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COOTBETCTBYET SKCNEPTHOMY OTHETY

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOFO TIPEHAPATA V702)

VY Jannwiit  nexapcmeenmvili  npenapam — nooaexcum — OONOIHUINETbHOMY  MOHUMOPUHRY.

Dmo nozeonum bvicmpo eviAGUMb HOGVIO UHGOpMayuio o bezonacHocmu. Mei obpawaemcs k

pabomHukam cucmemvl 30paGOOXPAHeHUs ¢ NPOCcbOoIll coobuyams o T06bIX NO003PesaemMbvix

HeoJfcelanelnbHulX peaxKyusx. HOpﬂ()OK COO6I({€HIUI O HesfcenamenbHblX peaKkyuAax npec)cmae.rleH G

paszoene 4.8.

1. HAUMEHOBAHME JIEKAPCTBEHHOI O IIPEITAPATA

DHokcamapuH Hatpus, 2000 arT-Xa ME/0,2 M1, pacTBOp 171 HHbEKIINIT
DHokcanapuH Hatpus, 3000 arT-Xa ME/0,3 M1, pacTBOp 11 HHbEKIINIT
DHokcanapuH Hatpus, 4000 antn-Xa ME/0,4 M1, pacTBOp 11 HHbEKIIHIT
DHokcanapuH Hatpus, S000 antn-Xa ME/0,5 M1, pacTBOp 11 HHbEKIIHIT
DHokcamapuH Hatpus, 6000 anTH-Xa ME/0,6 M1, pacTBOp /171 HHbEKIINiT
DHokcanapuH Hatpus, 7000 anTH-Xa ME/0,7 M1, pacTBOp /111 HHbEKIINiT
DHokcanapuH Hatpus, 8000 anTH-Xa ME/0,8 M1, pacTBOp /1711 HHbEKIINiT

DHokcanapuH Hatpus, 10000 antu-Xa ME/1,0 M1, pacTBOp 111 HHBEKITHIT

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JleiicTBy1O11I€E BEIIECTBO — YHOKCAIIAaPUH HATPHSL.

DHokcanapuH Hatpus, 2000 antn-Xa ME/0.2 M1, pacTBOp 18 HHBEKIIHIT

Kaxnapiii mmpun mwin  ammyina cogepxur 2000 antn-Xa ME  »HOKcamapuHa
(’xBuBaeHTHO 20 Mr*) B 0,2 MJI pacTBOpa.

DHokcanapud HaTpus, 3000 anTn-Xa ME/0,3 M1, pacTBOp JUISI HHBEKITHIT

Kaxnapmii mmpun min  ammyna  cogepxur 3000 antn-Xa ME  »HOKcamapuHa
(’xBuBaneHntHo 30 mr*) B 0,3 M1 pacTBOpa.

DHoKcanapud Hatpus, 4000 antn-Xa ME/0.4 M1, pacTBOp JUIS HHBEKIIHIT

Kaxnaerii mmpun mwin ammnyiaa comepxutr 4000 antn-Xa ME 3sHOKcamapuHa
(’xBuBaneHTHO 40 Mr*) B 0,4 MII pacTBOpa.

DHokcanapuH Hatpus., 5000 anTtn-Xa ME/0.5 M1, pacTBOp 18 HHBEKIIHIT

Kaxnpiii mmpun mwin ammyiaa coxepkut 5000 antn-Xa ME sHOKcamapuHa
(’xBuBazeHTHO 50 Mr*) B 0,5 MII pacTBOpa.

DHoKcanapu HaTpusg, 6000 antn-Xa ME/0.6 M1, pacTBOpP JUISI HHBEKIIIT

Kaxnpiii mmpun mwin ammyna cogepxutr 6000 antn-Xa ME  »HOKcamapuHa

(sxBuBaeHTHO 60 Mr*) B 0,6 MJII pacTBOpA.

HaTpUS

HaTpUs

HaTpus

HATpPUS

HaTpUIL




COOTBETCTBYET 3KCNEPTHOMY OTHETY
2% N2 2022 )

ot 25.03.2022 N2 6510

JHoKcanapuH Hatpus. 7000 anTn-Xa ME/0.7 MiL, pacmbg QMEAME” bHOCTb 0002)

Kaxnpiii mmpun mwin ammyna coxepxut 7000 antn-Xa ME »HOKcamapuHa HaTpus
(’xBuBaseHTHO 70 Mr*) B 0,7 MII pacTBOpa.

DHokcanapuH Hatpus, 8000 antn-Xa ME/0.8 M1, pacTBOp A1 HHBEKIIHIT

Kaxnapii mmpun mwin  ammyna cogepxut 8000 antn-Xa ME »HOKcamapuHa HaTpus
(sxBuBaeHTHO 80 Mr*) B 0,8 M pacTBOpA.

DHokcanapuH HaTpus, 10000 agTi-Xa ME/1.0 M1, pacTBOp JUII HHBEKIHIT

Kaxnapii mmpun mwm  ammyna cofgepixur 10000 antn-Xa ME 3HOKcamapuHa HaTpus
(sxBuBaeHTHO 100 Mr*) B 1,0 M1 pacTBOpa.

* Macca paccuMTaHAa Ha OCHOBAHHH COJIepKaHHS HCIIOJIb3YeMOro SHOKCAallapHHAa HaTpUs
(Teopetnueckas akTHBHOCTH 100 anTH-Xa ME/MT).

DHOKCalapuH HATpHA TOIYy4YeH IIeJIOYHBIM THIPOIN30M O€H3WIOBOro »3¢upa TIemapHHa,
BBIJI€JIEHHOT'0 H3 CIM3UCTOI 000I04KH KHIIEYHNKA CBHHEI].

BcromoraTenbHble BellecTBa, HaIHYHE KOTOPHIX HEOOXOAHMO YYHTBIBAaTh B COCTaBe
JIEKapCTBEHHOTO IIperapara: HaTpHii (cM. pa3aen 4.4.).

[ToHBII ITepedeHb BCIIOMOTaTeIbHBIX BEIIECTB IIpHUBEJIeH B pasjene 6.1.

3. JEKAPCTBEHHASA ®OPMA
PacTBOp 111 HHBEKITHII.

[Tpo3paunslii, OeCIIBETHBII NIH CBETIO0-KEITHII, HIN KOPHIHEeBATO-KEIThIH PacTBOP.

4. KINHNYECKHUE JAHHBIE

4.1. IToka3aHusi K NPpUMeHEeHH IO

IIpemapat DHOKcamapHH HAaTpHS II0Ka3aH K IPHMEHEHHIO Y B3POCIBIX IIPH CIEAYIOIINX
COCTOSIHUSIX

— mpodHIaKTHKAa BEHO3HBIX TPoMO0O030B H 3MOOJHIl MPH XHPYPrHUYECKHX BMEIIATEeIbCTBAX Yy
IAIHeHTOB YMEPEeHHOI0 M  BBICOKOTO pHCKa, OCOOEHHO IIpH OpPTONEIHYECKHX U
o0mexupypruyeckix BMenIaTeIbCTBaX, BKI0Yask OHKOJIOTHYECKHE;

— mnpodHIaKTHKAa BEHO3HBIX TPOMOO030B 1 3MOO0IIHIT y MAIHEHTOB, HAXOIAIINXCS Ha ITOCTETbHOM
pekHMe, BCIEJICTBHE OCTPHIX TepalmeBTHUYECKHX 3a00/IeBaHMII, BKIKOYAs OCTPYIO CepAedHYIO
HEJOCTaTOYHOCTh H JIEKOMIIEHCAIHI0 XPOHHYECKoil cepiaeuHoil HepoctatouHocTH (III mma IV
k1acc NYHA), apIXaTeqbHYI HEeIOCTaTOYHOCTb, a TaKKe IPH TOKEIbIX HHPEKIsIx H
peBMaTH4YecKHX 3a00IeBaHHAX IIPH TOBBIIEHHOM pHCKE BEHO3HOT0 TpomO00oOpa3zoBaHUS

(cm. pa3gen 4.4);
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— JedeHne TpoMmOo3a TIYOOKHX BeH C TpoM603MéJB;éﬁE§é}§tf&%ﬂ %BH%&EP Yehr Ges

TpOoMOO3MOOINH JIETOYHOI apTepHH, KpoMe CilIydaeB TpPoMOO3MOOIHH JIETOYHOH apTepHi,
TpeOyroImuX TPOMOOIUTHIECKOI Tepamii HJIH XUPYPTHIECKOTO BMEIIaTeIbCTBA;
— mpodmrakTiHka TpoMO00Opa30BaHHSA B CHCTEME 3KCTPAKOPIOPaIbHOTO KPOBOOOpAIIEHHS BO
BpeMsl reMO/IHa3a;
— OCTpBIil KOPOHAPHBII CHHIPOM:
® JIeueHHe HecTaOHIbHOI CTeHOKapIHH H HH(apKTa MHOKapaa 6e3 mogbema cermeHTa ST
B COUETAHHUH C IIepOpaIbHBIM IIPHEMOM alleTHJICATHINIIOBOI KHCIIOTHI;
e JledeHHe OCTPOro HMH(apKTa MHOKapjJa ¢ moabeMoM cermeHTa ST y malmeHTOB,
[OJIeKAIUX ~ MEJHKAMEHTO3HOMY JIEUEHHI0 IUIH IOCHeIYIOIEMY UYPECKOKHOMY
KopoHapHOMY BMmemaTeabcTBY (UKB).
4.2. PeskuM 103UPOBAHNS H CI0CO0 NIPUMEHeHU s

PesxnM 1031pOBaHHIS

HpO¢Ilﬂ(lK"lIlK(l GEHO3HbLIX alOAI60306 u smbonuil npu xupypeudeckKkux emeutamelbeneax 'y
nayueHn o6 YMepeHHo2co U 6biCOK020 pucka

[TanimeHTaMm C yMEpeHHBIM pHCKOM pa3BUTHA TpoMO030B M 3MOoamil  (HampuMep,
a0IoOMHHa/IbHBIE OIEpaIii) peKoOMeHayeMas J03a IpenapaTta JHOKCAlapiHH HaTPHS COCTABIISET
20 Mr oxMH pa3 B CYTKH HIOAKOXHO. [IepByl0 HHBEKIHIO cileayeT ciaeiaTh 3a 2 4aca JIo
XHpPYpPrHYeCKOro BMelIaTeIbCTBa.

[TanmeHTaMm ¢ BBICOKHM pPHCKOM pa3BHTHS TpoM0030B M 3MOonmii (Hampumep, IIpH
OpPTOIEINYECKHX OIlepalusiX, XHPYPrHYeCKHX OIlepalisaX B OHKOJIOTHH, IAIHEHTaM C
JOTIOJTHUTEIBHBIMU (paKTOpaMH pHCKa, He CBSA3aHHBIMHU C OIlepallieil, TAKHMH KaK BPOKIEeHHasI
wm npHoOpeTeHHass TpoMOO(IIIs, 370Ka4eCTBEHHOE HOBOOOpa30BaHHe, ITOCTEIbHBII PeKHM
Oosee Tpex CyTOK, OKHpeHHe, BEHO3HbIII TpoMOO3 B aHaMHe3e, BapHKO3HOE€ pacIlHpeHHe BeH
HIDKHHX KOHEYHOCTell, OepeMeHHOCTb) IpernapaT peKoMeHIyeTcss B J03e 40 Mr oJuH pa3 B
CYTKH TOAKOJKHO, C BBeJIEHHEM IIepBOil 103bl 32 12 4acoB 10 XHPYpPIHIECKOro BMEIIaTeIbCTBA.
IIpn HeoOxomumocTH Oosee paHHeNl IIpeJONepallHOHHON MNpoQWIakKTMKH (HampuMmep, Y
MAIIEeHTOB C BBICOKHM pPHCKOM pa3BUTHS TpPoMO030B H TpoMOO3IMOOIMIL, OKHIAIOIINX
OTCPOYEHHYIO OPTOIEINYECKYI0 ONepallio) MOCIe[HsAs HHBEKIUS IOJKHa OBITh ClelaHa 3a
12 gacoB 110 1 yepe3 12 gacoB mocje Onepariii.

