMEHEHHUE:
* ACK (aneTwiacaIMIIMIIOBON KHCIOTBI) H  JIPYTHUX

UHTUOUTOPOB arperamud TPOMOOIIMTOB, TaKUX Kak
KJIOMTUAOTpET

 HIIBII (HecTepoMIHBIX MPOTUBOBOCHTATHTEIBHBIX
penaparoB)

* CenexkTUBHBIX HMHTHOUTOPOB OOpaTHOrO 3axBara
CepOTOHHMHA I CEJIEKTHBHBIX MHTHOUTOPOB OOPAaTHOTO
3axBaTa CEpOTOHMHA U HOPAIPCHAINHA

» JIpyrux JeKapCTBEHHBIX MPENapaToB, KOTOPbIE MOTYT

HapylIaTb reMoCTa3

3aboneBaHUs/TIPOLIEAY PBI

c 0COOBIMU
reMOpparnueCKUMH
pUCKaMu

* BpoxacHHble WM NPUOOPETCHHBIE  HAPYIICHUS
CBEPTHIBAEMOCTH KPOBHU

*  TpomOoruroneHus: Wik (YHKIHOHAIBHBIE TE()EKTHI
TPOMOOIIUTOB

* HenaBHO mpoBeneHHas OWOICHS WM TIEpEHECCHHAas

oOmrpHas TpaBMa
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* bakrtepuanbHbI SHIOKAPIUT
* D3odarur, racTpuT WM  ractpolszodareaibHas

pedmrokcHas 00y1e3Hb

PuCK pa3BuTHA KpOBOTEUESHUN

[Ipumenenne mnpenapata IIPAJIAKCA, Tak ke, Kak M JpYrMX aHTHKOAryJsHTOB,
PEKOMEHAYETCS C OCTOPOKHOCTBIO TIPU COCTOSTHUSAX, XaPaKTEPU3YIOIIMXCS TOBBIICHHBIM
puckoM kpoBoTeueHuil. Bo Bpems Ttepanum npenapatom [IPAJAKCA B03MOKHO
pa3BUTHE KPOBOTECUCHMH pa3inuyHOW Jokanmu3anuu. CHIDKEHHE YPOBHS TeMOrioOMHa
U/WIIM TEeMaTOKPHUTA MO0 HEBBIACHEHHBIM NMPUYMHAM, Wi cHUXeHue AJl (aprepuanbHOro
JIABJICHUS) SIBJISIETCS OCHOBAHUEM JUISI TOMCKA HCTOYHHUKA KPOBOTEUCHMSL.

B curyanusx omacHOro A JKM3HM WJIM HEKOHTPOJIMPYEMOIO KPOBOTECUEHHS, KOIZa
TpebyeTcst ObIcTpOoe MpeKpaleHHe aHTUKOArYJISTHTHOTO 3¢ (dekra qaburarpana, 10CTyIeH
cnenuguueckuii anraronuct IIPAKCBAMH]T (unapyuusyma6) (cM. paszaen 4.9).

B xnmmHMYeckux uccnenoBanusx npuMenenue npemnaparta [IPAJJAKCA Oput0 cBsizaHo ¢
noBbineHneM 4actorel  Oosbmmx KK (kesly10YHO-KHMIIEUHBIX) KPOBOTEUCHMH.
[oBblIeHHBIH pUCK HAOMIOAANCS y MAlMEHTOB IOXKWUIIOTO Bo3pacta (=75 ier) mpu
npumenenun npenapara [IPAJIAKCA B noze 150 mr 2 pa3a B cyTku. J[ONOJHUTENBHBIE
(akTOpbpl pUCKA BKIIOYAIOT OJHOBPEMEHHOE INPHUMEHEHUE WHIMOMTOPOB arperamnuu
TpombonuToB, Hampumep, kionumgorpena w ACK wmm HIIBII, a Ttaxke Hamuuue
330(aruTa, racTpuTa UIK racTpod3odareaabHON pedIIOKCHON O0JIe3HN.

TmaTenbHOE KIMHUYSCKOE Ha6HIOZ[eHI/I€

TmarenbHoe HaAOMIOJEHNE B OTHOLIEHWH TPU3HAKOB KpPOBOTEUEHHUS WM aHEMHH
pEeKOMEHAyeTCsl Ha IPOTSKEHUH BCETro MEpUoa JIEYeHUsI, 0OCOOEHHO €CIIU MPUCYTCTBYIOT
cpa3y HeckoJbKo (pakTopoB pucka (cMm. pazaen 4.4). OcoOyr OCTOPOXHOCTH CIIETyET
cobmonats, koraa npenapat [IPAJJAKCA nHa3zHadaeTcs OJJHOBPEMEHHO C BeparaMuiIoM,
aMHUOJIaPOHOM, XMHUIUHOM WIIH KJIAPUTPOMHUIIUHOM (MHTUOUTOPHI P-rmnkomnporenHa) u, B
YaCTHOCTH, NpPU BO3HUKHOBEHUU KPOBOTEUEHHS, OCOOCHHO Y MAallMEHTOB, HMMEIOLIUX
JIETKOE WJIM YMEPEHHOE HapyIIeHne PyHKIMU MoYeK (cM. pasnen 4.5).

TmaTtensHOe HAOMIOJCHHE B OTHOUICHWU MPHU3HAKOB KPOBOTEUEHHUS PEKOMEHAYETCS Y

HalKeHToB, ogHoBpeMeHHo nonyyatomux HIIBII (em. paznen 4.5).
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[Ipexpaiienye npuema mpemapara

[Ipn pa3BuTuM ocTpoil modyeyHoW HexocrarodHocTH npueM mpenapata ITPAJTAKCA
HE00X0IMMO MPEKPATHTH (CM. Takxke pasaen 4.3).

[Tpu pa3BUTHM TSKETOr0 KPOBOTEUEHUS JIEUCHHE HEOOXOJMMO NTPEKPATUTh, HAYaTh IIOUCK
UCTOYHHKA KPOBOTEYEHHUS U PACCMOTPETh BO3MOXKHOCTh MPUMEHEHUS CHELM(PUUECKOrOo
anTaronucra — npenapata IIPAKCBAVH/J] (nnapyrmsyma6) (cM. pasaer 4.9).

CHIKEHNE 10351

CHmKeHre J103bl JODKHO paccMaTpHBAThCA WM PEKOMEHIOBAThCS, KaK OIMUCAHO B
paznene 4.2.

ITpumeHneHune I/IHI‘I/I6I/ITODOB IOPOTOHHOIO Hacoca

Bo3MoskHO Ha3HaueHHE HHTHOMTOPOB IpoToHHOTO Hacoca (MITH) ans npodumnaktuku KK
KPOBOTECUCHUH.

JIabopaTopHbIe MOKA3aTEIN CBEPTHIBAHKS KPOBHU

Hecmotpss Ha To, uto mpemapar [TPAJJAKCA B menom He TpedyeT peryisipHOTO
AQHTUKOATYJIIHTHOTO ~ MOHHMTOPWHIA, H3MEPEHHE  aHTHUKOAryJsIHTHOro  3ddekTa,
CBSI3aHHOTO C Ja0WrarpaHoM, MOXKET OBITh IOJE3HBIM JUIsl OOHApY>KEHHsI YPE3MEPHO
BBICOKOM AKCMO3UINH TabUraTpaHa Mpu HaJU4UU JOTOJHUTEIBHBIX (PAKTOPOB pUCKA.
Paspenennoe tpomoOunoBoe Bpems (pTB), sxapunoBoe Bpems cBeptbiBanus (OBC) u
aKTUBUPOBAHHOE YaCTMYHOE TpomOoractuHoBoe Bpems (aUTB) moryT mpemocTaBUTh
MOJIE3HYI0 HH(POPMAIINIO, HO UX 3HAUEHUS CIIETYET HHTEPIPETUPOBATH C OCTOPOKHOCTHIO
u3-3a BapualOeIbHOCTH pe3yJbTaTOB, IMOJYYEHHBIX pA3HBIMH METOJaMU aHaJM3a.
3HaueHue MEXIYHApOAHOrO HOopMaiu3oBaHHOTO oTHomenus (MHO) sBusercs
HEIOCTOBEPHBIM y MaIeHToB, npuHumaromux npenapat [IPAJIAKCA, u 6pu11 onucaHbl
ciaydan JokHOMoJiokuTeapHoro moBbimieHuss MHO. Ilostomy wu3smepenune MHO
IIPOBOJIUTH HE CIEAYET.

Tabmuna 5. TloporoBbie 3HAYEHUS KOATYISIHUOHHBIX TECTOB B MOMEHT JOCTHIKCHHS
MUHUMAIBHON KOHIICHTPAIUH Mpernapara B KPOBH, KOTOPHIE MOTYT OBITh aCCOITUUPOBAHBI

C IMOBBIIICHHBIM PHCKOM KpOBOTequHﬁ.

[TokazaTens (B MOMEHT [Toxazanue
JOCTUKCHUSA MHUHHUMAaJILHOU

KOHIICHTPALIMH Tpernapara B KPOBH)
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[Ipodunakruka BEHO3HBIX | DII U
TpoMOooMOonuii 'y mamuentoB | TTB/TOJIA
nocie OpPTONEINYECKUX
onepanui

pTB [ar/™Mi] >67 >200

OBC [kpatHOCTb  mpeBbllIeHUS | J[aHHBIE OTCYTCTBYIOT >3

BEPXHEU IpaHUIbl HOPMBI |

aYTB [kpaTtHOoCTh mpeBblIeHUs | >1,3 >2

BEpPXHEN I'PaHUILIbI HOPMBI |

MHO He cnenyet BbINOTHATH He cnenyer

BBINOJIHATh

ITpumMmeHneHune d)I/IGDHHOJIHTI/I‘-IGCKI/IX nopenaparoB A4 JECUYCHHUA OCTPOI0 HMIIEMHYCCKOTO

HHCYJIbTa

[IpumeHenne GUOPMHOIUTUYECKUX MPENaparoB s JIEYEHUS OCTPOr0 HIIEMUYECKOTO
MHCYJIbTAa MOXET OBITh PACCMOTPEHO, €Clu pe3ynbTaThl u3Mepenus pI'B, OBC nau aYTB
y MalMeHTa He MPEBbIAIOT BepxHel rpanuiibl Hopmbl (BI'H) B cooTBETCTBUM ¢ MECTHBIM
pedepeHCHBIM Arana3oHOM.

XUpYyprudecKkre BMENIaTeNbLCTBA M MHBA3UBHBIC ITPOLICTYPEI

[TanmenTsl, koTopsle npuHuMaroT npenapat [IPAJTIAKCA, uMmeroT NOBBILIEHHBIA PUCK
KPOBOTEUEHMSI IIPU BBIIOJIHEHUM XUPYPrUYECKMX WM HHBa3MBHBIX IPOLEAYD.
BeinmonHenne Xupypruueckoro BMEHIATENbCTBA MOXKET HOTPEeOOBaTh BPEMEHHOIO
npekpaiienus npuema npenapara [IPAJIAKCA.

[IpoBenenue kapauoBepcun He TpeOyeT nepepriBa B npueme npenapara [IPAJIAKCA.
JMannsle o npumenennu npenapara [IPAJIAKCA (1 xancyna o 110 mr 2 pa3a B CyTkH) y
NalMEHTOB, KOTOPBHIM BBIIIOJHSAETCS KaTeTepHas abuanus npu GUOpHIUISILIAY TPeICepaAUid,
OTCYTCTBYIOT (cM. paznen 4.2). BeimonHeHnue xarerepHoi abnanuu npu (GpuOpULISIIIN
npencepauil y nanueHTtos, nonyvatromux npenapar [IPAJJAKCA B mosze 150 mr (1
Karicyja) 2 pas3a B CyTKH, He TpeOyeT rmepephiBa B IpueMe npemnapara (cM. paszaen 4.2).
Crnenyer mnposBIATH OCTOPOKHOCTb IPH BPEMEHHOM MPEKPALICHUU JICUEHUS JUIs

BBITIOJTHEHU A XUPYPIru4eCcKoro BMEIIATCIILCTBA n 00ecIeyuTh MOHHUTOPHHT
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AHTHKOAryJsnuu. BrIBeneHue nabWratpaHa W3 OpraHW3Ma y MAIMEHTOB C TOYCYHOU
HEJOCTATOYHOCTHI0O MOXKET MPOUCXOMUTh Aoibine (cMm. pasgen 5.2). DTo cruemyer
YYUTHIBaTh MPHU BBIMOJHEHUU JIOOBIX TpoIeayp. B Takux ciaydasx KoaryssiHOHHBIC
TeCThl (CM. pasgen 5.1) MOTyT MOMOYb ONPEICITUTh, COXPAHSIOTCS JIM HAPYIICHUS
reMocTasa.

3KCTDGHHBI€ XUPYPTrHICCKMEC BMCIIATCIbCTBA M IMIPOLICAYPHI

[Ipenapar IIPAJTAKCA cnexnyer BpEMEHHO OTMEHUTh. Eciau A BBINOJIHEHMS
BMEILATENbCTBA/MPOLEypbl TpeOyeTcss ObICTpOoe IpeKpalieHHe aHTHKOAryJISHTHOTO
s dexra, cremyeT pacCMOTPETh BO3MOXXHOCTh BBEJICHUS CITEU(PUIECKOTO aHTAarOHMUCTa K
npemnapary IIPAJJAKCA, npenapara [IPAKCBANH]T (uxapyuusyma6).

[Ipekpaienue Tepanuu 1adUraTpaHoM MOABEPraeT MaUeHTOB TPOMOOTHUECKOMY PUCKY,
CBSI3aHHOMY C MX OCHOBHBIM 3a0osieBanneM. [Ipuem npenaparta [IPAJIAKCA moxeT ObITh
BO300HOBIEH uepe3 24 wyaca Mocie BBEIACHUSA CHEIU(PUUECKOrO0 aHTaroHUCTa K
naburarpany ITPAKCBANH]I (upapyumsyma®) IpH yCIOBHH JOCTHXKEHHS HONHOTO
reMOCTa3a U CTA0MJIBHOTO COCTOSIHUS NAIlUEHTA.

CpoYHBIC XUPYPTHISCKHE BMEIIATEILCTBRA/ npoucaypbI

[Ipenmapar I[IPAJJAKCA cnexyer BpeMeHHO OTMEHUTh. CpOYHOE XUPYPruvecKoe
BMEIIATENLCTBO WM MPOLEAYPY, NPU HATUYUU TAKOH BO3MOXKHOCTH, IEJIeCO00pa3sHO
BBITIOJIHSITH HE paHee, 4eM uepe3 12 yacoB moclie MOCIEIHEro IMpuema Ipernapara
[MTPAJTAKCA. Ecnu onepanus Wiy mporeaypa He MOKET ObITh OTJIOKEHA, €€ BBHITTOJTHCHUE
y ManueHTa, Mody4yaroniero gadurarpaH, MOKeT ObITh aCCOLMHUPOBAHO C MOBBIIIEHHBIM
PUCKOM KPOBOTEUYEHHS. DTOT PUCK KPOBOTEUEHHMS CIEAYET COMOCTABUTH CO CPOUYHOCTHIO
BMCHIATCIbCTBA.

IInaHoOBEIC XMPYPIrUYECKHE BMEIIATSIHCTBA

Ecnu Bo3moxnHo, npenapat [TIPAJIAKCA cienyer oTMEHUTH IO KpaiiHER Mepe 3a 24 yaca
A0 BBINIOJHCHHA HWHBA3UBHBIX WKW XUPYPIrUUCCKUX IMPOLCAYDP. Y nanueHTOB C
IIOBBIIIICHHBIM PUCKOM KpPOBOTCUYCHUA 501051 npu O6H_II/IpHOM XUPYPTHICCKOM
BMENIATEIbCTBE, /€ MOXKET MOTpeOOBaThCsl MOJHBIM I'eMOCTa3, CIEeIyeT PacCMOTPETh
BO3MOXHOCTh OTMeHbl mnpenapara [IPAJJAKCA 3a 24 pgHA [0 XUPYPrUYECKOTO

BMCIIATCJILCTBA.
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Tabmuma 6. IlpaBuna otrmennl mnpemapata [IPA/IAKCA mnepen WHBa3WBHBIMH WU

XUPYPrU4ECKUMU IIPOLIEYPAMH.

OyHKIMSA Tin [Ipekparmienue npueMa npemnapara nepen TJIAaHOBOM
mouek (KK, XUPYPrUuecKo onepanuen
MJI/MHH) Beicokuii  puck  kpoBoTeueHuss win | CTaHIApTHBIN pUCK

npoBesieHue OOJIBIION onepanuu

>80 ~13 3a 2 nus 3a 24 gyaca

>50 — <80 ~15 3a 2-3 nua 3a 1-2 nusa

>30 — <50 ~18 3a 4 nHs 3a 2-3 gngHa (>48
YacoB)

CouHalIbHAs aHECTE3Us/AMUAYPaAIbHAS aHECTE3U/JIIOMOaIbHAS TYHKIIUS

Takue mnpomenypbl, Kak CIHUHHOMO3IOBas aHECTE3Us, MOTYT MMOTPeOOBaTh TMOJIHOTO
BOCCTaHOBJICHUS T€MOCTA3a.

B cinyyae TpaBMatM4HOW WJIM MOBTOPHOM CIMHHOMO3TOBOM NMYHKIMH W JIJIUTEIBHOTO
UCIIOJIb30BAaHUS  ANUAYPATbHOTO KaTeTepa MOXKET IMOBBIIATHCS PUCK  Pa3BUTHS
CIIMHHOMO3IOBOI'O KPOBOTEUEHHUs WM SHuAypalbHOMl remaromsl. [lepByro 1o3y
npenapara [IPAJIAKCA cnenyer npuHMMaTh HE paHee, YeM uepes 2 yaca Mocie yaaaeHust
karerepa. HeoOXoauM  KOHTpPOJIb  COCTOSHUSI  MAIMEHTOB I UCKJIIOYECHHS
HEBPOJIOTUYECKUX CHMIITOMOB, KOTOPBIE MOTYT OBITh OOYCIOBJICHBI CIIMHHOMO3TOBBIM
KPOBOTEYEHUEM WIH dIIULYPAIBLHON T€MaTOMOM.

[locneonepanronsas dasa

[Tocne WHBa3MBHOW MPOIEAYPHI/XUPYPTHUECKOTO BMEIIATEIBCTBA IPUEM Iperapara
IMPAIJAKCA crenyer Bo300OHOBUTH/HauaTh KaK MOXKHO OBICTpEe, €CIU 3TO MO3BOJISIET
KJIMHUYECKasi CUTYaIus U JJOCTUTHYT a/IeKBaTHBIA TeéMOCTa3.

VY manueHTOB C PUCKOM KPOBOTECUCHHS WIJIM UMCKOIIUX PHCK YPE3MEPHOM SKCIO3UINU
npenapara, 0COOCHHO y MalMeHTOB ¢ yMepeHHbIM HapymieHueM ¢yukiun noyek (KK 30—
50 MII/MHH), TEpanuIoO CJIEAYeT MPOBOJAUTH C OCTOPOKHOCTHIO (CM. pa3zaen 5.1).

ITarueHTHl ¢ BLICOKMM PUCKOM XHPYPTUUYECKOM CMEPTHOCTH M BHYTPCHHHUMU d)aKTODaMI/I

pucKa TpoOMOOIMOOINYECKHX OCIOKHEHNUI
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Hannbie o s dexruBHocT U 6e3onacHoctu npenapara [IPAJTAKCA B ganHO# rpymie
MAIMEHTOB OTPaHUYEHBI, TIO3TOMY TEPAIHIO CIEAYET MPOBOIUTEH C OCTOPOKHOCTHIO.

Xupypruyeckoe BMELIATENLCTBO OPHU IIEPEIOME MENKHU OeIPEHHON KOCTH

Jannbie 06 ncrionszoanuu npenapara [IPAJTAKCA y manueHToOB, KOTOPBIM MPOBOIUTCS
XUPYprudeckoe BMEIIATeIbCTBO MPHU MepeoMe MeHKu OeIpeHHON KOCTH, OTCYTCTBYIOT.
Tepanust He peKOMEHIYETCH.

Hapymenne QyHKIMY IeUeHn

[TariueHTHl ¢ TMOBBIIEHUEM AaKTUBHOCTH TMeYeHOYHBIX (epmentoB >2 BI'H Opumm
MCKJTIOYEHBI U3 OCHOBHBIX KIMHUYECKHUX HccheaoBaHui. OmnbITa MPUMEHEHUs Ipernapara
IMPAAKCA B 3T0ii moarpynne mauMeHTOB HeT. Hapymienue QyHKIMU NEYEHU WK
3a00JIeBaHUE TEYEHHU, KOTOPOE, KaK OKUAAETCSl, MOXKET IMOBJIUATh Ha BBDKUBAEMOCTb,
SBJISICTCSI TIPOTHUBOIIOKa3anueM sl mpumeHeHus npenapata [IPAJJAKCA (cm. pasznmen
4.3).

BzauMoaeicTBue ¢ MHAYKTOpaMu P-IiMKoOpoTeEnHa

Oxunaercs, 4TO OTHOBPEMEHHOE Ha3HAYEHNE UHAYKTOPOB P-rmukonpoTenHa NpuBEAET K
CHIDKEHHUIO KOHICHTpalMi ja0uraTpaHa B IUIa3Me€ KPOBH, W HMX OJHOBPEMEHHOTO
MIpUMEHEHUs clieyeT u3berats (cM. pazaensl 4.5 u 5.2).

TTanmeHnTsl ¢ aHTUGOCHOIUNUIHBIM CUHAPOMOM

Y nauueHtoB ¢ aHTU(OCPOIMIUIAHBIM CHHAPOMOM (OCOOCHHO TP TPOHHOM
HOJIOKHUTEIBHOM pe3ysibTaTe Ha aHTHU(QOCHOIUNMIHBIE AHTUTENA) IOBBIINIEH PHUCK
TPOMOOIMOOINYECKUX COOBITUH.

Hecmotps Ha 10, uTo 3 dextuBHOCTh npenapata [IPAJJAKCA ycraHoBieHa Ju1s JIedeHUs
U TPOQUIAKTHKH BEHO3HOW TpomMO0dMOOIMHM, OHa He Oblla HM3y4eHa KOHKPETHO B
HOArpyIIE MaUEHTOB ¢ aHTU(POCHOTUNUIHBIM CHHIPOMOM.

ITostomy mnepen npumenenneM tnpenapata [I[PAJJAKCA 'y namueHToB C
aHTU()OCHOIUNUIHBIM CHHIPOMOM PEKOMEHAYEeTCS TIIATEIbHO pPAaCCMOTPETh BCE
BO3MOXKHBIE BapuUaHTBl JieueHHs (BKJIIOYash CTaHIapTHOE JICYCHHE, TaKoe Kak
aHTaroHuctamu ButamuHa K).

[NarueHThl ¢ aKTUBHBIMH 3JI0Ka4eCTBEHHBIMU HOBOOOpaszoBanusmu (T B/TDJIA)
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DddexkTuBHOCT, U Oe3omacHOCTh NMpuMeHeHus npenapara [IPAJIAKCA mis nedenus
TI'B/TOJIA y manmueHToB ¢ aKTUBHBIMHU 3JI0KAUeCTBEHHBIMH HOBOOOPAa30BAaHUSMHU HE
YCTaHOBJIEHBI.

4.5. BzaumojeiicTBue ¢ APYrMMHU JIEKAPCTBEHHbIMHU MpenapaTaMu M Jpyrue BHIAbI
B3aUMOJAEeHCTBUSA

BsaumonelictBus ¢ OelkaMu-OEepEHOCYUKAMU

Jaburarpana sTexcuiar sBisercs cyoctpatoM 3¢ ¢roKkcHOro Oenka-nepeHocuuka P-
raukonporenHa. OJHIaeTcs, 4YTO OJHOBPEMEHHOE Ha3HAaueHHe WHIHOMTOpOB P-
TJIUKOIIPOTENHA IPUBOJUT K TOBBIIICHUIO KOHIIEHTpAaNXi TaburaTpana B mia3mMe KpoBH.
Ecnu He ykazaHo MHOE, IPU OJHOBPEMEHHOM NPUMEHEHUM Ja0urarpaHa U MOIIHBIX
UHTUOUTOPOB P-rimkonporenHa He0OX0AUMO THIATENbHOE KIMHIUUECKOe HabroaeHue (B
OTHOUICHUH NPU3HAKOB KPOBOTEUCHHUS MM aHeMHUH ). [Ipr 0THOBpEeMEHHOM MPUMEHEHHH
JaburarpaHa ¢ HEKOTOPBIMA HHTHOUTOpaMu P-rimrkomnpoTenHa MOXKeT moTpeOoBaThCs
CHIUKEHUE N03bI (cM. pa3nensl 4.2, 4.3,4.4u 5.1).

Tabmuua 7. BzaumoneicTBus ¢ GeIKaMU-TIEPEHOCUNKAMHU.

Hneubumopuol P-enuxonpomeuna

Oonospemennoe npumenenue npomueonoxkazano (cm. pazoen 4.3)

Kerokonason Kerokonazon yBennuuan oomuue 3HaueHust AUCo.o (TUIOIIaa6 Mo
KpUBOM «KOHIIEHTpaIusi — BpeMsi») U Cpax (MakCHMaJbHOM
KOHIIGHTpanuu) naburatpana B 2,38 paza m B 2,35 paza
COOTBETCTBEHHO, IIOCJIE€ OJHOKPATHOIO IpHeMa BHYTpb 1036l 400
Mr, u B 2,53 paza u 2,49 pa3za COOTBETCTBEHHO, IIOCIE
MHOTOKpPATHOTO Npruema BHYTpb 1036l 400 Mr keTokoHazona 1 pas

B CYTKH.

JpoHenapox [Ipn omHOBpEeMEHHOM NpPHUMEHEHWH JaburaTpaHa ITEKCWJIATa U
nponempapona obmme 3HaueHUust AUCo.o U Cmax Jaburatpana
YBEJIMUYHUBAIUCH TPUMEPHO B 2,4 pasza u 2,3 pa3za COOTBETCTBEHHO,
nociae MHorokpatrHoro mnpuemMa 400 Mr npoHemapoHa 2 paza B
CYTKH, U NIpUMeEPHO B 2,1 pa3a u 1,9 pa3za cOOTBETCTBEHHO, I1OCIIE

OJIHOKpaTHOro npuema 103sl 400 mr.
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HrpakoHasoun,

LHUKIJIOCIIOPUH

Ha ocHOBaHuM pe3ysibTaToB HCCIEAOBAHUN [N Vitro MOXHO

0KUaTh YPPEKT, CXOAHBINA C KETOKOHA30JIOM.

OOHO@D@M@HHO@ NPpUMEHEHUE He pekomeﬂdvemc;z

Takposaumyc

B uccnenoBanusx in vitro oOHapy>XeHO, YTO TAKPOJIUMYC HMEET
TaKOM ke ypoBeHb HHTHOupyto1ero 3¢dekra va P-rmukonporenH,
KaKk MTPAaKOHA30Jl W IMKIOCTOpuH. lIpumeHenue naburarpaHa
STEKCWJIaTa BMECTE C TaKpOJMMYCOM He OBUIO H3Y4YCHO B
KIMHHYECKHX  WCCIICOBAHMSIX. OpmHako  OrpaHUYCHHBIC
KJIMHUYECKHE JlaHHblE O TPHUMEHEHHUH BMeCTEe C JApPYTUM
cyoctparom  P-rmmkomnporenHa  (9BEpOIUMYCOM)  MO3BOJISIOT
NPEANONOXHTh,  YTO  HWHrHOMpoBaHWE  P-rimmkomporenHa
TaKpOJIMMYyCOM  ciabee, dYeM TMpH NPUMEHEHHH MOIIHBIX

UHTUOUTOPOB P-rimkonporenHa.

I'nexanpeBup/

MUOpPEHTACBUP

OnHOBpEMEHHOE HCMOJIb30BaHUE KOMOWHAIMK (PUKCUPOBAHHBIX
7103 MHTHOUTOPOB P-rnmukonporenna
TJIeKalpeBUpa/MMOPeHTacBUpa  MPUBOIUT K  YBEJIMYCHHIO
KOHIIGHTPALUHU JaburarpaHa B IIa3Me KPOBU M MOKET MOBBICUTH

PUCK KPOBOTECUEHUM.

Credvem cobaio0ams 0CMOPOACHOCIND 68 CAVYAe 0OHOBPDEMEHH020 NPUMEHEeHUs. (CM.

pazoenvt 4.2 u 4.4)

Bepanmamuin

[Ipu ogHOBpEeMEHHOM MpUMEHEHHH Jadburarpana srexcunara (150
MT) U Bepanamuia Jyis npueMa BHYTPh Cmax 1 AUC maGuraTtpana
YBEJIMYUBAINCh, HO CTENEHb 3TOTO YBEIMYEHHUsS pa3inyaliach B
3aBHUCUMOCTH OT BPEMEHHU IpHeMa U JIEKapCTBEHHOU (OpPMBI
Bepanamuia (cM. paszaensl 4.2 u 4.4).

MaxkcuManbHOE ~ yBEIMYEHHWE  OKCIO3WLIMU  JaburaTpaHa
HaOIIOAJIOCh TP TIPHEME TIEPBOM 03Bl JICKAPCTBEHHON (POpPMBI
BepanamMmia ¢ HEMEJICHHBIM BBICBOOOXICHUEM 33 OJMH Yac JI0
npuema gaburatpana 3tekcuiata (yBenudeHue Cmax IPUMEPHO B
2,8 paza u yBenmmuenne AUC mpumepHo B 2,5 paza). Dddekt

MOCTENIEHHO yMEHbIIANCA MpU TMpUEME JEKapCTBEHHOH (OpMbI
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Bepanammia C JUIMTEIbHBIM BBICBOOOXKAeHUEM (yBenndeHUE Crmax
npumepHo B 1,9 paza u ysennuenne AUC npumepHo B 1,7 paza)
WINA TIpU NpUEMe MHOTOKpPATHBIX /103 Bepamnamuia (yBEIHMYEHHUE
Cmax mpumepHo B 1,6 pa3a u yBennuenue AUC npumepHo B 1,5
paza).

He wnabmiomanock 3HAUYMMBIX B3aWMOJICHCTBUH TpU THpHUEeMe
Bepanamuiia yepes 2 yaca rocie npuema Jjadburarpana dTeKcuiaTa
(yBemnuenne Cmax mpumepHo B 1,1 paza u yBemmuenue AUC
npuMepHo B 1,2 pa3a). 310 00BACHSAETCS MOJIHBIM BCACHIBAHUEM

naburarpana uyepes 2 yaca.