JITUTeIbHOCTD JIEUEeHHS IpelapaToM DHOKCallapuH HAaTpus B cpeJHeM cocTaBiseT 7-10 aHeil.
IIpn HEOOXOOMMOCTH TepanHi0 MOJKHO IIPOJOKaTh J0 TeX IMOp, IOKa COXpaHSeTCs PHCK
pa3BuTHs TpoMOO3a H 3MOO0INH, H 0 TeX IOp, MOKa MAIlHeHT He IepeiineT Ha aMOyIaTOpHBII

PEKIM.
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IIpu KPYIHBIX OPTONEINYECKHX OIEepalNIX MOKET Gﬁgcng%gﬁpg%ﬁ%g v ABHOI

Teparuy IIpoI0JIKeHHe JIeYeHNs ITyTeM BBeJIeHHs IIpelapaTa JHOKcanapHuH HaTpus B 1o03e 40 mr
OJIMH pa3 B CyTKH B T€UeHHE 5 HeJlellb.

JU1s TDalHeHTOB C BBICOKHM pPHCKOM pa3BHTHS BEHO3HBIX TPOMOOSMOOINMII, MepeHEeCIINX
XHpyprHYecKoe BMeNIaTeIbCTBO, a0JIOMHHAIBHYIO H Ta30BYH XHPYPrHIO II0 IIpHYHHE
OHKOJIOTHYECKOTO 3a00IeBaHHsA, MOKET OBbITh I1el1eco00pa3Ho yBeIHUeHHe IPOJOKUTEIbHOCTH
BBEJICHNS IIpeliapaTa JHOKcallapHH HaTpHs B 103 40 MI OJIHH pa3 B CyTKHU B TeueHHe 4 HeJlellb.
IIpogpunaxmuka eeno3nvix mpom60306 u 3M00MUil Y NAYUEHINOEB, HAXOOAUUXCA HA NOCTNETbHOM
pedxcume 6cnedcmeue oCmpvix mepaneGmuieckux 3a001e6anuil

PekoMmeHnyeMas 103a IpemnapaTa JHOKcallapuH HaTpHs cocTaBiseT 40 Mr OJuH pa3 B CYTKH,
IIOAKOKHO, B TeueHue 6-14 nHeil. Tepamnio creayeT OpoaoiKaTh J0 IIOJTHOIO Ilepexojia
MaIeHTa Ha aMOyJIaTOPHBII pekUM (MaKCHMAIBHO B TeueHne 14 aHeil).

Jleuenue mpombosza enybokux eeH ¢ mpombosmbonueil ne2ouHoll  apmepuu uiu  6e3
mpom6os3MbonUU Te20UHOT apmepull

[Tpemapat BBOANTCS IMOAKOKHO U3 pacueTa 1,5 MI/KT Macchl Tela OMH pa3 B CYTKH WIH 1 MI/Kr
Macchl Tela JiBa pa3a B CYTKH. PeXnMm J103HpOBaHUS JOKEH BBIOHpAThCS BpauoM Ha OCHOBE
OIIEHKH pHCKa pa3BUTHSA TPOMOOAMOOINN H pHCKa pa3BUTHS KPOBOTEUEHHIl. Y IallHeHTOB 0e3
TpoMO0IMOOIHIECKHX OCIOKHEHHMII H ¢ HH3KHM PHCKOM pPa3BHTHS BEHO3HOI TpoMO0IMO0mMH
npenapaT peKOMEHAyeTcsl BBOAHTH IIOJKOKHO M3 pacdera 1,5 MI/KI Macchl Tela OJUH pa3 B
CYTKH. Y BceX Jpyrux IIal[UeHTOB, BKJIKOYas IAIHEHTOB C OKHUPEHHEM, CHMIITOMAaTHYECKOI
TpoMOO03MOOIHell JIerOUYHBIX apTepHil, pakoM, IOBTOPHOI BEHO3HOH TpoMOo3MOonueil u
IIPOKCHMAJIbHBIM TPoMOO30M (B ITOJB3JIOIIHOI BeHe) IpernapaT peKOMEHIYeTcs IPHMEHSTh B
no3e | MI/Kr JBa pasa B CYTKH.

JlnutenbHOCTD JieueHHs B cpeaHeM coctaBiseT 10 jaueii. CieayeT cpa3y Ke HadaTb Teparuio
HEeNpSIMBIMI AaHTHKOAryJSHTaMH, IIPH 3TOM JIeUYeHHe IperaparoM ODHOKCAlapHH HAaTpPHS
HeoOXOAUMO TPOJOKATh 10 IOCTIKEHHS TepaleBTHYECKOTO AaHTHKOAryJISHTHOTO 3(ddexTa
(3Hauennss MHO |Mexnaynapoanoro Hopmamm3zoBaHHoro OTHOIIEHHS | JOJIKHBI COCTaBIISATH
2,0-3,0).

Ipogpunaxmuxa mpomboobpazoeanus € cucmeme 3KCMPaAKoPHOPAIbLHO20 KPOGOOOPAleHUs GO
epemsa cemoouanusa

Pexomenyemas 103a mpenapara JHOKCAlapUH HATPHS COCTABISET B CpeJHEM | MI/KT MaccChl
Tena. [Ipu BEICOKOM pHCKe pa3BUTHS KPOBOTEUEHHS 103y cleqyeT CHH3UTh 10 0,5 MI/KT Macchl

TeJa IPH JBOITHOM COCYIHCTOM aocTyme mwm 10 0,75 MI/KT IpH OIMHAPHOM COCYIHCTOM

IOCTyTIE.
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ITpu remMoanann3e mpernapaT JHOKCAIApHH HATPHS cneﬂ}%h@%ﬁi}@'ﬁTM%ﬁﬁ@ ;@%érox

IIyHTa B Hadale ceaHca remoxmammu3a. OJHON J103bl, Kak IIPaBIIO, JOCTATOYHO JUIL
YeTHIPEXUacoBOIO CeaHca, OJHAKO IpH OOHapykeHHH (UOPHHOBBIX KoJlelnl IpH Ooiee
IIPOJIOJDKUTEIBHOM TIeMOJHaln3e MOKHO [ONOJHHTEIbHO BBECTH IIpemapaT H3 pacdera
0,5-1 MI/KT Maccel Tela.

JlaHHBIE B OTHOIIEHHH IAIIHEHTOB, MPHMEHSIONINX 3HOKCANIApHH HATpHS VIS MPOQIIAKTHKH
HJTH JICYSHHS U BO BPEMS CEaHCOB reMO/IaIi3a, OTCYTCTBYIOT.

Jleuenue HecmabubHoil cmeHokapouu u ungapkma muokapoa 6ez noovema ceamenma ST
[Ipenapatr DHOKcamapHH HaTpHs BBOJHTICS M3 pacdera | MI/KI Macchl Tela Kakzable 12 Jacos,
MOJIKOKHO, TIpPH OJHOBPEMEHHOM IpHMEHEHHH aHTHTpoMOommTapHOIl Teparmmu. CpenHss
IIPOJIOJDKUTENBHOCTh TEpalli COCTAaBISeT KaK MHHHMYM 2 JHS H IIPOJOJDKAeTcss [0
CTaOWIM3allMi  KJIHHHYECKOTO COCTOSHHSA TmamueHTa. OOBYHO BBeJeHHe IIperaparta
IIPOJOJIKAeTCs OT 2 110 8 IHeil.

AlleTwicamIpuioBass  KHCIOTa  peKOMEHAyeTcs BCeM  IaIleHTaM, He  HMEIOLIM
IIPOTHUBOIIOKAa3aHNUsA, B HadaIbHOM 103e 150-300 Mr BHYTph ¢ HOCIEAYIONMIEN MO1IepKUBAOLIEH
1103011 75-325 Mr OJHH pa3 B CYTKH.

Jleuenue ocmpozo ungapkma muoxkapoa ¢ noovemom ceamenma ST, meoukamermosHoe ui ¢
NOMOUBIO YPECKONCHO20 KOPOHAPHO20 GMeulamesCcmed

JleueHne HaYMHAIOT C OJHOKPAaTHOIO BHYTPHBEHHOrO0 OOIIOCHOTO BBEICHHS 3HOKCalapHHA
Hatpus B jo3e 30 mr. Cpasy ke mocjae Hero IOJKOXKHO BBOIST YHOKCAIlapuH HATpHS B J03€
1 mr/kr maccel Tena. Jlanee mpemapaT Ha3HAyYalOT MOAKOKHO IO | MI/KT Macchl Tela Kakible
12 gacoB (makcuMaipHO 100 Mr sHOKcamapmHa HaTpHs JUIL KakJIOH U3 IIEpBBIX JIBYX
IOJKOKHBIX HHBEKIHII, 3aTeM — M0 | MI/KI JUIS OCTaBIIMXCS IOJKOKHBIX J103, TO €CTh, IIPH
Mmacce Tena Oosnee 100 kr, pa3zoBas 103a He MokeT mpeBbimarth 100 mr). Kak MoxkHO ckopee
Iocjae BBISIBIEHHS OCTpPOro HH(papKTa MHOKapaa ¢ moxbeMoM cerMeHTa ST mnarmmeHTam
HeoOXOJMMO HAa3HAYNTh OJHOBPEMEHHO AalleTWICATHIIUIOBYI KHCIOTY M, €CIH HeT
IIPOTHBOIOKA3aHMil, IpHeM aleTIICATHINIIIOBOI KHCIOTHI (B Jo3ax 75-325 Mr) ciexyer
IIPOJOJDKATh €KEHEBHO B TeueHHe He MeHee 30 qHeil.

PekoMmeHyeMas IpOJOKUTENbHOCTD JICUSHHS IIpernapaToM DHOKCAallapuH HAaTPHS COCTaBIISIET
8 JHel WIH 0 BBINCKH IAIlHeHTa U3 CTalloHapa (eciaH IepHoJ IOCIUTATH3aIIHI COCTaBIIIeT
MeHee 8 JHell).

I[Ipn  xomOmHarmu ¢  TpomOoxmTHKamu  (puOpuH-criemmpmueckumun u  GuOpUH-
HecTen(uIecKUMH) SHOKCANlapHH HATpUsS JIO/UKEH BBOJIUTHCS B MHTEpBale OT 15 MHHYT 110

Havajza TPOMOOIHTHYECKOIT Tepanmu 1 10 30 MHHYT TocyIe Hee.
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V mammeHToB 75 J1eT U cTapiie He IpHMEHSIeTCS HaqmﬂBQén}%ﬂ&@mﬁ%bJﬁQ&de %&me.

[Ipenapatr BBOOAT MOAKOXKHO B jg03e 0,75 Mr/kr kaxzasle 12 9acoB (MakCHMaabHO 75 MT
SHOKCallapiHa HATpHS IS KakI0H M3 HepBBIX IBYX MNOJKOKHBIX HHBEKIIHi, 3aTeM — IO
0,75 MI/Kr Macchl Tela I OCTaBIINXCS MOJIKOKHBIX /103, TO €CTh IpH Macce Tesa 6onee 100 kr
pasoBas 03a He MOJKEeT IPEeBBIIaTh 75 MT).

V manmneHToB, KOTOPBIM IIPOBOAHUTCS YPECKOKHOE KOPOHAPHOE BMENIATeIbCTBO, B CIydae, eclu
MOCJIeTHSS OKOKHAs HHBEKIIH SHOKCcalapHHa HaTpHs OblIa MpoBe/IeHa MeHee 4eM 3a § JacoB
0 pa3IyBaHHS BBEJIEHHOTO B MECTO CYKeHHS KOpPOHApHOIl apTepuH Oa/UIOHHOTO KaTeTepa,
JNOTIOJTHUTEIBHOIO BBEJCHHS OJHOKcallappnHa HaTpus He TpeOyercs. Ecan ke mnociaemsss
MOIKOKHASl HHBEKIHS >SHOKCallapiHa HATpHs IpOBOAMIIIACh Oolee 4eM 3a 8§ dacoB 10
pa3zayBaHHs Oa/LIOHHOTO KaTeTepa, ClIeayeT IIPOH3BECTH JONOJHHTEIbHOE BHYTPHUBEHHOE
00I0CHOE BBeIeHHEe YHOKCalapiHa HaTpus B 03¢ 0,3 MI/KT.

00061718 SPYHNbI NAyUeHNnoe

Ilayuermur noxcunoco eozpacma (cmapuie 75 nem)

3a HCKIOUeHHeM JedeHHs HH(papkra MHOKapJa ¢ moabeMoM cermeHTa ST I Bcex Ipyrux
IIOKa3aHMIl CHUKEHHUS JI03 SHOKCallapiHa HaTpHs y MAIlHeHTOB IMOKIWIOro BO3pacTa, eClIi Y HHX
OTCYTCTBYEeT HapylleHHe (yHKIMHU o4eK, He TpedyeTcs.

Hayuenmeor ¢ HapyweHuasMu GyHKYUU novex

Taswcenvie Hapyvuterusa gyvaxyuu novex (kiupenc kpeamununa (KK) > 15 u < 30 ma/mun)

[TpuMeHeHHe 3HOKCalapHHa HaTpHs He peKOMEH/yeTcs y IMAllHeHTOB ¢ TepMUHAIbHOI cTajneil
xponndeckoii 6oe3nn mouek (KK < 15 mu/MuH) BBHIY OTCYTCTBHS JIaHHBIX, KpOME CIIydaeB
npo(IIAKTHKH TpoMO00Opa30BaHHS B CHCTEME 3KCTPAKOPIOPATbHOTO KpPOBOOOpAIIEeHHS BO
BpeMs reMoIian3a.

V nammeHTOB ¢ TsuKeNbIMH HapymeHusMH ¢yHkumn modek (KK > 15 u < 30 mu/MuH) 1o3a
SHOKCalapuHa HaTPHs CHHUKAETCS B COOTBETCTBHH C IIpe/ICTaBICHHBIMHI HIKe TaOmmamu 1 u 2,
TaK KaK Yy OTHX TallHEHTOB OTMEYaeTcs YBeIHYeHHe CHCTeMHOIl  SKCIIO3HIIHH
(TIpOIOKUTE TBHOCTH JIEfICTBHS ) IIpernapara.

Tabmmma 1. Koppekus pexnMa J03HpOBaHHS NpPH NPHMEHEHHH B TepaleBTHYECKHX J03ax

MaIlHeHTaM C TSKEI0i IT0YEeTHOH HEJOCTaATOYHOCTHIO

3 PesxiM 103HpOBaHNS TIPH TSDKEJIOH MOYeTHOI
OOBIYHBII PeKHUM J03UPOBAHUS
HEJIOCTaTOYHOCTH

1 MI/Kr maccel Tela MOJKOKHO JIBa pasa B 1 MI/Kr maccel Tela IIOJKOKHO OJIHH pa3s B

CYTKH CYTKH
1,5 MI/KT Macchl Tejla IMOJKOKHO OJHH pa3 B | 1 MI/KI Macchl Tela IOJKOXKHO OIMH pa3 B
CYTKH CYTKH
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JleveHne ocTporo HHpapKTa MHOKap/a C MOIbE

\IOM cerM@HM‘WﬁE&H&E‘M&@%Q 7591eT

OIHOKpATHO BHYTPHBEHHOE 0oIr0CcHOE
BBejieHHe B Jio3e 30 Mr Iwrroc 1 MI/KT Macchl
Teja MOAKOKHO; C TIOCIe IyOIIIM IO IKOKHBIM
BBeJEHHEM B J03¢ 1 MI/Kr Macchl Tela JiBa
pa3za B cyrkun (MakcuMmanbHO 100 Mr s
KaKI1o0it

H3 JIBYX II€PBBIX  IIOJKOXHBIX

HHBEKIIHII)

OHOKpaTHO BHYTPHBEHHOE OomocHoe
BBe/leHHe B 03¢ 30 Mr mmoc | MI/Kr maccel
TeJla MOJKOKHO; ¢ MOCIeYIOIIUM ITOAKOKHBIM
BBeJICHHEM B J103¢ | MI/KT Macchl Tella OJUH
pa3 B cyTkH (MakcuMaibHO 100 Mr [u1s mepBoit

TI0IKO’KHOI MHBEKIINH)

JleueHne ocTporo HH(papKTa MHOKap/a ¢ moabeMoM cerMeHTa ST y manueHToB 75 JI€T U cTapiie

0,75 Mr/kr Maccel Tejla MOAKOKHO JBa pasa B

CYTKH
00IOCHOTO BBEJEHHS (MaKCHMAIbHO 75 MT

0e3 HavaJIbHOT'O BHYTPHBEHHOI' O
JUId  KaKIoll M3 JABYX IICPBBIX IIOJKOKXHBIX

HHBEKIIHIT)

1 Mr/kr maccel Tela IIOJKOKHO OJHH pa3 B

0e3 HaYaIbHOTO

CYTKH
OomrocHOro BBeJleHHS (MakcHuMaabHO 100 mMr

BHYTPHBEHHOTO

JUISL TIEPBOIT TTOIKO0KHOM HHBEKIIHH)

Tabmmma 2. Koppekinis peXnma JI03HPOBaHHS IPH MPHMEHEHHH C MPOQIIAKTHIECKOIl 1eTbI0

IIpHu TSDKEJI0H IT0YeYHOI HeJJOCTaTOYHOCTH

OOBIUHBII peKIM J03HPOBAHUS

Pexum 103HpoBaHUS IIPH TSKEION IIOYEIHOIT

HEJOCTAaTOYHOCTH

40 Mr OJKOKHO OJMH pa3 B CYTKH

20 M IOJKOKHO OJIMH pa3 B CYTKH

20 MI IIOJKOKHO OJIHH pa3 B CYTKH

20 M OJKOKHO OJIMH pa3 B CYTKH

PexomeHnoBaHHAsS KOPPEKIHA peKNMa J03HPOBaHNUA HE IIPUMEHACTCA IIPHU reMOAHaIH3E.

Hapyvuwenua ¢yvuxyuu nouex nezkoii (KK > 50 u < 80 ma/mun) u ywmepennoii (KK > 30 u

< 50 AIJI/AIIIH) cmenedu mAax;dcecmu

Koppexmm JIO3bI HE me6yeTc;1, OTHAKO IIAIMHCHTBI JOJIZKHBI HaXOIHUTBCA IIOA THIATCIbHBIM

HaGJIIOIIeHHeM Bpaya.

Iayuenmoi ¢ HapyuieHuaMu yHKyuu nevexu

B cBs3H ¢ OTCYTCTBHEM KIMHHYECKHX HCCIIEOBAHMII IperapaT DHOKCAapuH HATPHS CIeayeT

IIPHMEHSATH C OCTOPOXHOCTBIO ¥ IMIAITHEHTOB C HAPYIICHHEM (bYHKI.IHI/I IICYCHH.

Jlemu 0o 18 nem

Be3onmacHOCTB 1 3()peKTHBHOCTH IPHMEHEHNS SHOKCAllapHHa HATpH Y JieTeil He YCTaHOBJICHBI.

Cnocob nmpuMeHeHHS

[ToaK0KHO, 3a HCKITIOUEHHEM OCOOBIX CIydaeB (CM. OApa3elsl «/leueHue ocmpozo uxHgapkma

JIIIOK(Ip()(I c noovemom cezmeHma ST, MeOUKamMeHmos3Hoe Ul ¢ HNOMOU{bIO HYPECKOMNCHO20
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KopoHapHozo emeutamenscmea» WU «lIpo maxmurll Cl%&%%pﬁ%ﬁ&c e Gkemene

IKCIMPAKOPNOPATLHO20 KPOBOOOPAUeHUA 60 8PeMsl 2eMOOUATU3A»).

IIpenBapuTeIbHO 3aI10JIHEHHBIH OTHOPA30BBIII IIIIPHI] TOTOB K IPHMEHEHHIO.

IToxppoGHOE omHcaHHe caMOCTOSITEIBHOIO HCHOIb30BAHHS IINIPHIIA H3JI0KeHO B «HCTpyKInn
II0 CaMOCTOSATEIbHOMY BBIIIOJIHEHHIO HHBEKIINH Iperiapata JHOKCAllapHH HaTpHs» (CM. pa3en
6.6).

IIpenapar He/1b351 BBOAUTH BHYTPHMbIIIeYHO!

IlookooicHoe eeederiie

DHOKCaNapHH HATPHsI BBOIST IOCPEICTBOM ITTyOOKOI! I/K HHBEKITHH.

HHbexuni xenaTeIbHO IPOBOINUTE B IIOJIOKEHHH MTAIIHEHTa «JIEKa».

He ciexyeT BBITaJKHBAaTh Iy3bIPHKH BO3JyXa H3 IINpHIA Iepe]l HHbeKIHel, 4ToObl n30exaTh
IIOTepH JIEKapCTBEHHOTO CpeAcTBa IIPH HCHOJIb30BAaHHH IIpeJBapUTEIbHO 3alOJIHEHHBIX
mmpureB. Ecim  KOIHYeCTBO BBOIMMOrO IIpermapaTa HeOOXOIHUMO CKOpPpeKTHpPOBaTh B
3aBHCHMOCTH OT MaccChl Tella IallHeHTa, clIelyeT HCII0JIb30BaTh IIPeIBAPHTEILHO 3all0JIHEHHbBIE
rpaJyHpOBaHHbIE IIIPHIBI, YJaJIHB H3JHIIKH PAacTBOpa Ilepe]l MHBEKIHeH IS JOCTHKEHHS
HeoOxoaumoro oosema. CiielyeT yIUThIBaTh, YTO B HEKOTOPBIX CIyJasx HEBO3MOKHO IOIYIHTh
TOUHYIO /103y H3-3a TPaIyHPOBOYHBIX JEJIeHHII Ha MIIPHIIe, B 3TOM clIy4dae 00beM J0JIKeH ObITh
OKpYTJIeH 10 OHKaiiiero Je1eHus.

Hupexunu ciaeayeT IPOBOAUTH II0OOYEPEHO B JIEBYK WM IIpaByK IIOJIOBHHY IlepeHeil
OpIOIIHOI CTEHKH.

Hriy HeoOXoaumMoO BBOAUTH Ha BCIO JUIMHY, BepTHKAIbHO (He cOOKYy), B KOKHYIO CKIAIKy,
COOpaHHYI0 U yAep:KHBaeMyI0 0 3aBepIIeHHs HHBEKIHMH Mek1y OOJbIINM M YKa3aTelIbHbIM
nanbiaMi. CKIagKy KOKH OTIIyCKAXOT TOJIBKO II0CTIE 3aBepIIeHHS] HHBEKIIHH.

He ciegyet MmaccupoBaTh MeCTO HHBEKIIHH II0CIIEe BBEI€HHS IIperapara.