AMHOaapoH

IIpu omnoBpemMenHom npumeHennn npenapara [IPAJTAKCA ¢
OJHOKpATHOW nepopalibHOM n030M 600 Mr amuogapoHa CTENeHb U
CKOPOCTh BCAChIBaHUsI aMUOJIapOHA M €r0 aKTUBHOTO MeTaboymTa
AC33TUIIaMHUOAapOHa CYHICCTBCHHO HC HU3MCHSIUCH. 3HaueHus
AUC u Cpax naburatrpana Bo3pactaiu npumepHo B 1,6 paza u 1,5
pa3a  COOTBETCTBEHHO. YUHUThIBas  JJUTENbHBI  TEpUO]
MOJIYBBIBCACHUA aMHUOJAapOHA, BO3MOXHOCTb BBaHMOﬂeﬁCTBHH
MOKCT COXPAHATHCA B TCUCHUC HCCKOJIbKO HCACIIb MOCJIC OTMCHBI

amuoaapoHa (cm. pazaensl 4.2 u 4.4).

XUHUIUH

XUHAOWH HazHa4dad B 1o3e 200 Mr Kaxkaele 2 yaca 40 JOCTHKCHUSA
oOmeit 10361 1000 mr. Jlaburarpana sTekcuiaaT Ha3Havallu 2 pa3a B
CYTKHU B T€UeHHUE 3 JHEH moApA, Ha 3-i IeHb — C XUHUJUHOM UJIU
0e3 xwmHMauHA. 3HaYeHUS AUCrs H  Cmaxss JTaOuraTpana
yBEeJIMUMBAIUCh B cpeaHeM B 1,53 paza u 1,56 paza
COOTBETCTBEHHO, IIPU OJJTHOBPEMEHHOM MPUMEHEHUU C XUHUIUHOM

(cM. pazmenst 4.2 u 4.4).

Knaputpomunyn

[Ipu omHOBpEeMEHHOM MpUMEHEHUH KiaputpomuiuHa (500 mr 2
paza B CyTKH) C pgaburarpaHa »STEKCHJIATOM Y 3J0POBBIX
no6poBobIieB Habmoaanocs yeenndenne AUC npumepso B 1,19

pa3a u yBenuueHue Cmax IpuMepHO B 1,15 pasa.
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Tukarpenop

IIpy OIHOBpEMEHHOM NPUMEHEHUU OJHOKPATHOM HO3bI 75 Mr
naburarpaHa »dTEKCWJaTa C Harpy3o4Hoil mozoit 180 wr
tukarpenopa 3HaueHHss AUC n Cmax JabHraTrpaHa yBeJIM4YUBaIIUCh
B 1,73 paza u 1,95 pa3za coorBercrBeHHO. [lociie MHOTOKpaTHOTO
npuemMa Tukarpeaopa 90 mMr 2 pasa B CyTKM YBEIMYEHHUE
HKCMO3ULMU JabduraTpana cocrasisuio 1,56 pasza u 1,46 pasza mis
Ciax 1 AUC COOTBETCTBEHHO.

OIHOBpeMEHHOE Ha3HAUYeHWE Harpy304Hou 1036l 180 wmr
tukarpesnopa u 110 Mr maburatpana sTekcuiata (B paBHOBECHOM
cocrosiHun) yBennunBano 3HaueHUsI AUC s 1 Cmax,ss TabUTaTpana
B 1,49 pazau 1,65 paza COOTBETCTBEHHO, IO CPABHEHUIO C IPUEMOM
OJIHOTO JaburaTpaHa 3Tekcuiata. [Ipu HazHaYeHUW HArpy304HOMN
no3bl 180 mr tukarpenopa uyepe3 2 ydaca mocie npuema 110 mr
naburarpaHa sTekcuiara (B paBHOBECHOM COCTOSHHH) CTENEHb
yBenuueHust AUCss 1 Crax,ss JAOUTaTpana cHUXkanach 1o 1,27 pasza
u 1,23 paza COOTBETCTBEHHO, MO CPABHEHUIO C MPHUEMOM OJHOIO
JaburatpaHa — J3TeKcujaTa.  Takol  pa3fenbHBIA  TPHEM
pekomMeHayeTcss U1 Hadajla Tepalud  TUKarpeiopoM  C
Harpy304HOM 03Bl

OnHoBpemeHHOEe HazHaueHue 90 mr Tukarpesnopa 2 pasa B CyTKH
(mopnepxkuBaromiass no3a) ¢ 110 mr paburarpaHa sTekcuiata
yBenuuuBaio ckoppektupoBaHHble 3HAUEHUS AUCiss U Crmaxss
naburarpana B 1,26 paza u 1,29 pasa COOTBETCTBEHHO, IO

CPaBHEHHMIO C IPUEMOM TOJIbKO AaOuraTpaHa 3TeKcuiaTa.

ITo3akoHa3zo0m1

[TozakoHa30y1 TakXe B OMpPEACICHHOW CTENeHW HHrubupyer P-
TJIMKONMPOTCUH, HO OH HC 6]:1)1 N3YUYCH B KIIMHUYCCKUX
uccienoBanmsx. Cremyer coOMOIaTh OCTOPOXKHOCTh, KOT/Ia
npenapar  [IPAJJAKCA  Ha3Hauaercss  OZHOBPEMEHHO  C

ITO3aKOHAa30JI0M.

Hnoyxmopwr P-enuxonpomeuna

Credvem uzbezamov 00HOBPEMEHHO20 NPUMEHEH U
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Hamnpumep,
pubamMIuImH,
3Bepoboit
MPOABIPSIBJICHHBIN
(Hypericum
perforatum),
KapOamMasenuH

iy EHUTOUH

Oxwupmaercsi, 4YTO OJHOBPEMEHHOE HA3HAYCHUE TPUBOIUT K
CHI)KCHHIO KOHIICHTpaIuii qaburarpaHa.

[IpenBaputenbHblii  NpuUeM  HUHAYKTOpa  P-rimkomnpoTtenHa
pudammnuimaa B go3e 600 mMr 1 pa3 B cyTku B TeueHue 7 qHEH
YMEHBIIAJT MaKCUMAJIbHYIO M OOIIYIO 3KCIIO3UINIO Ja0UraTpaHa u
o0t ypoBeHb Bo3zeicTBus Ha 65,5% u 67% COOTBETCTBEHHO.
Nunymupyrommic  3gdexkr yMeHbImanacs, 4YTO MPUBOAWIO K
AKCTIO3UIMHU JaburaTrpaHa, OJU3K0N K peepeHCHOMY 3HAUCHUIO, K
7-My OHIO TOCJ€ TpPEKpalleHusl JeYeHUs pPUPAMITHIIMHOM.
JlanbHelero yBenu4eHust OM0I0CTYITHOCTH eIle uepe3 7 JHeH He

HaOJIFOJAJIOCh.

Hneubumopol npomeasvi, maxue Kax pumoHagup

00H06D€M€HHO€ NnpumeHeHue He peKOMeﬂdvemc;z

Hamnpuwmep,
PUTOHABHp M €ro
KOMOHWHAIIMNA c
IPYTUMH
MHTUOUTOpaMHU

pOTea3bl

OTH npenapaThl BAMSIOT Ha P-riukonporenH (MO0 B KauecTBe
WHTUOUTOpA, MO0 B KadyecTBe MHAYKTOpa). OHU HE U3YUYAIHCh U
MIOATOMY HE PEKOMEHAYIOTCS Il OJHOBPEMEHHOTO Ha3HAYCHHS C

npenapatoM [TPAJTAKCA.

Cybcmpam P-enuxkonpomeuna

Jurokcun

B xone nccnenoBaHus, MPOBEIEHHOIO € y4acTueM 24 310pOBBIX
JNOOpOBOJIBIIEB, HPHU OJHOBPEMEHHOM IPUMEHEHHM IIpernapara
ITPAJJAKCA u gurokcuHa He HaOII0IaI0Ch HUKAKUX U3MCHEHHH
DKCIO3ULUHU JUTOKCHMHA M KIMHUYECKM 3HAYMMBIX U3MEHEHUH B

HKCMO3ULIUY JaburaTpaHa.

AHTHKOAryJISIHTBI M JISKAPCTBEHHBIC CPEACTBA, KOTOPHIE I/IHFI/I6I/IDVIOT arperainuvro

TPOMOOIIUTOB

.HeKapCTBGHHbIe CpcacTBa, Tepanusa KOTOPbIMU HC UCCICI0BAIACH UJIU OINBIT IPUMCHCHUS

KOTOpBIX OrpaHUYEH,

U KOTOpbIE MOTYT TMOBBICUTH PHUCK KPOBOTEUEHUH TNpuU

oaHoBpeMeHHOM npuMmeHeHuH ¢ npenaparoMm [IPAJIAKCA: anTukoaryiasiHTbl, Takue Kak
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He(dpakuonnpoBanubiii remapun (H®I'), Huzkomonekymspueie renapunabl (HMI) u
NpOM3BOJIHBIE  remapuHa  ((poHAANapuHyKC,  AC3UPYAMH),  TPOMOOIMTHYECKHE
JIeKapCTBEHHbIE TpenapaThl U aHTAarOHUCTHl BUTamMMHa K, puBapokcabaH win Ipyrue
nepopagbHble aHTUKOAryJSHTHI (cM. pasfen 4.3), a TakKe JEeKapCTBEHHbBIE CPEICTBA,
KOTOpbIE€ MHTHOUPYIOT arperamnuio TPOMOOIIMTOB, TaKHE KaK aHTarOHHCTHI PELENTOPOB
GPIIb/Illa, TUKJIONMIUH, TPACyTpei, THUKArpeyiop, NEKCTpaH M CyIb(UHIHPA30H (CM.
paznen 4.4).

Ha ocHoBanuu nanueix, coopannbix B ucciaeaoanuu 111 ¢gaser RE-LY (cMm. pazgen 5.1),
OBLJIO OTMEUYEHO, YTO COIMYTCTBYIOIIEE HCIOIb30BaHUE MAPYTUX MEPOPATBHBIX WIH
napeHTepaIbHBIX aHTUKOATYJISTHTOB YBEJIMUYMBACT YacTOTY OOJIBIIMX KPOBOTEUCHUU IpHU
JICYCHUH KaK JaburarpaHa STEeKCHIATOM, TaKk U Bap(apruHOM NpUOIU3UTEIHHO B 2,5 pasa,
TJIaBHBIM 00pa3oM, TIPH TIEPEBOJIC C OJTHOTO aHTUKOATYJISTHTA Ha Apyrou (cMm. pasaen 4.3).
Kpome Toro, conmyrcTByroniee npuMmeHeHue antuarperantoB, ACK wnu knonuporpena
NpUOJIM3UTENIFHO YIBAaUBAJIO YAcCTOTy OOJBIIMX KPOBOTCUCHHWM TIpU JICYCHUH Kak
nadurarpaHa 3TeKCUIaToOM, TaK U BappapuHoM (cM. pasaen 4.4).

HOI' MoxHO MpUMEHSTh B J03aX, HEOOXOOUMBIX AJIs TMOAJEP:KaHUSA MPOXOIUMOCTH
LEHTPaJIbHOTO BEHO3HOTO WJIM apTepHalIbHOTO KaTeTepa (cM. pazaen 4.3).

Tabmuua 8. B3aumoneicTBUs C aHTUKOATYJSIHTAMU M JICKAPCTBEHHBIMH CPEICTBAMU,

KOTOpbIE HHTMOUPYIOT arperamnuio TpoMOOIUTOB.

HIIBII [Tokazano, uro mnpumenenne HIIBII g kpaTkoBpemeHHOH
aHaJIbre3uy He ObUIO CBSI3aHO C MOBBIIEHUEM PUCKA KPOBOTECUCHHUS
IpU OJHOBPEMEHHOM TMPUMEHEHUH C JadurarpaHa ITEKCHIIATOM.
IIpu pnurensHOM npuMeHEHMH B xoxae uccienoBanuss RE-LY
HIIBII noBbImanu puck KpoBoTeueHHUs mpuOan3uTenbHo Ha 50%

JUTsl JaburaTpaHa dTeKcuiara u Bapdapuna.

Knonunorpen Y 300pOBBIX  MOJIOJIBIX  JOOpPOBOJBLIEB  MYKCKOTO — TOja
OJTHOBPEMEHHOE  Ha3HaueHWe JadurarpaHa d3TeKCWiIata U
KJIOMUAOTPENa HE BBI3BIBAJIO JIONOJHUTEIBHOIO YBEJIWYECHHUS
BPEMEHU  KAlWUIAPHOTO KPOBOTEUEHHMS 10 CPABHEHUIO C
MoHoTepanuel kiaonugorpenoM. K tomy xe 3HaueHus AUC s u

Crnax,ss Ja0UraTpaHa U MOKa3aTelIu KoaryJsiuu, UCTIONb3YIOLIHecs
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JUIs OLEHKH BIHMSHMUA Ja0buraTpaHa WIM TI0Ka3aTeNd BIUSHUSI
KJIOMUAOTpeNla Ha  MOJABJICHUE  arperamud  TPOMOOLIUTOB,
OCTaBAJINCh HEU3MEHHBIMH IIPU CPAaBHEHMHM KOMOMHHMPOBAHHOU
Tepali W COOTBETCTBYyIOWIEH MoHoTepanuu. Ilpu npueme
Harpy3ouHoil no3sl kionugorpena 300 mr uiam 600 mMr 3HaYeHMS
AUC s 1 Crnax,ss JaOUratpana yBeJIUYHBAIUCH MpUMEpHO Ha 30 —

40% (cm. paznen 4.4).

ACK OnHOBpEeMEHHOE TPUMEHEHHE C JTaburaTpaHa dTEKCHIIATOM B J103€
150 Mr 2 pa3a B CYTKM MOXET IOBBICHTh pPHCK JIOOBIX
kpoBoteueHuit ¢ 12% 1o 18% u 24% npu nozax ACK 81 mr u 325
MT' COOTBETCTBEHHO (CM. pazzein 4.4).

HMI' OnHoBpemenHoe npumeHenrne HMI', Takux Kak 3HOKcamapwH, W

nadurarpaHa 3TEKCWiaTa, CIelUanbHO He uccienoBaiock. [locie
nepeBojia ¢ TPEXAHEBHOW Tepanuu sHokcarnapuHoM 40 mr 1 pa3 B
CyTKM T/K, 4yepe3 24 dyaca TOCJIE€ BBEICHHs IOCIEIHEH 03B
SHOKCamnapyHa SKCMO3UIMUs AadurarpaHa ObUIa HECKOJIBKO HUKE,
YeM T1I0Clie TNPUMEHEHHUS TONbKO Ja0urarpaHa 3TEKCHJIaTa
(omHOKpaTHast no3a 220 mr). HaOmromanoch MOBBIMIEHHWE AHTH-
FXa/FIla akTHBHOCTH TOCTIE MPUMEHEHUS JaduraTpaHa dTeKCuiaTa
C TIpeBapUTEIbHBIM Ha3HAUEHUEM DHOKCANapruHa M0 CPABHEHHMIO C
antu-FXa/Flla akTUBHOCTBIO NpH JIEYCHUU TOJILKO Haburarpana
srekcunaroM. CuuTaercs, 4TO 3TO OOYCJOBJIEHO OCTaTOYHBIM
3¢ dexToM JeueHuss FHOKCAapUHOM M HE SIBISIETCS KIMHUYECKU
3HauyuMbIM.  [IpeaBapuTenbHOEe  Ha3HAYeHHWE  HHOKcalapuHa
CYLIECTBEHHO HE BIUJIO Ha JApyrue aHTUKOAryJISLUOHHBIE

MoKa3arenu qaburaTpaHa.