Buympueentoe 6onocroe eeedenue

BHyTpuBeHHOe O00IOCHOE BBeJeHHe SHOKCalmapHHa HATpHsS JIOUKHO TIPOBOIMUTHCS depe3
BEHO3HBIIl KaTeTep. DHOKCalmapHH HAaTpHS MokeT OezomacHO BBoauThes ¢ 0,9 % pacTBOpoM
HaTpus Xiaopuaa u 5 % pacTBOpPOM IEKCTPO3bl (IIFOKO3bI). DHOKCAllApHH HATPHS HE JOJIKEH
CMEIINBAThCS WIH BBOAHTHCS BMECTe C JIPYTMMH JI€KapCTBEHHBIMH IIpemapaTamu. {1 Toro
qTOOBl M30€KaTh IPHCYTCTBHS B HH(QY3HOHHON CHCTEME CJIEJOB JPYIHX JeKapCTBEHHBIX
IpenapaToB U HX B3aUMOJEICTBHS C 3HOKCAllapHHOM HATpHS, BEHO3HBIIl KaTeTep IOJIKEH
IIPOMBIBAThCS JOCTaTOYHBIM KomdecTBOM 0,9 % pacTBopa HaTpus Xinopuna win S % pacTBopa
JIEKCTPO3bI (TIFOKO03BI) JI0 U MOCIIe BHYTPHBEHHOIO OOIIOCHOTO BBEICHHS YHOKCAIapHHA HATPHUSL.
Jlng mpoBeneHns OomrocHoro BBeleHHs 30 MI HOKcamapHHA HATpHS IpPHU JIEYSHHH OCTPOTO

HH(bapKTa MHOKapaa € IIOJbEMOM CETrMEHTa ST ¢ nensto PaiHOHAIbHOTO HCIIOJIB30BaHHA
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JIeKapCTBEHHOTO TIpemapara HeoOXOIIMO 1CTI0TH30BATE | %%-T@b%ﬁg?c%%meﬁ

IO3UpOBKOH. B ciyuae oOTcyTcTBHS ImmpHIa ¢ HeoOXOAHMONl JO3HPOBKOH MOTYT
HCTIOJIB30BaThCS MIPEABAPHTEILHO 3aIl0IHEHHbBIE IIIPHIIBI ¢ TpaaynpoBkoil 40 mr, 50 mr, 60 Mr,
70 mr, 80 mr win 100 mr. /It 3T0r0 HE0OXOIUMO YIadHTh JIHIIIHEe KOJMYeCTBO IperapaTa U3
IIIPHIIA ¢ TeéM, 9TOOBI B HEM ocTaBaioch ToiIbko 30 mr (0,3 mu).
Jlo3a 30 MI' MOKET HEeIIOCPeICTBEHHO BBOJUTHCS BHYTPHBEHHO.
JU1s TOBBIIIEHHS TOYHOCTH JIONOJIHHUTEIFHOIO BHYTPHBEHHOIO OOIIOCHOTO BBEIEHHS MAJIbIX
00BbeMOB B BEHO3HBII KaTeTep INpPH IPOBEISHHH YPECKOKHBIX KOPOHAPHBIX BMEIIATEIhCTB
peKOMeHyeTcsl pa3BecTH IpemapaT [0 KOHIeHTpamuun 3 Mr/Mia. PasBejeHne pacTBopa
PEKOMEHIyeTCs IIPOBOIUTEH HEIIOCPEICTBEHHO Iepe]l BBEICHHEM.
Jlns modydeHHs pacTBOpa SHOKCAalapHHa HAaTpHS C KOHIEHTpamueill 3 MI/MJI ¢ IIOMOIIBIO
IIpe/IBapUTEIbHO 3aI0IHEHHOTO mmpHIa 60 Mr peKoMeHIyeTcs HCIIOIb30BaTb €MKOCTb C
HH(}Y3HOHHBIM pacTBOpoM 50 M (T.e. ¢ 0,9 % pacTBOpoM HaTpHs Xj1opHIa WM 5 % pacTBOPOM
IEeKCTpO3bl (ITI0KO3bI)). I3 eMKocTH ¢ HH(Y3HOHHBIM pacTBOPOM C IIOMOIIBIO OOBIYHOTO
IIIpHla u3BiIekaeTcs U yjpamsercss 30 I pacTBopa. DHOKCamapuH HAaTpus (coJepKuMoe
IIIpHIIA UL IOJKOKHOrO BBedeHHs 60 Mr) BBOAUTICS B oOcTaBIIHecs B eMKOCTH 20 M
HH(}Y3HOHHOTO pPacTBOpA.
Jlig moiydeHHs pacTBOpa SHOKCalapHHa HATpHS C KOHIIEHTpaimeil 3 MI/MJI C IIOMOIIBIO
amiyasl 60 MI peKOMeHIyeTcsl HCIIOIb30BaTh €MKOCTh C HMH(Y3HOHHBIM pacTBopoM S50 M
(T.e. ¢ 0,9 % pacTBOopoM HaTpus XJopuiaa WiH 5 % pacTBOPOM AEKCTPO3bl (TII0K03b1)). 13
€MKOCTH ¢ HH(Y3HOHHBIM pacTBOPOM C IIOMOIIBI0 OOBIYHOTO HINIPHIIA H3BJIEKAETCS H yAaIIeTCs
30 ma pactBopa. Cozpepxkumoe aMmiryasl 60 Mr BBOAMUTCS B OcTaBlIuecs B eMKOCTH 20 M
HMH(Y3HOHHOTO pacTBOpA.
CozepXuMOe €MKOCTH C pa3BeleHHbIM pacTBOPOM HHOKCAllapHHa HATpUS OCTOPOKHO
nepemermmBaeTcs. J[7s BBeIeHHS C IOMOINBIO IINPHIA H3BIEKaeTCS HEOOXOIUMBIH 00beM
pa3BeIeHHOTO PacTBOpa SHOKCAllapHHa HaTPHS, KOTOPBIIl pacCYUTHIBaeTCs 10 (hopmyie:

OO0beM pa3BeZIeHHOTO pacTBOpa = Macca Tela nmanueHnTa (kr) x 0,1
I C TIOMOIIIBIO TIPeJICTaBIeHHOI HHKe TaOIHIThI 3.
Tabmmma 3. O0beM pa3BeIeHHOTO pacTBOpa SHOKCAlapHHA HAaTpUs ¢ KOHIIEHTpaumei 3 Mr/mi

JJI1 BHYTPHBCHHOT'O BBEICHHA

Heo0OxommMmas 1o3a Heo0xoamMeblii U1 BBEJEHHSI 00BEM
Macca tena
SHOKCAalapHHa HaTPHS pacTBOpa (M), pa3BeAEHHOIO 10
MaInueHTa, KT
(0,3 MI/KT), MT KOHITEHTpaIuy 3 Mr/mi
45 13,5 4,5
50 15 5
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55 16,5 (MOCNEQOBATESIGHOCTE 0002)
60 18 6
65 19,5 6,5
70 21 7
75 225 7,5
80 24 8
85 25,5 8,5
90 27 9
95 28,5 9,5
100 30 10
105 31,5 10,5
110 33 11
115 34,5 11,5
120 36 12
125 37,5 12,5
130 39 13
135 40,5 13,5
140 42 14
145 43,5 14,5
150 45 15

Ilepexniouerue mexcoy SHOKCAnNapuUHOM Hampus i nepopanbHbIMU AHINUKOASYIAHINAMU

o [lepexnioueHie Mexcoy sHOKCanapuHom Hampus u anmazonucmamu eumamura K (ABK)

Jlns monutopupoBaHus 3>¢pdexkra ABK HeoOxomnmo HaOmojeHHe Bpada H IIpOBe/leHHE

1abopaTOpHBIX HCCIeI0BaHMIT (IPOTPOMOHHOBOE BpeMs, IpeicTaBIeHHoe Kak MHO).

Tak kak I8 pa3BuUTHS MakcuManbHoro s3ddexra ABK TpeOyercs Bpems, Tepamms

SHOKCAaIlapmHOM HaTpHuig OOJDKHA IIPOJOJDKAThCd B IIOCTOSIHHOII J03€¢ TaK JIOIro, Kak

HeoOXoanMo Ul mojuiepskaHns 3HadeHmii MHO (o JaHHBIM JBYX IIOCIIEOBATEIbHBIX

OIIpGHGJICHHﬁ) B JKE€JIAaCMOM TEPAIICBTHICCKOM JIHAIla30HE B 3aBHCHMOCTH OT MOKa3aHMIL.

Jlna manmeHroB, Kotopele mnoiaydaroT ABK, ormMeHa ABK © BBeJeHHe IepBOil 103l

SHOKCaIllapinHa HaTPpHA JOJIKHBI IIPOBOAUTHCA ITOCJIE TOI'0, KaK MHO cHU3MIOCH HHKE T'paHUIIBI

TEPAIICBTHICCKOIO AHalla30Ha.

o Hepem;otleuue JWQOICO_V SHOKCAnNapuHoOM HampuAa u nepopaitbHbiMU AHMUKoA2YIAHmMavu

npamoeo oeiicmeus (II0AK)
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OTMmeHa 3HOKcalapHHa HaTpus U Ha3HaueHHe HOAK'MEI%%W%Q l022)4ada 110

MOMEHTa OYepeHOr0 3aIUIaHHPOBAHHOIO BBEJEHHS >HOKCAlapHHa HAaTPUS B COOTBETCTBHH C
HHCTPYKIIHEl 110 IPHMEHEHHIO IIepopaIbHbIX aHTHKOATy/ISHTOB.

Jlng namenTos, norydatonmx [IOAK, BBeieHne mepBoii 10361 YHOKCAalapuHa HaTpHI H OTMEHa
[epOpaTbHBIX AHTHKOATYISHTOB MPSMOTO JEHCTBHS JOUKHBI IPOBOJAUTLCS B MOMEHT BpEMEHH,
COOTBETCTBYIOIIHII OUepeIHOMY 3alllIaHHpOBaHHOMY IpuMeHeHHio [IOAK.

Hpmreﬁeyue npu CllllHa.f'TbH017/37111())717(1.717H017 anecmesuu Ui 11oMOanIbHOI HNYVHKYUU

B ciyuae nprMeHeHHs aHTHKOAryJISIHTHOIH Tepaliy BO BpeMs IIPOBEIECHHS 31Uy paJIbHOI HIIN
CIHHAIBHOI aHeCcTe3MWaHaITe3UH WIH JTOMOATbHON IYHKIHH, HEOOXOJHMO IIpOBeeHHe
HEBPOJIOTHYECKOI 0 MOHHTOPHPOBAHUS BCJIEICTBHE PHCKA Pa3BUTHS HEHPOAKCHAIBHBIX TeMaToOM
(cm. pa3gen 4.4).

o szwenemle SHOKcanapuHa Hanipusa 6 npO¢IL"IGKIHIl‘l€Ck‘IL\' oo3zax
VYcTaHOBKA HIIN yJIaleHHe KaTeTepa JOIKHO IIPOBOAUTHCS CIIYCTS KaKk MUHHMYM 12 dacoB mocie
nocyetHell HHbeKITHN Ipo(HIaK THUECKOI J03bI SHOKCAllapHHa HaTPHSL.
[Ipu wmcHoab30BaHMHN HENpephIBHOI TEXHHKH HEOOXOOHMMO cOoOMogaTh IO MEHBIIeH Mepe
12-gacoBoii HHTepBaJ 10 yAadeHUs KaTeTepa.
V nmammentoB ¢ KK > 15 u < 30 w1/MHH ceIyeT paccMOTpeTh BOIPOC 00 yIBOSHHH BpeMeHH J10
MOMeEHTa ITyHKIHH WIH BBeIeHN S/ yJaJleHNs KaTeTepa Kak MUHHIMYM JI0 24 9acoB.
[IpenonepaiioHHOEe BBeleHNE YHOKCAllapiHHa HAaTpHs 3a 2 yaca JI0 BMellaTeIbCTBa B JO3UPOBKE
20 Mr HECOBMECTHMO C IPOBE/ICHHEM HelipoaKCHAIbHOI aHeCTe3HH.

o [IpumeneHue 3HoKcanapuHa Hampus 6 mepaneGmuyeckux 003ax
VYeranoBKa UM ylajdeHHe KaTeTepa JI0JDKHO IPOBOANTHCS CIIyCTS KaKk MUHHMYM 24 yaca Iociie
IIOCIIeHel HHBEKITUH TepaneBTHYeCKOil JI03BI SHOKCaIlapHHa HaTpUs
(cm. pa3gen 4.3).
[Ipu mcHoOIB30BaHMM HENpPephIBHOI TEXHHKH HEOOXOIHMMO cOoOMoJaTh IO MEHBIIeH Mepe
24-4acoBoil HHTepBaJ [0 YIaJIeHUS KaTeTepa.
V mammentoB ¢ KK > 15 u < 30 w1/MHH ceyeT paccMOTpPeTh BOIPOC 00 Y IBOEHHH BpeMeHH JI0
MOMEHTA ITyHKIINH WIH BBeJIeHNS/yJaIeH!s KaTeTepa Kak MUHIMYM 10 48 4acoB.
[TanmeHTaM, MOMTYyYarONIMM HOKCANapHH HAaTpus B go3ax 0,75 MI/Kr mwim 1 MI/KT Maccel Tena
J1Ba pa3a B CYTKH, He clle[lyeT BBOJHTh BTOPYIO 03y IIperapaTta ¢ [[eJIbI0 YBeIN4eHHs HHTepBalla
Iepe]l YCTAaHOBKOIH HJIM 3aMeHOIl KareTepa. TO4YHO Takke clelyeT paccCMOTpPeThb BOIPOC O
BO3MOKHOCTH OTCPOYKH BBEJIEHHS CIEQYyIOIIel J03bl IIpernapaTa, Kak MUHHMYM, Ha 4 daca,
HCXOJS U3 OLIEHKH COOTHOIICHHS NOJb3a/pHUCK (PUCK pa3BUTHS TpoM0O03a H KPOBOTEUSHHII IIpH
MIPOBEJICHHHN TIPOIEAYPhI, C YIETOM HaIHUHs y MAallHeHTOB (aKTOpOB pHCKa). B 3TH BpeMeHHBbIe

TOYKH BCE€ €HIE€ IIPOJIO0IIKACT BBIABIATHCA aHTH-Xa aKTHBHOCTh IIpernapara, 1 OTCPOYKH IIO
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BpEMeHH He SABISIOTCS TapaHTHel TOTo, YTO Pa3BUTIHS rh@ﬁp&%éﬂﬁ%ﬁ FeNATOMbY %&Tcx

n30exKaTh.

4.3. IlpoTuBONIOKA3aHNS

— T'umep4yBCTBHTEIBHOCTh K SHOKCAllapHHY HATpHs, TeNapuHy WIWIH €ro IpPOH3BOIHBIM,
BKJIIOYAs JIpyrHe HH3KOMOJIEKY/SIpHble TelapHHbl WIM K TH000MYy H3 BCIIOMOTaTelIbHBIX
BEIIIECTB, IEPEUNCIeHHbIX B pa3jerne 6.1;

— AaKTHBHOE K/IMHHYECKH 3HAauNMOe KPOBOTEUeHHEe, a TAaKKe COCTOSHHUS H 3a00/ieBaHHS, IIPH
KOTOPBIX HMeeTcsl BBICOKHMII PHCK pa3BHTHSI KpOBOTE€UEHHS, BKIKOYas HEJaBHO IlepEeHECEHHBII
reMopparudeckuil HHCYIbT, OCTPYIO 3By KemyqodHo-kumedHoro tpakra (OKKT), mamiume
3710KaUeCTBEHHOTO HOBOOOpa30BaHHS C BBICOKHM pPHCKOM KpPOBOTEUEHHIl, HeJIaBHO
NepeHeceHHble ONepalliii Ha TOJIOBHOM H CIIHHHOM MoO3re, O()TaIbMOJIOTHYECKHE OIepalini,
HU3BECTHOE IUIM IIpe[rojaraeéMoe HaaH4die BapHKO3HO pAacHINPEeHHBIX BEeH IHIIEBOja,
apTepHOBEHO3HbIe MaIb()OpMaIHH, COCYANCThIE aHEBPH3MBI, COCYIUCThIE AHOMAIHH CIIHHHOTO
1 TOJIOBHOT O MO3Ta;

— CIOMHAJIbHAS WIN SHHIypaJlbHas aHeCTe3Us IIH JIOKO-perHOHaJbHAas aHecTe3Hsd, Koraa
SHOKCAIlapUH HATPHS IPUMEHSUICS JUIS JIeUeHNs B IpeIblayie 24 Jaca;

— HMMYHOOIIOCpPEJIOBaHHAasl  TelapHH-HHIyIHPOBaHHAs TPOMOOIMTONEHHS B  TeueHHe
nociexHux 100 gHel Wi HaaHune B KPOBH HUPKYTHPYIOIIIX aHTUTPOMOOIIUTaPHBIX aHTUTEIL.
4.4. OcoOble yKa3aHHsI 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMeHeHNH

C OCTOpPOKHOCTBIO

— HapylleHHs remocrasa (B T.4. reModmmns, TpoMOOIMTOIEHHS, THIIOKOAryJsIus, 0oJIe3Hb
BuieGpanna u 1p.), BaCKyJIIT;

— S3BeHHas OoJe3Hb JKedyJKa WIH JIBeHaJIAaTHINEepPCTHOH KHIIKH WIH JApyrHe 3pO3HBHO-
S3BE€HHbIE IIOPAKEeHHS KTy JOYHO-KHIIIEYHOTO TPAKTa B aHAMHE3e;

— HEeJAaBHO IIepeHEeCEeHHBbII HIIIeMHYeCKHIl HHCYIIBT;

— HEKOHTpOoIHpyeMas TshKellas apTepHaibHas THIepTeH3Hs;

— auabeTHdecKas WIH TeMopparnieckas peTHHOIATHS

— TSDKeJbIN caxapHBIil qader;

— HeJIaBHO IIepeHeceHHas IIH Mpe/rojaraeMas HeBpOJOTHYecKas HIH O(TaIbMOJOTHYeCKast
omeparys;

— IIpOBeJIeHHE CIIMHAIBHON IIH SIHAypaJbHON aHeCcTe3HH (IIOTeHIHalbHas OINAacHOCThb
Pa3BHTHSI TeMAaTOMBI ), CIHHHOMO3T 0Basi MyHKIIHS (HEIaBHO IIepeHeceHHas );

— HeJJaBHHUE POJBbI;

— 3HIOKAapIUT OaKTepHaIbHBIH (OCTPBIi WIH MOAOCTPHIil);

— IepUKapJHUT WIH NIepHKapHalbHbII BBIIOT;

12
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(NMOCNEOOBATENBHOCTL 0002)

— TOYeYHas WM IeYyeHOYHas HeJI0CTaTOYHOJTh,

— BHyTpuMarouHas KoHTpanenims (BMK);

— TsbKeJasi TpaBMa (0COOEHHO LIEHTpaIbHOI HEPBHOI CHCTEMBI), OTKPHIThIE paHbl Ha OOIBIINX
MIOBEPXHOCTSIX

— OJIHOBPEMEHHBIII IpHeM IpenapaToB, BIUSIONINX Ha CHCTEMY reMocCTasa;

— TelnapHH-HHIyIHPOBaHHAS TPOMOOIHTOINEHHS Oe3 IHPKYIHPYIOIINX AaHTHTEeI B aHaMHe3e
(607ee 100 nHeil).

JlaHHBIE IO KIHHIYECKOMY IPUMEHEHHIO HOKCallapiHa HaTpHS IPH aKTHBHOM TyOepKyiese H
JTy4eBOIl Tepal (HeJaBHO IIepeHeCeHHOI1) OTCYTCTBYIOT.

O6umie

HuskoMmoeKy IsipHble TelapHHbl He SBIIOTCSA B3aHMO3aMEeHSIeMbIMH, TaK KaK OHH pa3/IN4aloTcs
[0 IIpoIleccy IPOM3BOJCTBA, MOJEKYISIPHOI Macce, CIeru(HUecKoil aHTH-Xa aKTHBHOCTH,
eIMHUIIAM JO3HpPOBAaHHS H pPEeKHMY JO3HPOBaHHS, C 4YeM CBf3aHBl pa3Muisd B HX
(apMakOKHHETHKe M OHOJIOrHYeCKONl aKTHBHOCTH (AHTHUTPOMOMHOBasS aKTHBHOCTH U
B3auMoieiicTBHe ¢ TpomOonuTamn). [TosTomy TpeGyeTcs cTpOro BHIIOIHATH peKOMEHJallHU 110
IPUMEHEHHIO IS KakIOro IIpernapara, OTHOCSIIErocs K KiIaccy HH3KOMOJIEKYISPHBIX
relapuHOB.

KpoBoreuenue

Kak n npyn npuMeHeHHH JpyIHX aHTHKOAryJITHTOB, IIpH IPHMEHEHHH IIperapaTa DHOKcarmapHH
HaTpHUs BO3MOKHO pa3BHUTHE KpOBOTe€YeHHil 000l nokamm3anuu (cM. pasgen 4.8). Ilpn
pa3BUTHH KpPOBOTEUEHHS] HEOOXOIMMO HAITH €ro MCTOYHHK M IIPOBECTH COOTBETCTBYIOIIEE
JIeYeHHe.

DHOKcalapHH HaTpHUs, KaK H JpyrHe aHTHKOATYJISHTHI, CIeAyeT IPHMEHATh ¢ OCTOPOKHOCTHIO
IIPH COCTOSIHUSX C IIOBBIIIEHHBIM PHCKOM KPOBOTE€UYEHHS, TAKHX KaK:

— HapylIeHHs] reMOoCTas3a;

— s3BeHHas 00JIe3Hb B aHAMHe3e;

— HeJIaBHO IIepeHeCEeHHBbII NIIeMHYeCKUIT HHCYIIbT;

— TsDKeJasl apTepHaIbHas THIIEPTEeH3US;

— nuabeTH4yecKasl peTHHOTATHS;

— HelpoXupypruueckoe mim o TaIbMOIOTHYECKOE ONlepaTHBHOE BMEIIaTeIbCTBO;

— OJIHOBpEMEHHOe IIPHMEeHEeHHe IpenapaToB, BIHSIONINX Ha reMocTas3 (M. paszen 4.5).
Kpoeomet{ey UA Y NAyYUEeHno6 NoXCU1020 eo3pacma

[Tpu nmpuMeHeHNN IpenapaTta JHOKCAalapHHa HATpHS B MPOQIIAKTHYECKUX JI033aX Y MallHeHTOB

ITOKXIJIOTO BO3pacTa HE OTMEUCHO YBECIHYUCHHA PHCKA pa3sBHTHA KpOBOTe‘IeHIII“{.
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COOTBETCTBYET SKCNEPTHOMY OTHETY
ot 25.03.2022 N= 6510

IIpu mpHUMeHeHHH TIpemapaTa B TepamleBTHYe PKHX n0da%’ Cf‘ﬁ%&rﬁ%%&% '%hcra

(ocoberHo B Bo3pacTe 80 €T M cTapmie) CYIIECTBYeT IIOBBIINIEHHBI PHCK pPa3BUTHA
KpoBoTeueHHil. PekoMeH1yeTcs MpoBeeHne TIIaTeIbHOTO HAOIIOJEHNUS 32 COCTOSHHEM TaKHX
MalHeHToB (cM. pa3zensl 4.2 u 5.2).

OonoepemeHHOe npumMeHeH1e Opy2ux Npenapamoe, GIuAUUX Ha 2eMoCIa3

[IpumeneHne IpenapaToB, BIMSIONNX Ha reMocTa3 (CaJMIUIaThl CHCTEMHOTO JIeHICTBUS, B TOM
ypuclie aleTWwICAIMINIOBas KHCIOTa B J103aX, OKAa3blBAIOIINX IIPOTHBOBOCIAIHTEIBHOE
neficTBHe, HeCTepOH IHbIe IPOTHBOBOCHaINTeIbHbIe IpenapaTsl (HIIBII), BkIrodas keTopoak,
Ipyrue TpoMOOJMTHKH (anTellla3a, peTellla3a, CTpENTOKHHAa3a, TeHEKTeIlla3a, YpPOKHHa3a)),
peKOMeHIyeTcs OTMEHHTh [0 Hayajla JIeYEeHHS SHOKCAllapuHOM HATpHs, 3a HCKIIOYEeHHEM
cllydaeB, KOTJja HX INpHUMeHeHHe SBIseTcs HeoOXoanMbIM. Ecii moka3aHo MxX OJHOBpPEMEHHOe
IIpIMEHEeHHe C SHOKCAIlapHHOM HATpHs, TO clIedyeT MPOBOJINHTh TIIATEIbHOE KINHHYECKOe
HaOTI0IeHne H MOHUTOPHHT COOTBETCTBYIOIINX JIA0OPAaTOPHBIX MTOKa3aTeeil.