JIpyrue B3aMOJIEHCTBUSI

Tabmuua 9. JIpyrue B3aumoseicTBusl.
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Cenexmuenvie uneubumopsl obpamnozo 3axeama cepomonuna (CHO3C) wuiu

CeJjleKniueHble uH2u6um0pbl 06pCZH1H020 zaxeama CeEPOMOHURA U Hopa()peHaﬂuHa

(CHO3CH)
CHO3C, CHUO3C u CHO3CH mnoBblIadid pHUCK KpPOBOTECUEHHS B
CHUO3CH HCCIIEI0BAHUH

RE-LY Bo Bcex rpynnax jie4eHusl.

Bewecmea, erusarowue na pH scenyoounozo codepaircumozo

[TanTompazon

IIpu omHoBpemenHoMm npumeHeHuun npenapara [TPAJIAKCA c
na”ronpasosiom Habmoxanocs ymenbiieHne AUC naburarpana
npuom3uTenbHo Ha 30%. B KIMHMYECKMX HCCIIEIOBaHUSIX
MaHTOMNpPa3oJ U JApyrue MHruOUTOpsl mpoTtoHHOTO Hacoca (MITH)
HazHayaiuch oaHoBpeMeHHO ¢ mpemnapatoM [IPAJIAKCA, u

onHoBpemenHoe npumenenue UITH ne cHmxkano sddexkruBHOCTH

npenapata [IPAJJAKCA.

Pauutunug

OnHOBpeMEHHOE TPUMEHEHHWE paHUTHIMHA C  TIpernapaToMm
I[TPAJJAKCA He oka3pIBaJI0 KJIWHUYECKH 3HAYUMOTO BIIMSHUS Ha

CTCIICHb BCAChIBaAHUA ;[a61/1ranaHa.

BsaumoeiicTBusl, CBsI3aHHBIE ¢ MeTa0OINYECKUM IIpodieM gadburarpaga dTeKcuiiara u

naduraTpana

Jlaburarpana sTeKCHIaT 1 1aburaTpad He METabOIU3UPYIOTCS CUCTEMOI riuToxpoma P450

U HE OKa3bIBAIOT N Vifro HUKAKOTO BIMAHUA Ha GepMeHThl nurtoxpoma P450. [Toatomy

BBaHMOHCﬁCTBHH zxa61/1ranaHa C COOTBCTCTBYIOIIMMHU JICKAPCTBCHHBIMU CPCACTBAMH HEC

0)KHIAETCA.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepemeHHOCTD

JlanHble 0 MpUMEHEHUH adurarpaHa dTeKcuaaTa BO BpeMsi 0epeMEeHHOCTH OTCYTCTBYIOT.

[ToTeHIIManbHBIN PUCK Y YETOBEKA HEU3BECTEH.

XenmuHaMm penpoyKTUBHOTO BO3pacTa CileqyeT u30erarb HacTyIUICHHs] OEpEMEHHOCTH

npu neuennn npernaparom [TIPAJIAKCA. I1pu HacTyruieHnu 6epeMeHHOCTH TPUMEHEHHE

nmpernapara HC PCKOMCHAYCTCsA, 3a MCKIIIOYCHHEM CIIy4dacB, KOorjaa OXuUaacMas I10JIb3a

IIPEBBIIIAET BOZMOKHBIN PUCK.
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JlakTamus

[Ipu HeoOXOAMMOCTH NMPHMEHEHHs NpernapaTa B MEPHOA TPYAHOTO BCKAapMIIMBAHUA, B
CBA3U C OTCYTCTBUCM KIIMHUYCCKHUX NAHHBIX, 'PyAHOC BCKAPMIIMBAHWC PCKOMCHIYCTCA
MPEKPATUTH (B Ka4€CTBE MEPHI MPETOCTOPOKHOCTH).

DepTUILHOCTE

B sxcniepiMeHTaIbHBIX NCCIET0BAHMSIX HE YCTAaHOBIICHO HEOJIAarONprsTHOTO BO3ACHCTBUS
Ha PEPTUIHLHOCTD WM MTOCTHATATHHOE PA3BUTHE HOBOPOXKIEHHBIX.

4.7. Bansinue Ha CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMU CPEJACTBAMM U Pad0TATH
¢ MeXaHNU3MaMH

Bnusaue mnpenapata [IPAJAKCA Ha cnocoOHOCTh YHpaBiIsATh TPAaHCIOPTHBIMU
CpeACTBaMU M 3aHUMATHCS JPYTUMHU MOTEHIMAIbHO OMACHBIMHU BUIAMH JESITEIbHOCTH,
TpeOyIONIMMH TOBBIIIEHHON KOHIIEHTpPAIlMM BHUMAHHS M OBICTPOTHI MCUXOMOTOPHBIX
peakuii, He U3y4anaoch, HO YUuThIBasl, yTo mpuMeHeHue npenapara [IPAJJAKCA moxer
COIIPOBOXKIATbCS  TOBBIIMICHHBIM  PUCKOM  KPOBOTECUEHHH, cleayeT  coOiroaaTh
OCTOPOXHOCTB IIPY BBITIOJHEHUH TaKUX BUAOB JESATEIBHOCTH.

4.8. HexkennaTeibHbIe peakuuu

TabauyHOE pe3roMe HEXKENATENbHBIX PEAKIINI

YacTtoTa HEXeNaTeIbHBIX PEaKIHMi, KOTOPhIE MOTYT BO3HHKAaTh BO BpeMsi Teparuw,
IpUBEICHA B BUJE CIEAYIOUIEH rpananuu: oueHb yacto (>1/10); gacro (>1/100, <1/10);
Hewyacto (>1/1 000, <1/100); peaxo (=1/10 000, <1/1 000); ouens pemko (<1/10 000);
HEW3BECTHO (YaCTOTa HE MOXET OBITh OI[EHEHA IO IOCTYITHBIM JAHHBIM).

Tabmuna 10. HexenatenbHble peakiuu

CucreMHO-OpraHHBIN Kiacc/ YacToTa BOBHUKHOBEHUS

HexenarenpHas peakuus IlepBuunas [po¢unaktuka Jleuenue u
npoQUIaKTUKA UHCYJIBTA, npoQpUIaKTUKA
BEHO3HBIX CHUCTEMHBIX PEeIHINBOB 0CTpOro
TpoMO03IMOOIIMIeCKuX | TpoMO0IMOOIMiE | | TpoMOO3a  TUIyOOKHX
OCITO’)KHEHUH y | camkenue cepaeuno- | BeH  (TI'B)  w/mm
B3POCJIBIX TAIUEHTOB, | COCYIUCTOMN TpoMO03IMOOIIIH
MEePEHECIITNX CMEPTHOCTH y | merodnoi aprepuu
IUIAHOBOE  TOTajbHOE | B3pocibix manueHToB | (TIJIA) u
SH/IONPOTE3UPOBAHUE | C HEKJIAMaHHOH | mpoduiakTruka
Ta300eAPCHHOTO ¢udpmwuIsIUCHt CMEPTENIEHBIX HCXOJIOB,
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cycraBa WA
TOTAJIBHOE
SHOMPOTE3UPOBAHUE

KOJICHHOT'O CyCTaBa

MpeACcepAUi U OTHUM
WA Ooiee

(axTopamu pucka

BBI3BIBACMBIX OTHMU

3a00JI€BaHUSAMU

Hapywenus co cmoponul kposu u

JzuquamuueCKoﬁ cucmemsl.

aHeMUs HEYacTo 4acTo HEYacTo
CHIDKEHHE YPOBHSI FeMOTJIO0OMHA | 4acTo HEYacTo HEU3BECTHO
TPOMOOLIMTONIEHUS peaxo HEYacTo peaxo
CHIDKEHHE TeMaTOKpHUTa HEYacTo penko HEU3BECTHO
HelTporieHus * HEU3BECTHO HEU3BECTHO HEU3BECTHO
arpa”yJjaouuTo3* HEU3BECTHO HEU3BECTHO HEU3BECTHO
Hapywenus co cmoponvl ummynHot cucmembi:

peakuuu HEYacTo HEYacTo HEYacTo
THIIEPYyBCTBUTEIBHOCTH

KOXHasl ChIb peaxo HEYacTo HEYacTo
KOXKHBIN 3y peaxo HEYacTo HEYacTo
aHa(uIaKTHYECKas peaKIus peaxo penko peaxo
AHTHOHEBPOTUYECKHI OTEK peaxo penko peaxo
KparnuBHULIA peaxo penko peaxo
OpoHxocnasm HEU3BECTHO HEU3BECTHO HEU3BECTHO
Hapywenus co cmoponwl nepénoti cucmemv:

BHYTPUYEPEITHOE KPOBOTEUEHUE | PEAKO HEYacTo peaxo
Hapywenus co cmopoHul cocy0os:

reMaroma HEYacTo HEYacTo HEYacTo
KpOBOTEUYEHHE peaxo HEYacTo HEYacTo
KPOBOTEUEHHE U3 PaHBI HEYacTo - -

Hapywenus co cmoponul ovixamenvhoti cucmemsbl, Op2aHo8 2pyOHOU KIemKU U CPe0OCMeHUs:

HOCOBOC KPOBOTCYCHHC

HCYacToO

qacTo

qacCTo

KpOBOXapKaHbe

penko

HCYaCTO

HCYacToO

Kenyoouno-Kuuieynvie HapyuleHus:
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KCJIIY JOYHO-KHUIIICYHBIC HCYaCcToO qacTo qacCTo

KPOBOTEUECHUS

00J1b B )KUBOTE penko 4acTo HEYacTo
nuapes HEYacTo 4acTo HEYacTo
JUCTIETICUS penKo 4acTo 4acTo
TOILHOTA HEYacTo 4acTo HEYacTo
pEKTaIbHbIE KPOBOTCUCHUSA HEYacTo HEYacTo 4acTo
reMOPPOUIAIbHBIE HEYacTo HEYacTo HEYacTo
KpPOBOTECYECHUSA

U3BA3BICHUE CIIM3UCTOM | PEeKO HEYacTo HEYacTo

ooomouku JKKT, B ToM umcie

sA3Ba IMUIICBOJa

ractpos3odarur penko HEYacTo HEYacTo

ractpoa3odareanbHas penko HEYacTo HEYacTo

pedurokcHas 601e3Hb

pBOTa HCYacCToO HECYACTO HCYacCToO

nucarus penKo HEYacTo penKo

HapymeHuﬂ CO CMOpPOHbL ne4erHu u cheﬂlleebZGOC)}lwux nymeﬁ

HapylIeHue (bYHKIUH | 9acTo HeJyacTo HEe4yacTo
NCYCHN/OTKIIOHEHHE OT HOPMBI
nokazatenss  (yHKIMOHAJIbHOU

POOBI TEYCHH

IIOBBIIICHUEC AKTUBHOCTH | HEYACTO HEYacTo HEYacToO

ATaHMHAMUHOTpPaHC(Epas3bl

ITOBBIIICHUC AKTUBHOCTH | HCYACTO HCYaCTO HCYacToO

acrapTaTaMHHOTpaHC(epasbl

ITOBBIIICHUEC AKTUBHOCTH | HEYACTO PEAKO HEYacToO

«IMEYCHOYHBIX)» TpaHCaMHWHa3

runepOnIupyOnHeMus HEYacTo penko HEU3BECTHO

Hzmenenus co CNMOPOHbL KOJKCU U NOOKONCHLIX MKAHEIL:
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KOYKHBII reMOpparu4ecKuil | He4acTo 4acTo 4acTo
CUHIPOM
anonenus® HEU3BECTHO HEU3BECTHO HEU3BECTHO

Hapymeﬂuﬂ CO CMOpPOHbL MblmeLIHOIZ, CKenemHol U COeCOUHUMENbHOU MKAHU.!

remMapTpo3 HEYacTo penko HEYacTo
H3zmenenuss co cmopomnsl nouex u Mouegbl800AuUX Nymeli:

YpOreHHUTaJIbHbIE KPOBOTEUEHUS, | HEUYACTO 4acTo 4acTo
B T.4. TeMaTypus

Obwue HapyuwieHus U peakyuu 8 mecme 66€0eHUs.:

KPOBOTEUYECHHUS u3 MecTa | peIKo penko peaxo
UHBEKIIUU

KPOBOTEUEHUS u3 MECTa | peIKO penko peaxo
BBEJICHUS KaTeTepa

KPOBSIHUCTOE OTJIENIsIeMOe peaxo - -
Tpaemvl, unmokcuxayus u 0CI0HCHEHUS NPoYeoyp:

MOCTTpaBMaTHUECKOe HEYacTo penko HEYacTo
KpOBOTEUYEHHE

KPOBOTEUECHUS u3 MECTa | peIKO penko peaxo
OMEPalMOHHOI0 JOCTYyIIa

reMaromMa II0CJI€ BBIMOJIHEHUS | HEYacTO - -
MPOLIEAYPBI

KPOBOTEUYECHHE 1ocJIe | HE4acTo - -
BBITIOJTHEHUS IPOIIETyPhI

aHeMHUsl TOCIeonepauoHHas peaxo - -
OTJIETISIEMOE TI0CJIE BBIIOIHEHUS | HEYACTO - -
MPOLIEAYPBI

CEKpeLHsl U3 paHbl HEYacTo - -

Xupypeuueckue u meOuyuHckue npoyeoypwi:

JpEeHaXX paHbl peaxo - -
JpPEHa)X TIOCJI€  BBIMOJHEHHUS | pEIKO - -
MPOLIEAYPBI
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* JlaHHBIC HEXKENATeNbHBIC pEaKIWHW He OBIIM 3aperHCTPUPOBAHBI B KIMHHYECKHX
UCTIBITAHUAX  KaK  HEXKENaTeNbHble peakiuu  (TOJIbKO  1MoOouHBIe 3 PEKTH);
CJIEZIOBATENIbHO, YACTOTA HE MOXKET OBITh PaCCUMTAHA.