Iloueynas neoocmamouxocms

VYV mnanmeHTOB ¢ HapymeHHeM (QYHKIMH IOYeK CYIIECTBYeT IIOBBIIIEHHBIN PHCK pPa3BHTHS
KPOBOTEUYEHHS B pe3y/IbTaTe YBeINYeHHS CHCTEMHOI SKCIIO3UIIUN 3HOKCAllapHHa HATpHSL.

VYV mnameHToB ¢ TskedbiMH HapymeHnsMH ¢(yakmmun mouek (KK > 15 m < 30 mu/MuH)
OTMEYAeTCsl 3HAUNTEbHOE YBEIHYeHHE OHKCIO3ULMH JHOKCAallapuHa HAaTpHS, I[03TOMY
peKOMeH/yeTcss IPOBOJNTh KOPPEKIHI0 J03bl KaK IpH NpopIIaKTHYECKOM, TaK H
TepaneBTHYECKOM IIPHMEHEeHHH INpenapara. XoTs He TpeOyeTcsl IPOBOJAHTh KOPPEKIIUIO JI03BI Y
HaIeHToB ¢ HapymeHnsamMn Gysakinn novek Jrerkoit (KK > 30 u < 50 w/MHH) 1 yMepeHHOIT
cremenn TsxkectH (KK > 50 m < 80 mu/MuH), peKoMeHIyeTcs IpoBeleHHe TIIAaTeIbHOTO
KOHTPOJIS COCTOSIHHSI TaKHX IIAIlHeHTOB, H MOKeT pacCcMaTpHBAaThCs HEOOXOIUMOCTD
IpOBeJIeHNsI OHOJIOTHYECKOTO0 MOHHTOPHHIA ¢ H3MEpeHHeM aHTH-Xa aKTUBHOCTH (CM. pa3Jiellbl
42 u 5.2). IlpuMmeHeHHe »>HOKCalapHHa HATpPHUS HE pPEKOMEHJIyeTcs y TMalHeHTOB C
TEPMHUHAJIBHOI cTajuell XxpoHndeckoil 6ome3nn mouek (KK < 15 mur/MHH) B BHJIy OTCYTCTBHUS
JTaHHBIX, KpOMe CIydyaeB MpoQIIaKTHKH TPOMOO0OPa30BaHHs B CHCTEME YKCTPAKOPIIOPATLHOTO
KpOBOOOpaIIeHns BO BpeMs FeMO/IHaIH3a.

Huskaa macca mena

OTMmeyanoch yBeIMYeHHe SKCHO3HIIMN 3HOKCAlapHHa HATpHS IIPH €ro Mpo(IIaKTHIeCKOM
NPUMEHEeHHH Y KEeHIIHH C Maccoil Tella MeHee 45 KI U y MY/KYHH C Maccoil Teila MeHee 57 KT,
YTO MOKeT IIPHBOJUTh K IIOBBIIIEHHOMY PHCKY pa3BHTHS KpoBOTeueHHil. PekomeHnyercs

IIPOBEACHHE TINATEIbHOTO KOHTPOJIA COCTOAHHNA TaKHX ITAITHCHTOB.
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COOTBETCTBYET 3KCNEPTHOMY OTHETY
2% N2 2022 )

ot 25.03.2022 N2 6510

(NMOCNEOOBATENBHOCTL 0002)

HalﬂleH"lbl C oxcuperHuem

[TanmeHTH! ¢ OXHpEHHeM HMEIOT NOBBIIEHHBIII PHCK pa3BUTHA TPoMOO30B M 3MOOJIMHIL
be3onmacHocTh U 3((EKTHBHOCTh NPHMEHEHHS 3HOKCAallapHHa B INPO(MIUIAKTHYECKHX 103aX Y
namuenToB ¢ oxupenneM (IMT 30 xr/m? u Goree) 710 KOHIa He ompejeneHa, H HET OOIIETo
MHEHHS 10 KOPPeKIMH J03bl. 3a 3THMH MallHeHTaMH cjeJyeT BHHMaTelIbHO HaOmojaTh Ha
MpeIMeT pa3BUTHSI CHMIITOMOB H IIPH3HAKOB TPOMO030B H 3MOOIIHII.

KoOHTpoIb KOIMYecTBa TPOMOOIHTOB B IepH(epHIecKoii KpOBH

Puck pa3BHTHS aHTHTENI0-ONIOCPEIOBAaHHOI TIeMapHH-UHIYIIHPOBAHHON TPOMOOIMTONEHHH
(I'"T) cymecTByeT H IpH IPHMEHEHHH IPYyTHX HH3KOMOJIEKY/ISPHBIX T€[IapUHOB, IIPH 3TOM 3TOT
PHUCK BBIIIE y NAIMEHTOB, IEpeHECIINX OIlepallii Ha cep/lle, H MalHeHTOB ¢ OHKOJIOTHYECKHMHU
3aboneBanusmu. Ecin pazBuBaeTcss TpOMOOIIMTONIEHHS, TO €€ OOBIYHO BBISIBIIIOT MEKIY 5-M H
21-M gHSAMH IIOce Hadajda TepalHuH YHOKCAapHHOM HAaTpHsi. B CBS3H ¢ 3THM peKOMeHIIyeTcs
PeryJsipHO KOHTPOIHPOBaTh KOJHYECTBO TPOMOOIIMTOB B INepHdepHuecKoil KpoBH 0 Hadaia
JeYeHHs HHOKCAllapHHOM HAaTpHi M BO BpeMsi ero npuMeHeHus. CiieqyeT oIpeaeisiTh
KOJTHYECTBO TPOMOOIIMTOB B KPOBH IIPH HAJIMYHH CHMIITOMOB, yKa3biBarommx Ha I'HIT (HOBBIil
SMH30]I apTepHATbHBIX H/IJIH BEHO3HBIX TPOMOO3MOOIMYECKHX OCIOKHEHHI, Ooje3HeHHOe
HopakeHne KOKH B MecCTe MHBEeKINH, aUlepruiyeckas WIH aHaduIakTHYecKas peakius IpH
neyeHun ). IIpn BO3HHKHOBEHHH YKa3aHHBIX CHMIITOMOB CJeyeT MPOHH()OPMHPOBATh JIeYaIero
Bpava.

[Ipy HamMYMH TOATBEPKIEHHOTO 3HAUYMTEIBHOTO CHIDKEHHS KOJIHYeCTBa TPOMOOIMNTOB
(Ha 30-50 % mo cpaBHEHHIO C HCXOJIHBIM IIOKa3aTeleM) HeOOXOAHMMO HeMeIJIeHHO OTMEHHTh
SHOKCAllapuH HAaTpHs H IepeBecTH IallHeHTa Ha APYIYI0 aHTHKOATyJISHTHYIO Tepamuio 0Oe3
IIPHMEHEHHS TellapHHOB.

CrnnHanpHas/ SIIMAYpaJlbHasd aHCCTC3HA

Omnucanbl cydal BO3HHKHOBEHHS HeilpOaKCHATbHBIX TeMaTOM IIPH IPUMEHEHHH SHOKcalapHuHa
HaTpHUs NpH OJHOBPEMEHHOM IPOBEIeHHH CIHHAIBHOI/3MHIYpaJbHON aHeCTe3UH C pa3BUTHEM
JUINTEJIBHO CYIIECTBYIOIIETO HIH HeoOpaTHMOTO napainda. PHCK BOSHHKHOBEHHS 3THX SBJICHHIT
CHIDKaeTCsl IIpH IpHMEHeHHH npemnapara B go3e 40 Mr mm HuKe. PUCK moBbmmaercs mpu
IpHMeHeHHH Oojee BBICOKHMX J03 SHOKCallapuHa HATpHS, a TakkKe IpPH HCIOJIb30BaHUU
IIOCTOSIHHBIX KaTeTepoB IIOC/Ie ONEepaluH HJIH OJHOBPEMEHHOM IPHMEHEHHH JOIOTHHTEIbHBIX
MpenapaToB, BIMAIONIMX Ha reMocta3, Takux kak HIIBII (cm. pasmen 4.5). Puck Ttaxke
MIOBBIIIAETCS IIPH TPAaBMATHIECKH IIPOBEACHHOI NI OBTOPHOI CITHHHOMO3T OBOI1 ITYHKIITHH WIH
y TAIHeHTOB, HMEIONINX B aHaMHe3e yKa3aHHA Ha IIepeHeceHHble omIepanud B 001acTH

IIO3BOHOYHHKA HJIH ,ue(bopmaumo IIO3BOHOYHHKA.
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COOTBETCTBYET SKCNEPTHOMY OTHETY
ot 25.03.2022 N= 6510

JUisl CHIDKEHHS BO3MOJKHOTO PHCKAa KpOBOTEUYEHNs, cmh%%r-gggﬁﬁ&%fé'ﬁ gﬁ&c@&ﬁé’ﬁnna

HaTpHS U IpOBeJeHHEeM >3IMHIypaJbHON WIN CIHHAJIBHOI aHEeCTe3WH/aHalre3ny, HeoOXOIHNMO
YUUTHIBaTh (papMaKOKHHETHYECKHil Npomab IpemapaTa (cM. paszgen 5.2). YCTaHOBKY WIH
yJajJeHHe KaTreTepa JIydlle IPOBOIHTh IPH HH3KOM aHTHKOAryJITHTHOM 3(¢¢eKTe 3HOKcarapiHa
HATpH$, OJHAKO TOYHOE BpeMs U JOCTIZKEHHUS J0CTATOYHOTO CHIDKEHHS aHTHKOAryJITHTHOTO
spdexTa y pa3HBIX MAIHEHTOB HeH3BecTHO. ClleayeT JOMOJHHUTEIBHO YYHTBIBATh, YTO Y
nanuenToB ¢ KK 15-30 Mi/MuH BeIBeleHHE 3HOKCAllapHHA HaTPHS 3aMe IISIeTCSL.

Ecmi no Ha3HavyeHHIO Bpaya NMpHMEHsSeTCS aHTHKOAryJIsSHTHas TepamHs BO BpeMs IpOBeIeHHUS
SMHIYypaIbHOIN/CIIMHATBHON aHeCTe3HH WIH JFOMOATBHON IyHKIIHH, HEOOXO0IHMMO TOCTOSHHOE
HaOII0IeHHe 3a MAIlHeHTOM JUIS BBISBJICHHS THOOBIX HEBPOIOTHYECKHX CHMIITOMOB, TAKHX Kak
00 B CIHHE, HapylIeHHe CEeHCOPHBIX H MOTOPHBIX (pyHKIHil (OHeMeHHe WIH cIabocTh B
HIDKHHX KOHEYHOCTSX ), HapylleHne (YHKIIHN KHIIeYHHKa W ModeBoro my3sips. Ilammenra
He0o0X0IMMO MPOHHCTPYKTHPOBATh 0 HEOOXOIMMOCTH HeMeJIEeHHOr0 HHGOPMHPOBAaHHSA Bpada
IIPpH BO3HHKHOBEHHH BBIIIEONMCAHHBIX CHMOTOMOB. [IpH T1OMO3peHHH Ha CHMIITOMBI,
XapaKTepHbIe IS TeMAaTOMBI CIIHHHOTO MO3Ta, He0OXOIMMBI CpOYHAasl AHArHOCTHKA H JeUeHHe,
BKJTIOUAs IIPH HEOOXOIUMOCTH JEKOMITPECCHIO CIITHHOTO MO3Ta.