PacdueT gacTOTHI HEXEIATEIIHFHBIX peaKuHﬁ OCHOBAH Ha IMMOCTMAapKETUHI'OBOM OIIBITEC.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

Baxxno cooOmaTh 0 MOA03peBaeMbIX HEXKENaTeIbHBIX PEAKIHUSAX IOCIE PErucTparuu
npernapara ¢ LeJblo o0ecreyeHus] HeMPepbIBHOIO MOHUTOPUHIA COOTHOILLIEHUS «I10J1b3a —
PUCK» JIEKQpCTBEHHOTO Tmpemnapara. MeIUIMHCKAM pa0OTHUKAM PEKOMEH]IYeTCS
coo0mares 0 IOOBIX TMOJ03PEBAEMBIX HEXKETATeNbHBIX PEAKIUAX JIEKAPCTBEHHOTO
mpenapaTta 4epe3 HalMOHAIbHBIE CHCTEMbI COOOLIEHUS O HEXENaTeNbHBIX PEaKIUIX

rOCyIapCTB — WICHOB EBpa3uiickoro S5KOHOMHUYECKOTO COI03a:

Poccuiickasa ®@eoepayus:

109012, MockBa, CnaBsgHcKas II0manb, 1. 4, cTp. 1

®denepanbHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
Tenedon: +7-495-698-45-38, +7-499-578-02-30

dakc: +7-495-698-15-73

DnekTpoHHas rmoyta: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

Pecnybnuxa benapyco:
220037, r. Musnck, ToBapuilieckuii nep., 2a
PecniyOnukanckoe yautapaoe npeanpusitie «L{eHTp sxcrepTu3 u ucrbITaHui

3paBOOXpaHeHN» MUHUCTEpCTBa 3apaBooxpaHeHus Pecnyoimku benapych

Tenedon/Paxc: +375-17-242-00-29

DnekTpoHHas nmoyrta: repl@rceth.by
http:// www.rceth.by

Pecnybnuxa Kazaxcman:

010000, r. Acrana, paiion baiikonslp, yi. A. Umanosa, 13 (BL] «Hypcayner 2»)

PI'TT na IIXB «HaunonanbHbiii LleHTp SKCHEpTU3bl JIEKAPCTBEHHBIX CPEACTB U
MEAMIMHCKUX u3Aenui» Komurera MenMIMHCKOTO U (papManeBTUYECKOr0 KOHTPOJIS

MunucrepceTBa 3apaBooxpanenus Pecryonuku Kazaxcran

Tenedon: +7 (7172) 78-98-28
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4.9. Ilepeno3npoBka

CuMnOTOMBI

Ho3bel  mpenapata [IPAJIAKCA, mnpeBblmamonme peKOMEHAYeMble, TMPUBOISIT K
MOBBILIEHUIO pPUCKAa KPOBOTEUEHUS Y MALlMEHTA.

Jleuenue

B cnywae mono3peHuss Ha NEpPEeNO3UPOBKY KOAryJsILMOHHBIE TECThl MOTYT MOMOYb
OTpeNeTUTh PHUCK KpoBoTedeHUs (cM. pasgensl 4.4 wu  5.1). KamubpoanHbIi
KonuuecTBeHHbIH TecT (pTB) mnm noBTopHble M3MepeHus pTB naroT BO3MOXHOCTH
IPOTHO3UPOBATh BpeMs, Korjaa OyIyT JOCTHUTHYTHI ONpE/eICHHbIe YPOBHU Jda0urarpaHa
(cM. pazmen 5.1), Takke B Ka4€CTBE JOTOTHUTEILHON MEPHI MOJKHO Ha4yaTh JHAIIN3.
UpesmepHasi aHTHUKOAryJislus MOXET MOoTpeO0oBaTh BPEMEHHOIO MPEKpAIICHUs JICYCHUS
npenapatom ITPAJIAKCA. Ilockonbky naburaTpan B OCHOBHOM BBIBOJUTCS MOYKAMHU,
cleyeT NOAAEpKUBATh aJeKBaTHBIN Auype3. B cBA3M ¢ T€M, UTO CTENEHb CBA3BIBAHUS C
OenkaMHu MJa3Mbl KpOBU HHU3Kasl, JaOUraTpaH MOXET BBIBOAUTHCS C MOMOUIBIO AMANU3A;
KJIMHAYECKHUI OMBIT, JEMOHCTPUPYIOIINI MOJIb3y MPUMEHEHHS AUAIN3a B KIMHUYECKUX
WCCJICIOBAHMIX, OTPaHUUeH (CM. pazjaen 5.2).

Jleuenue kposomeuenuu

B ciyuae remopparuueckux ocnoxkHeHui jedeHue npemnaparom [IPAJIAKCA cnenyer
MIPEKPaTUTh U YCTAHOBUTh MCTOYHUK KPOBOTEUEHUSA. B 3aBUCHMOCTH OT KIMHUYECKOMN
CUTyallUl CIEAYyeT MHCIIOJIb30BaTh COOTBETCTBYIOIME MOIAEPKUBAIOIINE METObI
JIEYEHUs1, HalIpUMep, XUPYPrUUecKuid remocras wim BoccraHoieHue OLIK, no pemnienuro
Bpaya.

g cutyaumii, korna TpeOyercs ObICTpOe yCTpaHEHHE aHTHKOATYJISSHTHOW aKTHUBHOCTH,
CyLIecTByeT  cHenu(HUuecKuil  aHTaroHUuCT  (apMaKOJAMHAMHYECKOTo  JIEHCTBUSA
naburatpana, npemapar IIPAKCBAWH]I (umapyuusymab), BBEJEHHE KOTOPOIO
MO3BOJISIET HEUTPAIM30BaTh aHTUKOATYJITHTHBIN ¢ dexT npemapara [IPAJTAKCA.
MoxHO paccMOTpeTh 1LeNecO0O0pa3HOCTh MPUMEHEHHs] KOHIEHTPaToB (HaKTOpOB
CBEPTHIBAHUS KPOBH (AKTUBUPOBAHHBIX UM HE aKTUBUPOBAHHBIX ) WJIM PEKOMOWHAHTHOTO

¢axTopa VIla. UmeroTcst HEKOTOPBIE SKCIIEPUMEHTAIBHBIE JJAHHbIE, CBUAETENbCTBYIOIINE
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0 BO3MOXXHOCTH HX NPUMEHEHHUs I TPEKpalleHHs aHTHUKOAryJsHTHOTO 3ddekra
naburaTpaHa, HO JaHHBIE OTHOCUTENILHO UX TOJB3bl B KIMHUYECKUX CUTYAIUsIX, a TAKKE
OTHOCUTEIIbHO BO3MOXXHOTO PHCKA PUKOIIETHOW TPOMOOIMOONIMM OYEHBH OTPaHUYCHBI.
Pe3ynbTarhl KOaryJasiMOHHBIX TECTOB MOTYT CTaTh HEAOCTOBEPHBIMH TTOCIIC PUMECHECHHS
MpeyiaraéMbIX KOHIIEHTPaTOB (PaKkTOpoB CBepThIBaHUS KpoBU. CremyeT coOmoaaTh
OCTOPOXKHOCTh TIpU HUHTEPIIPETallMd JITHX TECTOB. Takxke CcleayeT CcoOIroaarh
OCTOPOXKHOCTh TMPU TMPUMEHEHUH KOHIIEHTPATOB TPOMOOIMTOB TpPU HAIWYUH
TPOMOOIIUTONIEHUH WJIA TIPUMEHEHUM aHTHArPETaHTHBIX JICKAPCTBEHHBIX CPEACTB
JUTUTEIIBHOTO JIEUCTBHS. Bce cuMnTroMmaTHdeckoe JIeueHrne MPOBOIAT 1O PEIICHHUIO Bpaya.
B ciydyae 3HaUMTENBHOrO KPOBOTEUEHUS CIEIYET PACCMOTPETh BOMPOC O KOHCYJIbTALUU
CIIELHATMCTa IO TeMOoCTa3y (MpU HATMYUU JAHHOTO CTICIHAIINCTA).

5. ®PAPMAKOJIOT'MYECKHUE CBOMCTBA

5.1. ®apmakoauHaMu4ecKue CBOCTBA

dapMakoTepaneBTUYECKass  TpyINa:  aHTHTPOMOOTHYECKHE  CpPEACTBa;  IMPSMbIC
UHTUOUTOPHI TPOMOUHA

Kong ATX: BOIAEO7

MexaHu3M IeHCTBUS

Jaburarpana  93TEKCHJIAT  SIBIAETCS  HU3KOMOJEKYJSPHBIM, HE  00JaJaroniuM
(apMaKoIOrH4IeCKOi aKTUBHOCTHIO MPEAIIECTBEHHUKOM aKTHBHOM (hOpMBbI JaburarpaHa.
[Tocne mpuema BHYTpb JaburarpaHa 3TE€KCHJIAT OBICTPO BCACBIBAETCA B JKEITYJIOUYHO-
kumedHoM Tpakte (OKKT) u, mytem ruaponusa, kKatau3upyeMoro 3cTepa3aMu, B IEYCHU
U IJ1a3Me KpOBHM IIpeBpamiaercs B jpaburartpad. JlaOuraTpaH sIBIS€TCS MOIIHBIM
KOHKYPEHTHBIM OOpaTHUMBIM MPSMBIM MHTHOUTOPOM TPOMOWHA U OCHOBHBIM aKTHBHBIM
BEIIECTBOM B IJIa3Me KPOBH.

Tak xak TpoMOWH (cepuHOBas MpoOTea3a) B TPOLECCE KOATyJSIUU TpeBpaIiacT
¢ubpunoren B GuUOpPHH, yTHETEHUE aKTUBHOCTH TPOMOHMHA IMPENATCTBYET 00pa30BaHHIO
Tpomba. /laburarpan oka3bpiBaeT MHIHOUpYIOIIEe BO3/IEHiCTBUE Ha CBOOOIHBIA TPOMOUH,
TPOMOWH, CBSI3aHHBIN C (PUOPUHOBBIM CT'YCTKOM, M BBI3BAaHHYIO TPOMOMHOM arperamuio
TPOMOOITHUTOB.

dapmakoauHamuyeckue d3PPeKTol
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B skcnepuMeHTalbHBIX UCCIEIOBAaHUSAX HA PA3IUYHBIX MOJAEINSAX Tpombo3a in vivo U ex
ViVO TIOATBEPKIEHO aHTUTPOMOOTHYECKOE JIEHCTBHE M AHTHUKOATyJITHTHAas aKTUBHOCTb
naburaTpaHa 1mocyie BHyTPUBEHHOTO BBEJCHHS U JabuUraTpaHa dTEKCHiIaTa — mocie npuemMa
BHYTPb.

YcraHoBneHa npsiMasi KOppessinus MeKy KOHIIGHTpaluel 1aburarpana B Iiia3mMe KpoBU
U BBIPOKEHHOCTBIO  AHTUKOATyJIsHTHOro  »(dexrta.  [aOurarpan  ymiIvHSET
aKTUBUPOBAHHOE YacTU4HOE TpomOoractuHoBoe Bpems (AUTB), sxkapuHoBoe Bpems
ceepteiBanus (OBC) u tpombunoBoe Bpems (TB).

Ipogpunaxmuxa eeno3nvix mpomobosmoonuti (BT3) nocie snoonpome3uposanus KPYnHvix
cycmaesoe

Pe3ynbraThl KIMHUYECKUX HCCIEIOBAHUN Yy MAIMEHTOB, MEPEHECUINX OPTONEANYECKHE
orepanud — SHIONPOTE3UPOBAHUE KOJEHHOTO U Ta300€ApEHHOr0 CyCTaBOB, —
MOJTBEPAUIIN COXpaHEHHE TapaMeTPOB F'eMOCTa3a U 3KBUBAJICHTHOCTh IPUMEHEHHUS 75 MT
win 110 mr gaburatpana sTekcuiaTa yepe3 1—4 yaca mocie omnepanuu ¥ Mocieayromen
nojuepkuBatonieid 10361 150 mr wim 220 mr 1 pa3 B cyTku B Teuenue 6—10 nueit (mpu
omepanry Ha KOJCHHOM cycTaBe) W 28-35 mHeir (Ha Ta300eIpeHHOM CYCTaBe), IO
CpPaBHEHHUIO C HYHOKcanapuHoM B 03¢ 40 Mr 1 pa3 B CyTKH, KOTOPBIA IPUMEHSIIN HAKAaHYHE
U TI0CJIE OTIEpaIUH.

[TokazaHa SKBHBaJCHTHOCTb aHTHUTPOMOOTHYECKOro 3¢ddexra maburarpana sTekcuiata
npu npuMmeHeHud 150 mr wim 220 Mr Mo CpaBHEHHIO ¢ SHOKcanapuHoM B 103e 40 mr B
CYTKH MPHU OIIEHKE OCHOBHOM KOHEYHOU TOUKH, KOTOpask BKJIIOUAET BCE CIIy4al BEHO3HBIX
TPOMOOIMOOIHI U CMEPTHOCTD OT JIOOBIX PUYHH.

Ipogpunraxmuxa uncyioma u cUCMmeMHbIX mpoMOoIMO0IUL Y nayueHmos ¢ uopuiiayue
npeocepoulti

[Ipu pnutenbHOM, B cpeaHeM oOkosio 20 MecsleB, NMPUMEHEHHH Yy TMAIMEHTOB C
bubpuiusueld mpeAcepArii U ¢ YMEPEHHBIM WM BBICOKMM PHCKOM HHCYJIbTA WA
CUCTEMHBIX TPOMO03MOOIHH OBLITO TTOKa3aHO, YTO Jadurarpana sTekcuiar B qoze 110 mr,
Ha3HA4YCHHBIK 2 pa3a B CyTKH, He ycrynaa BapdapuHy 1o 3PGEeKTHBHOCTH
MPEI0TBPAIIECHUS HHCYIbTA U CUCTEMHBIX TPOMOOIMOOIINIA Y MAITUEHTORB ¢ PuOpUIIsIeit
npefcepAnid; Takke B Tpymmne gaburarpaHa ObJIO OTMEYEHO CHIDKEHHE pHCKa

BHYTPHUEPEITHBIX KPOBOTEUEHUI 1 00mIel yacToThl kpoBoTeueHuil. [Ipumenenue 6onee

[Hara yrtBepxkaenus 17.02.2023

60



BBICOKOM 1103b1 mpemapata (150 Mr 2 pa3a B CyTKH) JOCTOBEPHO CHHXKAIO PHUCK
UIIEMUYECKOTO U Te€MOPPAaru4eckoro HMHCYJIbTOB, CEPAEYHO-COCYAMCTON CMEPTHOCTH,
BHYTPHUEPEITHBIX KPOBOTEUYEHUH M OOIIEel 4acTOThl KPOBOTEUEHUH IO CPaBHEHUIO C
BaphapuHoM. MeHbias A03a jgaduraTpaHa XapaKTepHU30Ballach CYIIECTBEHHO OoJjee
HU3KUM PUCKOM OOJIBIINX KPOBOTEUEHUH MO0 CPABHEHHIO C Bap(hapHHOM.

YucTtelid KMMHUYECKUH 3((EKT OIEHHMBAJICS MyTEeM ONpeAeieHUs KOMOMHHPOBAHHOM
KOHEYHOW TOYKHM, BKJIIOYABIICH YaCTOTy MHCYJIbTa, CHUCTEMHBIX TpPOMOOIMOOINH,
JIETOYHBIX TPOMO0IMOOJUH, oOcTporo HH(MAPKTa MHUOKApJa, CEepACYHO-COCYIAUCTON
CMEPTHOCTH U OOJIBIINX KPOBOTECUEHUH.

EsxeropHas yacToTa nepeyrcieHHBIX COOBITHH y MAIlMeHTOB, MOMYYaBIIuX Aa0UraTpaHa
3TEeKCcUJaT, OblIa HIDKE, YeM y MAIlMEHTOB, MOMyYaBIIuX Bap(papuH.

W3meHeHus B 1abOpaTOpHBIX MOKa3aTeNsIX (YHKIMH MEUYEeHU Y MalUeHTOB, MOJy4aBIINX
JaburarpaHa dSTEKCWIAT, OTMEYAINCh CO CPAaBHUMOW WM MEHBIIEH 4YacTOTOW 10
CPaBHEHHIO C MAallMEHTaMH, ITOJyYaBIIUMU BappapuH.

JlonomHUTENbHOE U3yUeHHE TaburaTpaHa 3TeKCUiIaTa B HabI0aTelbHbBIX HCCIIEIOBAHUSIX
y TMauueHToB ¢ GubOpwusinued mpencepauil CBUAETENbCTBYET, YTO MOKa3aTelH
s dexTuBHOCTH M O€30MaCHOCTH Tpernapara B KIMHUYECKONW MPAKTUKE COOTBETCTBYIOT
pe3ynbTataM paHJOMHU3UPOBAHHBIX UCCIEIOBAHNM.

PesynpTaTel nmpocnekTMBHOrO paHpomusupoBaHHoro ucciaeposanus RE-CIRCUIT
MPOJEMOHCTPUPOBAINA, YTO BBINOJIHEHHE KaTeTepHOM abjmanmuu y NaIlUeHTOB C
MAapOKCU3MAIIBHOW WJIM TIEPCUCTUPYIOMICH (UOPWILIAIINEH MpeAcepanid, MOTydYaromnux
HENPEePBIBHBIN Kypc madurarpana stekcuiata B 1o3e 150 mr (1 kancyna) 2 pasza B CyTKH,
XapaKTepu3yeTcs MEHBIIUM PUCKOM OOJIBIINX KPOBOTEUECHUH B CPABHEHUH C MAIIIEHTAMH,
y KOTOPBIX TMpollelypa BBIMOJHsUIaCh Ha (OHE HEMpephIBHOTO Kypca BapdapuHa.
Paznuumii Mexay rpynmamMu cpaBHEHUS B OTHOIIEHMHM 4YacTOThl KOMOMHHPOBAHHOM
KOHEYHOW TOYKH, BKJIIOYAIOUICH HHCYJBTHI, CHCTEMHBIC SMOOIMU WM TPAH3UTOPHBIC
UIIIEMUYECKUE aTaKu, BBISBICHO HE ObLIO.

PesynbTarel  OTKphITOrO  pangomuszupoBaHHoro uccienoBanus RE-DUAL  PCI
MIPOJIEMOHCTPUPOBAJIM, YTO IPUMEHEHHE Jaburarpana sTekcuiiata B go3e 150 mr 2 pasza B
cyTkd, 6o B mo3ze 110 Mr 2 pa3a B CyTKM B KOMOWHAIMM C KIIOMUAOTPEIIOM MU

TUKarpeJiopoM y MAaIMEeHTOB C HEKJIAaaHHON (uOpMUIIIUel mpeacepanii, nepeHecunx
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YPECKOKHOE KOPOHAPHOE BMEIIATENIbCTBO CO CTEHTUPOBAHUEM, XapaKTepHU3yeTcs
MEHBIIINM PHUCKOM Pa3BHUTHsI TEPBHUYHOM KOHEUHOW TOYKU (OONBbIIME W KIMHUYECKH
3HaYMMble KpoBoTeueHus no knaccudukamuu ISTH) B cpaBHeHHH ¢ KOMOMHUPOBAaHHOU
Tepanuel, BKIoyaromeil B cebs BapdapuH B COYETAHMM C KIOMHAOTPEIOM WM
tukarpeisopom u ACK. [Ipu 3ToM B OTHOIIEHHMH KOMOWHUPOBAHHOM KOHEYHOW TOYKH
3 PEKTUBHOCTH, BKIIOYABIICH B ce0s1 cMEpTh, TPOMO03MOOIHUECKUE COObITHS (MH(pAPKT
MHUOKap/a, WHCYJbT WIA CHCTEMHBIE SMOOJHMH), JIMOO HE3alUIAHUPOBAHHYIO
peBackyisipu3annio, OObEAMHEHHAs TpyIa M[alueHTOB, MOJIy4aBIIUX JadurarpaHa
srekcwiat (00e J03bI Mpenapara) B KOMOWHAIIMK C KJIOMUOTPEIOM WU THKArpeiopoM,
He ycTymnana mo 3¢G(EeKTHBHOCTH TPYIIE MAUEHTOB, MOMYyYaBIINX KOMOHMHHPOBAHHYIO
Tepanuio Bap(hapuHOM B COYETAHUU C KIOMUIOTpesioM uin tukarpesnopom u ACK.
IIpogunaxmuxa mpom602mM601ULL Y NAYUEHIMOS8 C NPOME3UPOBAHHBIMU KIANAHAMU CepOya
B xone kimHMueckux uccienoBanuii ¢asel I npumenenus naburarpana u Bapdapuna y
MAIMEHTOB, IEPEHECIINX OTEPAITUIO 110 3aMEHE KJIamaHa cepia MEXaHHYECKUM MPOTE30M
(HeaBHO MPOBEICHHBIC OTIEPAIIMU U OTIEPaIliH, POBEICHHBIC OoJiee 3-X MeCsIeB Ha3am),
OBLIO BBISIBJICHO TMOBBIIICHUE YaCTOTHI TPOMOOIMOOIHI M OOIETr0 Ynciia KpOBOTECUCHHI
(MpeuMyIeCTBEHHO 3a CYEeT MalbIX KPOBOTEUYEHHUU) Yy MAlMEHTOB, IMOJyYaBIIMX
naburaTpaHa OJTEeKCWJIAT. B paHHEM MOCIEONepalliOHHOM TepuoAe  OOJbIIHe
KPOBOTEUCHHSI B OCHOBHOM XapaKTEPH30BAINCH TEMOPPArHUECKUM BBITIOTOM B TIEpUKAP/I,
O0COOEHHO y TMAaIMEHTOB, KOTOPBIM Ja0uraTpaHa STEKCWIAaT ObUI HAa3HAYCH B pPaHHEM
nepuoze (Ha 3 JeHb) Mmociie XUPYPruueckoil 3aMeHbl KJIaaHOB cep/la.

Jlewenue ocmpoeo mpombosa enyookux een (TI'B) u/unu mpomb6osImMOOIUU T1€20UHOU
apmepuu (TOJIA) u npogurakmuxa cmepmenbHbiX UCX0008, BbI3bIBACMBIX IMUMU
3a601e6aHuAMU

Pe3ynbTarhl KIIMHUYECKUX MCCIIEAOBAHHH Y MAIIMEHTOB ¢ HamuueM octporo TI'B w/umm
TOJIA, KOTOpBIE MEPBOHAYAIBHO TMOYYald MAapeHTEPAIBHYIO TEpAlHi0 B TCUCHHUE, KaK
MUHUMYM, 5 JHEH, TOATBEpAWIM, YTO Ja0urarpana JsTekcwiaaT B no3e 150 wr,
Ha3HAYCHHBIN 2 pa3a B CYTKH, HE ycTynan Bapdapuny 1o 3(pQGeKTUBHOCTH B OTHOIICHUH
CHIDKEHHUS YacTOThl peruauBupyromniero cumnromarundeckoro TI'B w/mmm TOJIA u

CJIy4aeB CMEPTH, 0OYCIIOBIEHHBIX ATUMHU 3a00JIEBaHUSMH, HA TPOTHKEHUN 6-MECIUYHOTO
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nepuoja JjedeHus. Y MalMeHTOB, MOJyYaBIIUX JaOuraTpaHa 3TEKCHUJIAT, KPOBOTECUCHHUS
OTMEUAIIUCh 3HAYUTENBHO PeXe, YEM Y TAI[UEeHTOB, TOTY4YaBIINX BappapuH.

Yacrora pa3BuTusa UH(ApKTa MUOKapa BO BCEX MPOBOJUMBIX HCCIeAoBaHusAX pu BTO,
BO BCEX JICUEOHBIX TPyIIax Obljia HU3KOM.

Tlokaszamenu ¢pynkyuu nevenu

B wuccnenoBaHusix ¢ MPUMEHEHHEM AaKTHUBHBIX MpENapaTtoB CPaBHEHUS BO3MOKHBIE
U3MEHEHHUs TIOKa3aTeleld (YHKIMM TEYeHH BO3HUKAIM Yy TMAalMEHTOB, MOIyYaBIINX
JaburarpaHa STEKCHJIaT, CO CPAaBHMMOW WJIM MEHBIIEH YacTOTOW, YeM Y TMallUEeHTOB,
nosydyaBmux BapdapuH. B wuccnegoBaHuu ¢ miuanedo CyIIeCTBEHHOTO pa3ivyus B
OTHOIICHUM W3MEHEHHWH TMoKa3zaTeneil (YHKUMM TIeUYeHH, BO3MOXKHO HMMEIOLINX
KIIMHUYECKOe 3HaUEHUE, MEXKIy TpyINIaMu ¢ IpUMEHEeHHeM fgaburatpaHa u roianebo He
O0TMEYaJIOCh.

Ilpogpunakmuxa  peyuousupyrowezo  mpombosza  enyooxux een (TI'B)  u/unu
mpombosmbonuu neeounot apmepuu (12JIA) u cmepmenvHbIX UCX0008, BbI3bIBAEMBIX
IMUMU 3a001€6AHUAMU

Pe3ynbpTaThl KIMHUYECKOTO HCCIEIOBAHUSA y MAlMEHTOB ¢ peuuauBupytomum TI'B u
TOJIA, yxe monydaBmux B T€UEHUE OT 3 10 12 Mecs1eB aHTUKOATYJISIHTHYIO TEPAIUIO U
HYKJABIINXCS B €€ MPOIOJDKEHUH, TIOITBEPIUIIH, UTO JICUeHUE TabUraTpaHa 3TeKCHIaTOM
B 03¢ 150 Mr 2 pasza B cyTkH He ycTynaio JieueoHomy 3¢ddexry Bapdapuna (p=0,0135).
VY manuMeHToB, NONydYaBIIMX Ja0urarpaHa JTEKCHJIAT, KPOBOTEUEHHUS OTMeEyauCh
3HAYUTENIbHO peXe, YeM y MaIlMeHTOB, MOIy4YaBIINX Bap(papuH.

B uccinenoBanum cpaBHEHUs Ja0urarpaHa dTEKCWiIaTa C Ianebo y MalHueHTOB, YXKe
NOJy4YaBIIUX B TedeHHe OoT 6 10 18 wmecsueB aHTaroHUCThl BUTamMuHa K, OBLIO
YCTAaHOBJICHO, YTO Ja0urarpaH MPEBOCXOAMJI TUIale00 B OTHOMICHWU MPO(UIAKTHKA
peuuauBupytomero cuMmnromarnueckoro TI'B/TOJIA, Bkimtouas ciaydad CMEpPTH OT
HEYCTAHOBJICHHON IPUYMHBI; CHU)KEHHME DPHUCKA 3a IEpUOJ JIeYEHHs cocTaBuio 92%
(p<0,0001).

Yacrora pa3Butus nH(papkTa MUOKapa BO BCEX MPOBOAUMBIX HccienoBanusx mpu BTO
BO BCEX JICUEOHBIX TPyIIax Obljia HU3KOM.

Tokazamenu ¢pynkyuu nevenu
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B wuccrnenoBaHusix ¢ NpPUMEHEHHEM AaKTHUBHBIX IpPENapaToB CpPaBHEHHUS BO3MOXKHBIE
U3MEHEHMs TOKazaresned (yHKIMM TeueHH BO3HHKAJIM Y MAIMEHTOB, IOJIYYaBIIMX
nadurarpaHa 3TEKCWJIAT, CO CPaBHUMOM WJIM MEHbBIICH 4acTOTOH, 4eM y MHalMeHTOB,
nosydaBmux BapdapuH. B wuccnegoBaHuu ¢ muanebo CyIIeCTBEHHOTO pas3iuyus B
OTHOIIEHMH W3MEHEHHM ToKa3aTened (YHKIMM TE€YeHH, BO3MOXKHO HMEIOLIUX
KJIMHUYECKOE 3HAUYEeHUE, MEXIy TpyliaMu ¢ IpUMEHeHHeM AadurarpaHa u mianedo He
OTMEYAJIOCh.

5.2. @apmakoknHeTHYECKHE CBOMCTBA

[Tocne mpuema BHYTph JaburaTpaHa 3TEKCHUIAT OBICTPO W MOJHOCTBIO MPEBPAIAETCS B
nadurarpaH, KOTOpBIM SIBISieTCS aKTMBHOM (opMmol B IuiazmMe KpoBH. Pacmienenue
npoJieKapcTBa JaburarpaHa S3TEKCHJIaTa C IOMOINBIO KaTaJU3UPYyeMOIo 3CTepa3on
TUApPONIN3a 10 JEHCTBYIOIIEro BellecTBa Ja0urarpaHa sBISETCS Mpeoliafgaroniei
MeTaboINYecKOr peakiue. AOCOoMOTHAsS OMOIOCTYTHOCTh Ja0uraTpaHa mocjiae mpruema
BHYTpb npenapara [IPAJIAKCA cocrasnsna npubnusurensHo 6,5%.

Ilocne mnpuema BHyTpsb mnpenapata IIPAJIAKCA y 310poBbIX J00pOBOJBLIEB
dbapMakOKMHETHYECKU Tpoduib naduraTpaHa B IUIa3Me€ KPOBH XapaKTEpU3YETCS
OBICTPBIM YBEJIIMUECHUEM TJIA3MEHHBIX KOHIICHTPAUHA ¢ TOCTHREHUEM Cmax B TeueHue 0,5
u 2,0 yacoB mocJje npuema npemnapara.

AOGcopbuus

HccnenoBanne, B KOTOPOM OILICHMBAJIM BcachlBaHWE Ja0urarpaHa »JTeKcusara B
MOCIICONEePAIIMOHHOM Tiepuojie yepe3 1-3 yaca mocie Xupypruyeckoro BMeEIIaTeNlbCTBa,
II0KAa3aJI0 OTHOCUTEJIBHO HU3KYIO CKOPOCTh BCAChIBaHMsI 10 CPABHEHHIO C BCACBIBAHUEM Y
310poBBIX  100poBoibleB, AUC xapakTepusyeTcs IOCTENEHHBIM IOBBIIICHHEM
aMIUTUTY bl O€3 MOSIBICHUS BBICOKOTO TUKa KOHLEHTPALUH B 1a3Me. Cax B TJIa3Me KPOBU
JocTUraercs 4epe3 6 4acoB MOcjie MPUMEHEHHs Mpenapara B IOCIEONEpariiOHHOM
NEepUo/JIe 32 CUET BIUSHUS TaKUX COMYTCTBYIOUINX (paKTOPOB, Kak aHecTe3us, nape3 KKT
U BBINOJIHEHUE XUPYPTrUUECKOro BMEIIATEeIbCTBA HE3aBUCUMO OT JIEKApCTBEHHOH (hOPMBI
npenapata. JlanpHeilliee uccienoBaHHEe IOKa3alo, YTO MEUIEHHOE U OTCPOUYEHHOE
BCachIBaHHE OOBIYHO HAOJIOJAEeTCs TOJIBKO B JIEHb XUPYPrUUYECKOro BMeEIIAaTelIbCTBa. B
NOCJIEAYIOIIUE THU BCachblBaHUE JaOUTaTpaHa MPOUCXOIUT OBICTPO, ¢ JOCTHKEHHEM Crnax

B IUTa3M€E KPOBHU 4epes3 2 yaca [ociie puema rnpemnapara.
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[Tpuiem numum He BIUSET HA OMOJOCTYITHOCTh Aa0urarpaHa 3TeKCuiIaTa, HO 3a/1epKUBaeT
BpeMsl TOCTHKEHUS Cmax B IUIa3ME KPOBHU Ha 2 yaca.