["enapHH-HHIYIIIPOBaHHAS TPOMOOIIMTOIIEHHS

[TpuMeHeHHe 5HOKcanapHHa HAaTPUs y MAallHEHTOB, NIMEIOIINX B aHaAMHe3e yKa3aHHUs Ha Handue
rernapHH-HHAYIIPOBAaHHONH TPOMOOLMTONEHHH B TedeHHe mnociaeaHux 100 gHell win npu
HAIMYUH IUPKY/IHPYIONMX aHTHUTe]I, INPOTHBONOKa3aHO (cM. pasgen 4.3). Llupkympyronuie
aHTHTeJIa MOT'YT IepCHCTHPOBATh HECKOJIBKO JIET.

DHOKcalapHH HaTpHS clIelyeT IPHMEHSTh C 0c000i OCTOPOKHOCTBIO Y MAIIHEHTOB, HMEIOIINX B
aHamHe3e (Oomee yem 100 [Hell) remapHH-HHIYIHPOBAHHYIO TPOMOOIMTONEHHIO 0e3
IUPKYJIHPYIOIINX aHTUTeN. PeleHne o mpuMeHeHNH YHOKCalapiHa HaTpUS B JaHHOIH CHTYaIHI
NOJDKHO OBITh NMPHHSATO TOJBKO IOCTE OINEHKH COOTHOIIEHHS II0JIb3a/PHCK MU IPH OTCYTCTBHH
Oe3renapHHOBOII (He cojepsKaleii remapuH ) aTbTepHATHBHOI Tepartim.

UpeckorKHasi KOpOHapHas aHTHOIUIaCTHKA

C mempl0 MHHHMH3AIIMH pHCKa KPOBOTEUEHHS, CBS3aHHOTO C WHBA3HBHOII COCYIHCTOI
HHCTPYMEHTAJIbHONH MAHHUITY/ISIHeH TpH JeYeHHH HecTaOHIbHOI CTEeHOKapauH H HH(papKTa
MHOKapia 0e3 3yOma Q m ocTporo HHpapkTa MHOKapJa ¢ moabeMoM cerMeHta ST, 3Tn
IIPOTIeIyPHI CIeyeT IPOBOINTh B HHTEpBAIaX MeKIy BBeJEeHHEM IpernapaTta. IT0 HEOOX0IHMO
IV TOCTHKEHHS TeMocTa3a B MecTe BBeJEHHsS KaTeTepa IOClIe IMpOBEIEeHHS YPEeCcKOKHOTO
KOPOHApHOTO BMeIIaTelbCcTBa. [IpH MCIONTB30BaHNH 3aKPBIBAONIETO YCTPOIICTBA HHTPOIBIOCED
OenpeHHOIl apTepHH MoXKeT OBITh yHaleH HeMeleHHo. IIpH NpHMEHEeHHH MaHYyaJTbHOI

(py4HOI) KOMIIpEeCCHH HHTpOJbIOCcEp OeIpeHHOH apTepHH clIelyeT yJaaHTh depe3 6 TacoB
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COOTBETCTBYET SKCNEPTHOMY OTHETY
ot 25.03.2022 N= 6510

IocjIe TOC/IeIHeNl BHYTPHBEHHOH HWIH ITOIKOMKHOIM 1{&&1%@%@@3@%? q{g’f‘pg[;ll.:lzﬁcml

JeyeHHe >HOKCAIlapHHOM HATpHs MPOJOIKAETCA, TO CIEAYIONIYI0 103y CIelyeT BBOIAHTH HE
paHee, 4eM depe3 6-8 4acoB 1ocie yaaJeHns HHTpoJblocepa OeapeHHoil apTepun. Heodxommmo
CIeINTh 3a MECTOM BBEJEHHS HHTPOIbIOCEpa, YTOOBI CBOEBPEMEHHO BBIIBHTH IIPH3HAKH
KPOBOTEUYEHNUS U 00pa30BaHHI TeMaTOMBI.

[TarueHTHl ¢ MEXaHMYECKHIMH HCKYCCTBEHHBIMH KJIallaHAMHU cep/iia

[TpuMeHeHNe 3HOKcaapHHa HATPUS IS MPOQHIAKTHKH TpoMOOOOpa30BaHUS y IAIHEHTOB C
MEXaHHYeCKHMH HCKYCCTBEHHBIMH KIallaHAMH cepjlla H3YYeHO HeIOCTaToOuHO. IIMerotcs
OT/eJbHBIE COOOIIEHNS O Pa3BUHTHH TPOMOO3a KIAllaHOB Ceplla Y MAIHeHTOB ¢ MeXaHHIeCKIMHI
HCKYCCTBEHHBIMH KJIallaHAaMH cepAla Ha (OHe TepammH »>HOKCAlapHHOM HATpus JUIs
npodmiakTukn TpomMOGooOpa3oBaHHSA. BBHIY HEIOCTATOYHOCTH KIHMHHYECKHX JaHHBIX H
HaIM4MsS HEOJHO3HAYHBIX (aKTOpOB, BKIIOYAs OCHOBHOe 3a0oJieBaHHe, OIEHKa TaKHX
COOOMIeHNIT 3aTpyIHEHA.

bepeMeHHbI€ JKEHIINHBI ¢ MeXaHNIeCKHIMHU HCKYCCTBEHHBIMH KJIalaHaMH cep/iiia

[IpMmeHeHHe SHOKcamapHHa HaTpHA JUIS NMpo(IIaKTHKH TpoMOooOpa3oBaHHsA y OepeMeHHBIX
JKEHIINH ¢ MeXaHHYeCKHMH HCKYCCTBEHHBIMH KJIallaHaMH Cep/lla H3y4eHO HeJI0CTaTodHOo. B
KJIMHUYeCKOM HCCIeJOBAaHHH C ydJacTHeM OepeMeHHBIX JKeHIINH ¢ MeXaHHIeCKHMH
HCKYCCTBEHHBIMH KJIallaHaMH cepjla IpH NPUMEHEeHUH >HOKCcalapHHa HaTpus B J103e | MI/Kr
Macchl TeJjla IBa pa3a B CyTKH IS YMEHBIIeHHs pHCKa pa3BHTHS TPoMO030B H 3MO0Iil, y 2-X U3
8-MH JKeHIIHH 00pa30BaINCch TPOMOBI, KOTOpbIe IIPHBOAIUIN K OJTOKHPOBAHUIO KJIAllaHOB CepAIia
U K CMepTH MaTepH H ILIOJA.

MmeroTcst OTJieNIbHBIE IOCTMApKETHHTOBBIE COOOIIEHHS O TpomOO3e KiIalaHOB cepiia y
OepeMeHHBIX JKEHIINH ¢ MeXaHHYeCKHMH HCKYCCTBEHHBIMH KJIallaHAMHU CepJla, MOJydaBIIHX
JeueHne YHOKCAlapHHOM HAaTpHs JUIS PO ITaKTHKH TpoMO00Opa30oBaHHU.

bepeMeHHBIe KEHIMHBI ¢ MEXaHNYECKHUMH HCKYCCTBEHHBIMH KJIallaHaAMH Cepjilla MOT'YT HMeTb
IIOBBINIIEHHBIH PHCK pa3BHTHS TPOMOO3a H YMOOIHH.

Hekpo3 K0KH/KOKHBII BaCKYIUT

CooOmanoch 0 pa3BHTHH HEKpo3a KOXKH H KOXKHOTO BacKyJIMTa IHpH HpHMEHEHHH
HH3KOMOJIEKYISpPHBIX TelmapHHOB. B ciydae pa3BHUTHS HEKpo3a KOKI/KOKHOTO BacKyJIHTa
IIpUMEeHEeHHe IIpernaparta cieayeT IpeKpaTuTh.

OcTprlil HHDEKITHOHHBIT SHIOKAPIUT

HpIIMCHeHHe remapmHa HE PEKOMEHAYETCA Yy IIAHCHTOB C OCTPBIM HH(i)eKI_IHOHHBIM
SHAOKAPpIHUTOM BCIICJACTBHE pPHCKa pPasBUHTHA I'€MOpPPAarH4eCKOro HHCYJIbTa. B cjIydJac, €ClIn
IIPpHUMEHCHHEC IIpEIlapaTa CYHTACTCA a0COIIOTHO HEOOXOINMBIM, pemieHue CIeayeT IMpHHHNMAaTh

TOJIBKO I10CJI€ TIIATeIbHOIM IIHZ[HBII,Z[yaJ'ILHOﬁ OICHKH COOTHOMICHHNA ITOJIb3bI H PHCKA.
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(NMOCNEOOBATENBHOCTL 0002)

JlaGopaTopHbIe TECTHI

B no3ax, npumeHseMbIX 11 IPo(HIAKTHKH TPOMOO3MOOIHIECKHX OCIOKHEHHI, SHOKCAIlapHH
HaTpus CYIIECTBEHHO He BINSET Ha BpeMs KPOBOTEUSHHs U IOKa3aTelIu CBEPThIBaHUS KPOBH, a
TaKKe Ha arperamuio TpoMOOIIHTOB HJIH CBA3bIBAaHHE HX ¢ (HOPHHOTEHOM.

[Ipu moBBIIIEHNHN 10361 MOKET YUIMHSATHCS aKTHBHPOBAHHOE YAaCTHYHOE TPOMOOILIACTHHOBOE
BpeMs (AUTB) m akTuBHpOBaHHOE BpeMs CBepThiBaHHS KpoBH. YBemnueHne AUTB n
aKTHBUPOBAHHOTO BPEMEHH CBEPTHIBAaHHS He HAXOIHTICS B MPSIMOIl JIMHEIHOH 3aBHCHMOCTH OT
YBEJIHYSHNS. aHTHKOATySIHTHOI aKTHBHOCTH IIperapaTa, IMO3TOMY HeT HeOOXOIHMMOCTH B HX
MOHHTOPHHTE.

Nmmepkanuemus

I'emapuHBI MOT'YT IIOJABISATH CEKPEIUI0 albJOCTepOHa HaIIOYeYHHKAMH, 4YTO IIPHBOAHT K
Pa3BUTHIO THIEpPKaTHEMHH, OCOOEHHO Yy MAIlHeHTOB C CaXapHBIM JHa0eTOM, XPOHHYECKOI
IIOYEYHOI HeJ0CTaTOYHOCTHIO, IIPEIIIECTBYIONIIM MeTa00IHIeCKHM allHI030M, IPUHIMAFOIIIX
JeKapCTBeHHbIe IIperapaThl, MOBBIMIAIONINE colepkaHusd Kamus (cMm. pasuen 4.5). Cuemyer
PeryJsipHO KOHTPOJHPOBATh cOJep/KaHHe KalaHsg B IUTa3Me KPOBH, OCOOEHHO Y IIallNe€HTOB
TPYHIIBI PUCKa.

[TpodmiakTHka BEeHO3HBIX TPOMOO030B 1 3MO0JIHIi V MAIHEHTOB ¢ OCTPHIMHU TepareBTHYeCKHMHI

3a00J1eBaHUSAMI, HAXOJISIINXCS HA MIOCTEIBHOM PeKIMeE
B ciryuae pa3BHTHS OCTpOil HH(EKINH, OCTPBIX peBMAaTHYECKHX COCTOSHHUIT PO IIaKTHIeCKOe

IIpHMeHeHHe HOKcallapiHa HaTpHS ONpaBJaHO TOJIBKO, €CIH BhIIIENIepedHCIeHHbIe COCTOSHUS
COYeTaloTCs ¢  OOHHM M3  HIDKENEepeuHCIeHHBIX  (aKTOpOB  pHCKa  BEHO3HOTO
TpoMO00Opa3oBaHNS:

—  Bo3pact Gosee 75 ner;

—  3JI0Ka4eCTBEHHbIE HOBOOOpPA30BaHNS;

—  TpoM0O03bI H 3MOO0INH B aHAMHE3€;

—  OXHpeHHE;

— TOpMOHaJIbHas Teparnmus;

—  cepledHas HeJI0CTaTOYHOCTH;

—  XpOHHYecKas JbIXaTelbHas HeJI0CTaTOYHOCTb.