Cinax 1 AUC ObUIH IPOTIOPIIMOHANBHEI 103€.

[Ipu mepopanbHOM mpuemMe mneieT 0e3 ruapoxrcurnponmMerrieuroiao3Hon (I'TIMLI)
000JI0UKH KarcyJibl, OMOAOCTYITHOCTh MOKET BO3pacTarh Ha 75% mocie ogHOKpaTHOTO
npuema 1 Ha 37% B PaBHOBECHOM COCTOSIHUH 110 CPAaBHEHHMIO C OMOJOCTYITHOCTBIO MPU
NpUMEHEHUH pe(epeHCcHOM KarcylibHOW JekapcTBeHHOH ¢opmbl. [loaTomy cienyer
BCErJla COXpaHATh LETOCTHOCTh Karncyd u3 ['TIML] npu KIMHUYECKOM MPUMEHEHHUH IS
NPEIOTBPALCHHs CIIy4ailHOrO MOBBIIMIEHHUS OMOAOCTYNHOCTH AaOurarpaHa 3TeKcuiaTa
(cMm. pazmen 4.2).

Pacnpenenenue

Hab6mronamace Huskas (34-35%), He3aBUCHMasl OT KOHIICHTPAIIUM CTENIEHb CBSI3BIBAHUS
naburarpaHa ¢ 6enkamu 1a3Mbel KpoBu. O0beM pacrpeiesieHnst 1aduraTpana CoCTaBsieT
60—70 11 1 IPeBOCXOUT 00BbEM OOIIETO COJCPKAHUS BOJBI B OPraHU3ME, YTO yKa3bIBAET
Ha YMEPEHHOE pacrpeie]icHre qaduraTpana B TKaHSX.

Buorpancdhopmarims

Metabonu3mM © OKCKperusi jgaburatpaHa ObUIM HW3Y4Y€HBI IIOCJE OJHOKPATHOTO
BHYTPUBEHHOTO BBEJICHUSI MEYCHOTO PAJIMOAKTUBHBIM U30TOIOM AadurarpaHa 3I0pOBBIM
IOOpOBONBIIAM ~ MYKCKOro mona. Ilocie BHYTPUBEHHOTO BBEICHHS  MEUCHBIH
PaAMOaKTUBHBIM M30TOMOM JTa0UraTpaH BBHIBOAMJIICS TJIaBHBIM 00pazoM moukamu (85%).
Oxckpenus yepe3 JKKT cocraBuia 6% BBeIEHHOW N03bl. Y CTaHOBJIEHO, YTO 4epe3 168
4acoB TIOCJIE€ BBEJCHHS MEUEHOro0 paJuoakTUBHOro mnpernapata 88-94% ero no3bl
BBIBOJIUTCSI U3 OpTaHH3MA.

Jlaburarpan mojBepraeTcsi KOHBIOTHPOBAHUIO C 0Opa3oBaHUEM (PapMaKOIOTHYECKU
AKTUBHBIX AlWITIIOKYPOHUI0B. CylIECTBYIOT YEThIPE MO3UIIMOHHBIX n3omepa, 1-0, 2-0,
3-0,

4-O-anuIriIroKypoHU I, KaX/IbIi U3 KOTOPBIX cocTaBisieT MeHee 10% obero copepkanust
naburarpaHa B 1iazMe KpoBu. Ciienpl IpyTuX MEeTaOOJMTOB MOXKHO OBLTIO OOHAPYKHUTh
TOJILKO C TOMOIIBI0 BBICOKOYYBCTBUTEIBHBIX aHAJIUTHUECKUX METOA0B. Jlaburarpan
BBIBOJIUTCSI B OCHOBHOM B HEM3MEHEHHOM BHJIE C MOYOM CO CKOPOCTHIO MPUOIU3UTEIHHO

100 My1/MUH, YTO COOTBETCTBYET CKOPOCTH KJIyOOUKOBOW (DMIIbTpALIUK.
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OIMMUHALNS

KoHnnenTtpanus naburatpaHa B IJIa3Me€ CHIDKAETCS OMIKCIIOHEHIMAIILHO CO CPEIHHUM
TePMHHAILHBIM TIEPUOJIOM TONyBBIBeNEeHUsT 11 dYacoB y 3M0pOBBIX JOOPOBOJIBIICB
MOXXWIOro Bo3pacTta. [locie MHOTOKpaTHOTO TNPUMEHEHHS TEPMHUHAIBHBIA TEPHUO]]
MOJTYBBIBEJICHHUS COCTABIISLI OKOJIO 12—14 yacos. Ileprnoa monyBbeIBEICHHS HE 3aBUCENT OT
no3el. Ilepron mMONyBBIBEACHUS YATUHSETCS NPU HApyIICHUH (YHKIUU TIOYEK, CM.
«Hapymenue QyHKIUN TOYEK.

dapMaKOKMHETHKA Y 0COOBIX T'pYyHOIl TanuEHTOB

Hapywenue ¢pynkyuu novex

B uccnenoBanusx I gassl sxcnozunus (AUC) gaburarpana mocie nepopaibHOTo MprueMa
npenapata [IPAJIAKCA 6puta mpuOnu3uTensHo B 2,7 pas3a BbIIE Y J0OPOBOJIBLEB C
yMmepeHHo moueyHoi HemocrarouHocThio (KK 30-50 mi/mMMH) MO cpaBHEHHIO C
AKCTIO3UIMEN JaburarpaHa y 100poBOJIBIEB O€3 TOUEUHON HETOCTATOYHOCTH.

Y HeOoNbIIOTO KOIWYEeCTBA JOOPOBOJNBIIEB C TSDKEIOH CTEMEHBIO IMOYEYHOU
HepocratouHoctd (KK  10-30 wmu/mun) skcenosunius (AUC) pmaburarpana Obuia
npuOIM3UTENBHO B 6 pa3 BhIIIE, a MEPUOJI TOTYBBIBECHUS — MPUOIU3UTENBHO B 2 pa3a
JUIMHHEE 110 CPAaBHEHMIO C MOMYJISAIMEN NaleHToB 0e3 MOYeyHON HeT0CTaTOYHOCTH (CM.
paznensi 4.2, 4.3 u 4.4).

[Tepuron mosryBeIBeieHUsT O0IIETO Ja0UraTpaHa y 30pPOBBIX MAIMEHTOB U y TAI[UEHTOB C
HapylieHneM (QyHKIUU TOYeK:

Ta6muma 11. Tleproa moayBbIBeICHHS OOIIETO JadUTaTpaHa y 3I0pPOBBIX MAllUEHTOB U Y

NAIMEeHTOB C HApYyIIeHUEM (YHKINHU ITOYEK.

CkopocTb KiTyO004KOBOU (QUIBTPAIIUU l'eomeTpuueckoe  cpenHee  3HAYCHUE
(Knupenc Kpearunnna, Mii/MuH) (gCV%; JMarna3oH) nepuoaa

IMOJIYBBIBCACHUS, U

>80 13,4 (25,7%; 11,0-21,6)
>50-<80 15,3 (42,7%; 11,7-34,1)
>30-<50 18,4 (18,5%; 13,3-23,0)
<30 27,2 (15,3%; 21,6-35,0)

Kpome Toro, nskcmosummus paburarpaHa (B MOMEHT JOCTHIKCHHS MHUHHUMAJIbHON

KOHILCHTpAauK 1mpermapata B KpOBHU W B MOMCHT OOCTHXXCHUSA MaKCHMaJIbHOM
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KOHIIEHTpAllMU Tpernapara B KpoBU) ObUla OIIEHEHAa B MPOCIEKTHUBHOM OTKPHITOM
PaHIOMHU3HPOBAHHOM  (PAPMAKOKMHETHYECKOM  MCCIEJOBAHMU Y  MAIMEHTOB C
HeknananHoi PIT ¢ TspkenbiM HapymeHneM GyHKIMK ovek (onpenensembiM kak KK 15—
30 mu/mMUH), KOTOpBIC TIOJyYalld AabWrarpaHa 3TeKcwiaTr 75 Mr 2 pa3a B CyTKH. JTOT
pPEeXHUM JO3UPOBaHUS 00ecIedrBall T€OMETPUUYECKOE CpeHEE 3HAUEHUE KOHLEHTPALUU B
MOMEHT JOCTHKCHHSI MUHUMAJIbHOW KOHIIEHTpAIMHU Tpenapara B kpoBH 155 ur/ma (gCV
76,9%) mnpu H3MEpEHUM HENOCPEICTBEHHO MEpEe] MPUEMOM CIEIyHoUed A03bl U
TEOMETPUUYECKOE CpeHee 3HaueHHWE MakcuMainbHOW KoHmeHTpammu 202 Hr/ma (gCV
70,6%) pu U3MepeHun yepes 2 yaca rnociie nprueMa nociaeaHen J03bl.

Knupenc naburarpana npu reMoauain3e UCCIeloBalIcs y 7 MaUeHTOB ¢ TEPMUHAIBHON
XpOHUYECKOW moveuHoil HemoctarouHocThio (TXIIH) 6e3 dbubpumisiinum mpeacepauil.
Juanu3 TpPOBOIMIM CO  CKOPOCThIO ToOToka jamanmu3zatra 700 ™ia/MuH, C
MPOJIOJDKUTEIBHOCTRIO 4 4aca U CKopocThio kKpoBoToka 200 mur/muH minu 350—390 mi/MuH.
OTO NMPUBOAMIO K CHIKEHHIO KOHIIEHTpauuu naburarpana Ha 50-60% cOOTBETCTBEHHO.
KonnyectBo nexkapcTBEHHOTO CpPEACTBA, KOTOPOE BBIBOJUTCS C TOMOILIBIO HAIH3a,
MPOTOPIMOHAIIBHO CKOPOCTH KPOBOTOKA TMPU CKOPOCTH KpoBoToka 10 300 mi1/mMuH.
AHTUKOAryJIsiIHTHas aKTMBHOCTh JaOurarpaHa CHIJKajdachb TIPU YMEHBLIEHUH €ro
KOHI[EHTpAallMi B  IUTa3Me  KpOBH, W  TMpoleaypa HE  BIMsIa  Ha
dapmakomHaMHuecKre/papMaKOKMHETUIECKHE B3aUMOCBSI3H.

Memnana KK B uccnenoBanuun RE-LY cocraBmsuta 68,4 mu/mun. Ilpaktudecku y
nosioBuHKI (45,8%) maruenToB B uccienoBannu RE-LY KK coctasmsin >50 — <80 mi/mMuH.
VY mnaumeHToB C ymepeHHbIM HapymienueMm ¢ynkmun mouek (KK 30-50 wmu/mun)
KOHIIGHTpaluH Ja0uraTpaHa B 1ja3Me KpoBHU JI0 U MOCIIE ITpUeMa J03bl ObUIN B CPEAHEM
COOTBETCTBEHHO B 2,29 pa3a um 1,81 paza BbIllle 1O CpPaBHEHHMIO C TaIMEHTaMu O3
Hapymenus Qynkiuu nouek (KK >80 mur/mun).

Memnana KK B wuccaemoBanmu RE-COVER cocraBmsma 100,4 m/muu. Y 21,7%
naueHToB ObLIO Jerkoe Hapymenue ¢pynkuuu noyek (KK >50 — <80 mn/mun), u'y 4,5%
ManyueHToB ObUT0 yMepeHHoe HapymeHue ¢yHknuu modek (KK 30-50 mu/mun). YV
NAlMEHTOB C JIETKUM U yMEpPEHHBIM HapylieHueM (QYHKIUU MOYeK KOHIIEHTPAIUH
nadurarpaHa B IJla3Me KpPOBH B PaBHOBECHOM COCTOSHHM IEpe]] MPHUEMOM OdYepeTHOU

710361 OBUIM B CpEeHEM COOTBETCTBEHHO B 1,8 pasza m 3,6 pasa BbIIIE IO CPABHEHUIO C
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nanuentamu ¢ KK >80 mui/mun. Ananornunsie 3nadeHus 11t KK Obutn oOHapyKeHbI B
uccnenoBannu RE-COVER I1.

Menunana KK B uccaenosanusix RE-MEDY u RE-SONATE cocrasnsiia 99,0 Miu/mMun u
99,7 mi/mMuH cooTBeTCTBEHHO. Y 22,9% 1 22,5% mamuenTtoB B uccinenoBanusx RE-MEDY
u

RE-SONATE KK cocraBnsin >50 — <80 mu/mun, 'y 4,1% u 4,8% mnamnuentoB KK
COCTaBJISUI OT
30 mo 50 mur/mMuH.

Toowcunvie nayuenmol

B cnenmansHbix papMakOKMHETUYECKUX HCCIeT0BaHUAX | a3kl y MAMEeHTOB MOKHUIOTO
Bo3pacta HaOmoganoch yBenuueHue AUC Ha 40-60% u Cmax Oonee yem Ha 25% mo
CpPaBHEHHUIO C MOJIOJIBIMHU TTAITUEHTAMH.

BrustHue Bo3pacTa Ha 3KCMO3UIMIO AaburaTpaHa ObLIO MOATBEPXKICHO B UCCIEAOBAHUHN
RE-LY: ¢ yBenumueHneM MUHUMAaIbHOM KOHIIEHTpAalUM Ipenapara B KpoBHU (mepen
IPUEMOM O4YEpEeAHON [103bl) IpUMepHO Ha 31% y mamueHToB B BO3pacTe =75 JIET U
CHIDKEHHEM IpuUMepHO Ha 22% y NanuMeHTOB B Bo3pacTe <65 JeT MO CPaBHEHMIO C
MUHHUMAJIbHOW KOHIICHTpAIMEH Ipernapara B KpOBHU (Iepe] IPUEMOM OUYePEIHON A03bI) Y
MalKMEeHTOB B Bo3pacte oT 65 10 75 net (cMm. pa3nenst 4.2 u 4.4).

Hapywenue ¢pynxyuu nevenu

He nabmroianoch n3aMeHEeHUH B KOHIIEHTpAIMK JaburarpaHa y 12 marueHToB ¢ yMEpEeHHOM
MEYECHOUYHON HemocTaTtouHoCcThio (kimacc B mo Yaina-Ilsto) mo cpaBHeHuto c 12
NaUeHTaMH U3 TPYNIbl KOHTPOJIS (CM. paszzensl 4.2 u 4.4).

Macca mena

Konnentpanun paburarpaHa B MOMEHT JOCTHIKEHHWS MUHHUMAJIBHOW KOHIIEHTPAIUH
npemnapara B KpoBu Obutn npuMepHo Ha 20% Huke y maueHToB ¢ Maccoit tena >100 kr
M0 CpaBHEHHWIO ¢ manueHTamu ¢ Maccoi tema 50-100 xr. BompmmacTBO (80,8%)
MAIMEHTOB OBUTH B KaTeropuu Macchl Tena >50 kr u <100 Kr, B Ipeenax 3Toro Juana3oHa
SIBHBIX Pa3JIMYMid KOHIIGHTpaIMid gaburarpaHa He yCTaHOBIICHO (cM. pasnensl 4.2 u 4.4).
Knunnyeckue gaHHbIe B OTHOLIEHUH MAIMEHTOB C Maccoi Tena <50 Kr orpaHuYeHbI.

Llon
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DKCMO3UIHSI ACHCTBYIOIIETO BEIIECTBA B HCCIICIOBAHUSX IMMEPBUYHOM MTpodunakTuk BTD
6bu1a npumepHo Ha 40—-50% BbIIIE y MAIIMEHTOB KEHCKOT'0 110J1a; KOPPEKTUPOBKU JI03bI HE
Tpebyercs.

[TariueHTHl JKEHCKOTO Tojia ¢ (GUOpWIIAIMEd Tpeacepauii MMenn MHHUMATbHYIO
KOHIEHTPAIMIO Mpernapara B KPOBU U KOHIIGHTPALIMIO MIpernapaTa B KpOBU MOCje IpueMa
ouepenHoil 1036l B cpenHeM Ha 30% Beimie. KoppekTHpoBKH 10361 HE Tpedyercs (cM.
paznen 4.2).

Omuuyeckue espynnoi

He BbISIBIEHO KIMHUYECKH 3HAUMMBIX ATHHUYECKHX DPAa3IU4Yuil B (apMaKOKHHETHKE U
dapmakoquHAMUKEe ~ Ja0urarpaHa  Cpeaud  IMAlMeHTOB  €BPOMEOUIAHONW  pachl,
adpoaMepHUKaHIIEB, TATHHOAMEPHUKAHIIEB, STIOHIIEB UM KUTAUIICB.
DapmakokuHemuyecKkue 83aumMo0elcmasusl

HccnenoBanusi B3auMOJAEUCTBUSA in Vitro HE MOKa3adyd WHTUOMPOBAHUS WIH WHIYKIMH
OCHOBHBIX H30(epMeHTOB IuToxpoMa P450. DTo ObLTO MOATBEPKIEHO UCCIEAOBAHUSIMHU
in Vivo ¢ y4aCTHEM 3JIOpPOBBIX TOOPOBOJBIEB, Y KOTOPHIX HE HAOIIOJAIOCH HUKAKUX
B3aUMOJICCTBUM MEXAY OTUM MpenapaToM ¢ CICAYIOUUMMU JEHCTBYIOIIUMH
BemectBamu: atopBactaTiHOM (CYP3A4), nurokcuHoMm (B3auMOJECHCTBHE C OEITKOM-
nepeHocynkoM P-riukonporenna) u aukinodenakom (CYP2C9).

5.3. /laHHbI€e JOKJIMHUYECKOI 0€30IacCHOCTH

CornacHo JOKJIMHUYECKUM JaHHBIM, He ObUIO BBISBIIEHO OCOOBIX PUCKOB ISl YeJIOBEKa 10
pe3ynbTataM  CTaHAApTHBIX  HCCIeOoBaHUM  (apMakoJOorHyeckoil  0e30macHOCTH,
TOKCUYHOCTH MPU MHOTOKPATHOM NMPUMEHEHUH U TEHOTOKCUYHOCTH.

O¢ddexTpl, HaOmMoOgaeMble B HCCICIOBAHUAX TOKCMYHOCTH IIPHU  MHOTOKPAaTHOM
NPUMEHEHUU Tpenapara, ObUTM 0O0YCJIOBIEHBl YCHUJICHHBIM (apMaKoIMHAMHUYECKUM
JeHCTBHEM JlaburaTpaHa.

beuto oTMedeHO BnusHUE Ha (QEPTUIBLHOCTH CAaMOK B BHJIE YMEHBIICHHS YHCIIA
UMIUTAHTAIUNA ¥ YBEIHYEHUS MPEIUMIUIAHTAIMOHHBIX MOTeph MpU KOHIeHTparuu 70
MI/KT (B 5 pa3 MpeBBIIAOIICH YPOBEHb IKCIIO3UIIMH B IJIa3Me KPOBH Yy desioBeka). [1pu
J103aX, OKa3bIBAIOIIUX TOKCUYECKOE BO3/eicTBHE Ha MaTh (B 5—10 pa3 mpeBbImIarommx
YPOBEHB IKCIO3UIIUU B IJIa3Me€ KPOBHU Y YEIIOBEKA), Y KPBIC M KPOJIUKOB OBLIO OTMEUEHO

CHIDKEHHE MAacChl Tejla U JKM3HECIOCOOHOCTH mioaa Hapsaay € YBCIUMYCHUCM YaCTOTHI
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OTKJIOHEHHUI B pa3BUTHM IJI0Ja. B umcciieoBaHUM BIUSHUS HA Mpe- U MOCTHATAIbHOE
pa3BuTHE OBUIO OTMEYEHO YBEIMYCHHE CMEPTHOCTHU IIJIOJIOB MPH J03aX, OKA3bIBAIOIINX
TOKCHYECKOE BO3JCHUCTBHE Ha CaMOK (1032, COOTBETCTBYIOIIAs YPOBHIO SKCIIO3UIMH B
I1a3Me KpoBHU B 4 pa3a BhIILIE, UEM Y YEIIOBEKA).

B nccnenoBaHnm TOKCMYHOCTH Y HEMOJIOBO3PEBIX Kphic Brctap XaHn cmMepTHOCTH Oblia
CBS3aHA C KPOBOTEUEHHUSMH NpPH TaKUX XK€ YPOBHSIX CUCTEMHOTO BO3JCUCTBUS, MPHU
KOTOPBIX Y B3POCIBIX KUBOTHBIX BO3HUKAIU KpOoBOTeUeHUsL. CUMTAETCS], YTO CMEPTHOCTh
KaK y B3pOCHBIX, TaK M Yy HEMOJOBO3PENbIX KpBIC CBsS3aHA C IOBBIIICHHOM
(dapMakoIOrHYecKoi aKTUBHOCTBIO TabUTraTpaHa B CBS3HM C MEXaHUYECKUM BO3/I€HCTBHEM
BO BpeMs BBEJEHUs IMpenapara U MaHumyisuuid. COrjlacHO JaHHBIM HCCIEIOBAHUS
TOKCUYHOCTH Yy HEIOJIOBO3PENBIX JKHUBOTHBIX HE OBLIO BBISBICHO HU MOBBINICHHON
YYBCTBUTEJIBHOCTU B OTHOIICHWHM TOKCHYHOCTH, HH KaKOH-JIMOO TOKCHYHOCTH,
cnenuuYHOMN A1 HEMOJIOBO3PENbIX KUBOTHBIX.

B TOKCHKOJIIOTMUYECKUX HUCCIICIOBAHMSIX HAa KPBICAX W MBIIIAX HA TPOTSHKCHUU KU3HH
KUBOTHBIX HE ObIJI0 00HApPY>KEHO MPU3HAKOB OHKOTEHHOTO MOTEHIMAlIa JaburaTpata npu
MpUMeHEHUH B 103ax 10 200 MI/KT (MaKcUMasbHas).

JlaburaTtpaH, aKTHBHOE BEIIECTBO Ja0uWraTpaHa 3TEKCHJIaTa Me3WiIara, YCTOWYHB B
OKpYKarolllel cpere.

6. ®APMAIIEBTUYECKHWE CBOMCTBA

6.1. Ilepeyenb BCcrioMorareibHbIX BelIECTB

CoaepKuMoe Karcyir:

Axanuu kaMenb

Bunnast kucioTa, KpymHO3epHUCTAs
BunHas kuciora, mopoiiok

BunHas kucnora, KpucTayuinueckas
I'mmpomenosa 2910

JInMeTuKoH

Tanbk

['unposo3a (ruapOKCUITPOTTUIIIIEIUIION03)

CocTas KarcyabHOU 000JI0YKU:

Kancyna n3 ruapoxcunponunmerunnesnntonoss! (I'TIML) ¢ HaaneuaTkoil yepHbIMU
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YePHUIAMHI
Cocrtas I'TIMII kancyu:
Kapparunan (E407)

Kanus xmnopun

Turtana auokcuz (E171)

Nunuroxapmun (E132) (Tonpko amns no3upoBku 110 mr)
lMunpomernosa (THAPOKCHITPOTIIMETHIIIEIUTION03a)
Bona ouniennas

CocTaB YepHHWI YEPHBIX:

[lemmax

byranon

N3onponanon

Kpacurens xene3a oxcup uepHsiii (E172)

Bopa ouniennas

[IponuneHrnukonnb

DrtaHoi 0e3BOIHBIN

AMMHAaK BOIHBIN

Kanus runpoxcuy

6.2. HecoBMecTHMOCTD

He npumenumo

6.3. Cpok roaHocTu (CpOK XpaHeHus)

3 rona.

6.4. Oco0Oblie Mepbl NPEeIOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B OPUTHHAJILHOM yHaKOBKE JAJISl 3aIIMTHI OT BJIar, MIPHU TEMIEpaType HE BbIIIE
25 °C.

He momemaiiTe karcynsl B TaOJETHUIIBI U OpraHai3ephl AJis JIEKAPCTB, 32 UCKIIOYEHUEM
T€X, B KOTOPBIX OHU MOTYT OCTaBaThCsl B OPUTHHAILHOM yITaKoBKe (OnucTepe).

6.5. Xapakrep u cogep;kaHHe NEPBUYHON YIIAKOBKH

TTPAJJAKCA, 75 Mr, Kancyibl

[Hara yrtBepxkaenus 17.02.2023

71



ITo 10 xamcyn B 6uctep ¢ nepdopanueit u3 Al/Al ponsru. 1, 3 unm 6 6GMcTepoB B MavKy
KapTOHHYIO, HA KOTOPOH JOMycKaeTcs Haaudue KOHTPOJISI IEPBOTO BCKPBITHUS, BMECTE C
JJUCTKOM-BKJIAABIIIIEM.

IMTPAJJAKCA, 110 mMr, xancyabl

I[To 10 xamcyn B 6uctep ¢ nepdopanueit u3 Al/Al ponsru. 1, 3 nnm 6 6GMcTepoB B MaUKy

KapTOHHYIO, HA KOTOPOH JOMycKaeTcs Haaudue KOHTPOJISI IEPBOTO BCKPBITHUS, BMECTE C

JJUCTKOM-BKJIAABIIIIEM.

MynbrrynakoBka (ais go3upoBku 110 mr): mo 10 karcyn B 6nmctep ¢ nepdoparueit u3

Al/Al doneru. 6 O6iucTepoB B MauKy KapTOHHYIO, HA KOTOPOW MOMYCKaeTCs HAIWYWE

KOHTPOJIA NEPBOTO0 BCKPLITUA, BMCCTC C JIMCTKOM-BKJIAABIIIICM. Ilo 3 mauku KapTOHHBIC B

IJICHKY U3 MOJUIIPOIINJICHA.

6.6. OcoOble Mepbl MNPENOCTOPOKHOCTH TMPH YHUYTOKEHHH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara WM OTXO0A0B, MOJIYYEHHBIX MOc/e NMPUMeHEeHUs
JIEKAPCTBEHHOT0 Mpenapara, u Apyrue MaHUuMyJsIUU ¢ PenapaToM

Oco0ble YKa3aHus IPU U3BJICUYEHUY KAIICYJ U3 OaucTepa

- OTOpPBUTE OAWH WHAMBUAYAIbHbIH OJUCTEp OT ONHCTEP-YNAKOBKH [0 JIMHHUH
nepdopanuu;

- BBIHBTE KarlCyily U3 O6mmcrepa, oTciauBas Qpoibry;

- HE BBIJIaBIIMBANTE KaTCyJIbl uepe3 QobTy.

Yrunuzauus

Het oco0bIx TpeOOBaHM K yTHIIM3AIUH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

I'epmanus

bepunrep Mnarensxaiim Uatepuentan 'm6X

bunrep tpacce 173, 55216 Nnrenpxaiim-Ha-Peline

Ten: +49 - 6132 -770

®axkc: +49 - 6132-720

7.1. IlpeacTaBuTe/Ib JepKaTe/Isi PerUCTPALMOHHOIO YI0CTOBEPEHM I

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickas @eoepayus

00O «bepunrep Nurenpxaiim»
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125171, Mocksa, JIennnrpanackoe mocce, 16A, crp.3
Ten: +7 (495) 544 50 44
daxc: +7 (495) 544 56 20

DnekTpoHHas noyvra: info.ru@boehringer-ingelheim.com

Pecnybnuxa benapyco

[IpencraBuTenbCTBO NapTHEPCTBA € OrpaHMYeHHOM oTBeTcTBeHHOCThI0 « EUROMARSH
CORPORATION LP» (Benukobputanus) B Pecriyonuke benapychb

220123, r. Munck, yn. B. Xopyxeit, 22-1402

Ten: +375 17 242 16 33

@axc: +375 17 242 16 40

DneKTpoHHas mouTa: pv(@euromarsh-corporation.com

Pecnyonuxa Kazaxcman

Ounman «bepunrep Marensxaitm ®@apma INecemmmadt m.06.X»
050008, r. Anmarsl, ip. AGas, 52, BIl «Innova Tower», 7 aTax
Ten.: +7-727-250-00-77

Qaxc: +7-727-244-51-77

OnektponHas noura: PV _local Kazakhstan@boehringer-ingelheim.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. JATA MEPBUYHOM PEITICTPALIMN (IOATBEPXJIEHUA
PEITNCTPALIMU, IEPEPET'NCTPALIUN)

JlaTa niepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

O6mas xapakrepucrtuka JiekapctseHHoro npemnapara [IPAJIAKCA noctynHa Ha
uH(pOpMaMOHHOM TIopTasie EBpa3uiickoro 3KOHOMHUYECKOTr0 COr03a B MH(OPMAIIMOHHO-

KOMMYHUKaIMoHHOH cetu «IHTepHeT»: http: //eec.eaeunion.org/

[Hara yrtBepxkaenus 17.02.2023

73


mailto:info.ru@boehringer-ingelheim.com
mailto:PV_local_Kazakhstan@boehringer-ingelheim.com

	1. НАИМЕНОВАНИЕ ЛЕКАРСТВЕННОГО ПРЕПАРАТА
	2. КАЧЕСТВЕННЫЙ И КОЛИЧЕСТВЕННЫЙ СОСТАВ
	3. ЛЕКАРСТВЕННАЯ ФОРМА
	4. КЛИНИЧЕСКИЕ ДАННЫЕ
	5. ФАРМАКОЛОГИЧЕСКИЕ СВОЙСТВА
	5.1. Фармакодинамические свойства
	5.2. Фармакокинетические свойства
	5.3. Данные доклинической безопасности

	6. ФАРМАЦЕВТИЧЕСКИЕ СВОЙСТВА
	6.1. Перечень вспомогательных веществ
	6.2. Несовместимость
	6.3. Срок годности (срок хранения)
	6.4. Особые меры предосторожности при хранении
	6.5. Характер и содержание первичной упаковки
	6.6. Особые меры предосторожности при уничтожении использованного лекарственного препарата или отходов, полученных после применения лекарственного препарата, и другие манипуляции с препаратом

	7. ДЕРЖАТЕЛЬ РЕГИСТРАЦИОННОГО УДОСТОВЕРЕНИЯ
	7.1. Представитель держателя регистрационного удостоверения

	8. НОМЕР РЕГИСТРАЦИОННОГО УДОСТОВЕРЕНИЯ
	9. ДАТА ПЕРВИЧНОЙ РЕГИСТРАЦИИ (ПОДТВЕРЖДЕНИЯ РЕГИСТРАЦИИ, ПЕРЕРЕГИСТРАЦИИ)
	10. ДАТА ПЕРЕСМОТРА ТЕКСТА