Hapymienne 11 [IeYeHU

DHOKCalapHH HAaTpus ClIeAyeT C OCTOPOKHOCTHIO IPHMEHSTh y MAIHEeHTOB C HapyIIEHUSIMHI
GyHKINH TeYeHH BCJEJICTBHE YBEIHMYeHHS pHCKa KpoBoTeueHHil. Koppekums 03bI Ha
OCHOBaHHH MOHHUTOPHPOBAHHS aHTH-Xa aKTHBHOCTH y IAIIHEHTOB C ITUPPO30M II€YEeHH SBISETCS

HEHAJeKHOI U He PEKOMEHOYETCA.
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COOTBETCTBYET 3KCNEPTHOMY OTHETY
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ot 25.03.2022 N2 6510

(NMOCNEOOBATENBHOCTL 0002)

BcnoMorarepHBIE BelllecTBa

JlaHHBII IpenapatT coepAHT 0oee 1 Mmomb (23 Mr) Hatpus Ha 150 Mr SHOKcaIrapiHa HaTpHSL.
OT0 HeoOXOANMO YYHTHIBaTh MAIIHEHTaM, HAXOAIIHMCS Ha JHeTe C OrpaHHYEeHHEM
IIOCTYIUIEHHS HAaTpHSL.

4.5. BzamMmojeiicTBHe ¢ [PYIHMH JIeKAPDCTBeHHBIMH MpelapaTaMH H JpyrHe BH/bI
B3aHMOJeHCTBHUS

He pexoMeHIyeMble KOMOHHAITIHI

HpenapaTbl, BJIMSIIOIIIE HAa TEMOCTa3 (CaIHUIIIIATEl CHCTEMHOIO JIeIiCTBHS, alleTIICAIHIILIOBAs
KHCJIOTa B [J103aX, OKa3bIBAKIIHX IIPOTHBOBOCIIAJIUTEIBHOE JIefiCTBHE, HECTCPOUIHBIC
IIPOTHBOBOCIIAIUTEIBHBIC IIPEIIapaThl, BKIHOYasd KETOPOJIAK, ApyTrue TpOM6OJ'IHTIIKH — aJITeIlIasa,
peTeilia3a, CTPEIITOKNHAa3a, TCHEKTCIUIasa, ypoxnna3a) PEKOMEHAYETCA OTMEHHUTH [0 Hadajla
TE€pallli 5SHOKCAIlapHHOM HATpPHA. HpII He00X0IMOCTH OITHOBPEMECHHOTO IIPHMEHCHHA C
SHOKCAIlapmHOM HAaTpHg CJICAYET coOmonaTh OCTOPOXHOCTD H IIPOBOANUTH TIIATCIBHOE
KJIHMHHYeCcKoe HaOIoIeHne 1 MOHHTOPHHI COOTBETCTBYIOIIHX JIa60paToprrx IoKa3zaTeseil.

KomOunammn TDCGV!OIIIIIC coﬁmo,uemm OCTOPOKHOCTH

[Tpoune slekapcTBeHHbIE IpenapaThl, BIUSIONINE Ha TeMOCTa3, TaKHe Kak:

— HMHTHOUTOpPHI arperamuyu TPOMOOIMTOB, BKIOYAs aleTHICATHIIIOBYIO KHCIOTY B J103aX,
OKa3bIBAIOIINX AaHTHArperaHTHoe JelicTBHE (KapIHONIPOTEKINs), KIOMHIOTpell, THKIOMUINH U
aHTaroHUCTH! riukonporenHoBoIX IIb/Illa penentopoB, moka3aHHBIe IPH OCTPOM KOPOHAPHOM
CHHJIpOME, BCJIe/ICTBHE IIOBBIIIEHHOIO PHCKA KPOBOTEUECHHU S,

— JIeKCTpaH ¢ MoJeKyJ/sipHoii Maccoil 40 x/{a;

— CHCTEMHBIE IIFOKOKOPTUKOCTEPOHIBI.

JlekapcTBeHHBIE IIpenapaThbl, I[OBBIIIAIONINE COJAEPKAHHE KalHs: IPH OJHOBPEMEHHOM
IIPUMEHEHNH C JIEKApCTBEHHBIMH IIperapaTaMi, IOBBIIIAIOIIMMH COJepKaHHEe Kaaus B
CBIBOPOTKE KPOBH, CJIeAYeT MPOBOINTH KIIMHHYECKHIT 1 Ta00paTOPHbIIl KOHTPOJIb.

4.6. PepTIIBLHOCTH, 0epeMeHHOCTh U JIAKTALMS

bepeMmeHHOCTD

CBezieHHIl O TOM, YTO 3HOKCAllapHH HAaTpHs NPOHHKAeT depe3 IIalleHTapHBbIl Oapbep BO BpeMs
OepemeHHOCTH, HeT. Tak Kak OTCYICTBYIOT aJIleKBaTHble H XOpOIIO KOHTPOJHpPYeMBbIe
HCCIIeZIOBAaHNS C ydacTHeM OepeMeHHBIX KEeHIIHH, a HCCIel0BaHHs Ha JKHBOTHBIX He Bcerja
MIPOTHO3UPYIOT pEeakIUI0 Ha BBeJeHHE >HOKCalapHHa HATpHS BO BpeMsi OepeMEeHHOCTH Yy
yeJloBeKa, IIPHMEHeHHe IIpelapaTa BO3MOKHO, TOJBKO €CIH IIPOTHO3HpyeMas IIojb3a IS

MaTepH IIPEBBIIIACT MOTeHITNaIbHbIIH PHUCK UIA IIOJ1a.
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PexomeHayeTcss mpoBejeHHe KOHTPOJIA 3a cdeTosHmEN %&&%&%@“JE%E‘&@ “osB e Hs

NIPH3HAKOB KPOBOTE€UEHHS WIH Ype3MEepHOH aHTHKOoAryasuuu. [laieHTKH J0KHBI OBITh
NIpeIyIpekIeHbl O PHCKE BO3SHUKHOBEHNS KPOBOTEUEHHII.

Her paHHBIX O MOBBINIEHHOM pHCKE pa3BUTHS KPOBOTEYEHHI, TPOMOOIMTONEHHH MIH
ocTeornopo3a y OepeMeHHBIX KEHIINH, 32 HCKIIUYEeHHEM CIy4aeB, OTMEUEHHBIX Y MAlUeHTOK C
HCKYCCTBEHHBIMHU KJIallaHaMH cepAna (cM. paszen 4.4).

IIpn I1UTaHMpOBaHHMM SIHIYpPaJbHOIl aHECTe3HH pPEKOMEHIyeTcs Ilepell ee IIpOBeJeHHEM
OTMEHHUTb YHOKCAllapHuH HAaTpHA (CM. paszen 4.4).

JlakTanus

JlanHBIE 00 SKCKpelny HeH3MeHEeHHOr0 SHOKCalapHHa HaTpUs B ITPYIHOE MOJIOKO OTCYTCTBYIOT.
BcacpiBanne »HokcamapuHa Hatpus B JKKT pebGenka wmanoBepositTHO. IIpemapar Mosker
MIPHMEHSTHCS B IEPHO] TPy IHOTO BCKapMJINBAHHS.

4.7. BansiHue Ha CHOCOOHOCTH YIPaABJASTH TPAHCHOPTHBIMH CpeACTBAMH H padoraTh €
MeXaHH3MaMH

[Ipemapar DHOKcamapuH HaTpHS He OKa3blBaeT BIHSHHE Ha CIOCOOHOCTh YIIPaBIATh
TPaHCIIOPTHBIMU CPEJACTBAMH H MEXaHH3MaMH.

4.8. He:kes1aTe/IbHbIE peaKIIHHU

Pesrome nmpod s 6e30macHOCTH

3ydenne moOo4YHBIX 3] (eKTOB 3HOKcAapHHa HATpHS IPOBOJIIOCH Oosnee wem y 15000
[IAlHEHTOB, YYaCTBOBABIINX B KIMHHYECKHX HCCIEJIOBAHUAX, U3 HUX y 1776 mamueHToB — Ipu
npoQIIaKTHKe BEHO3HBIX TPOMO030B H 3MOOIHIT IPH 00IEeXHPYPrudecKiX H OpTONeInIecKHX
omepaiusax; y 1169 manueHTOB — mpH NpodHIaKTHKE BEHO3HBIX TPOoMOO30B M SMOOIHIl y
[IAlEHTOB, HAXOJMIINXCS Ha IIOCTEIPHOM pEXHME BCIEICTBHE OCTPHIX TepaneBTHYECKUX
3aboseBaHnil; y 559 mammeHTOB — IpH JedeHHH TpoMmOo3a IIyOOKHX BeH ¢ TpoMOosMOoneit
JIeTOYHOI apTepun win 0e3 TpomOo3MOomINH jerodnoil aprepun; y 1578 maimeHTOB — IIpH
JeYeHHN HecTaOIIBbHOI CTeHOKap iy U HH¢papKkTa MuHokapaa 6e3 3yona Q; y 10176 manueHTOB
— TIpH JIeYeHN N HH(papKTa MHOKap/ia ¢ moabeMoM cermenTa ST.

Pexxum BBelleHHS 53HOKcalapHHAa HATpHS OTIMYAICSd B 3aBHCHMOCTH OT IIoKa3zaHHil. Ilpnm
npo(IIaKTHKe BEHO3HBIX TPOMO030B H 3MOO0IHIT IpH 00IEXHPYPrudecKuX U OpTONeJHIeCKUX
omepanusAxX MM Yy Ial[UEeHTOB, HAaXONSIIMXCS Ha IIOCTEIBHOM pexnMe, BBoAwIoch 40 Mr
MOJIKOKHO OAMH pa3 B cyTku. IIpm sedeHmn TpomOo3a riayO0OKHX BeH ¢ TpomOo3MOommeit
JIETOYHOIl apTepHH WIH 0e3 Hee, MallHeHThl MOTyJall SHOKCalapiHH HaTpHS U3 pacueTa 1 MI/Kr
Macchl Tela IMOJKOKHO Kaiable 12 "wacoB maH 1,5 MI/KT Macchl Tela MOJKOXKHO OIHH pa3 B
cytku. IIpu nedeHnn HecTaOWIbHON CTeHOKapanH M HH(papkTa MHOKapjaa Oe3 3ybma Q 1xo3a

SHOKCallapHHa HaTPpHA COCTaBJIAIa 1 Mr/Kr Macchl Teja HOJIKOKHO Kak/ble 12 JacoB, a B ClIydae
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HHpapKTa MHOKapia ¢ MmoabeMoM cerMeHTd ST Hﬂg%ﬂg&g %&%&&%&&ED@&H&H%

BBejieHne 30 MT ¢ IOoC/IeIyIOIINM BBeJIeHHeM | MI/KT Macchl Tella IMOAKOKHO Kaxable 12 Jacos.
Pe3rome HekelaTeTbHbIX SBISHUI

YactoTa BO3HHKHOBEHHS HEKelIaTelIbHBIX peaklMil ompedensJach B COOTBETCTBHH C
KJ1accuduKanueit Bceemuproii  OpraHnsammn 31paBooXpaHeHHs: OdeHb dacTto (= 1/10),
gacTto (> 1/100, < 1/10), Hewacto (> 1/1000, < 1/100), pexxo (> 1/10000, < 1/1000), oueHB peaKo
(< 1/10000), gactora HeH3BecTHa (He MOJKeT OBITh OIlEHEHa Ha OCHOBAHHH HMEIOIINXCS
JIaHHBIX ).

Hapywiernus co cmoporvl cocy0oes:

Kpoeomeuenusa

B KINHNYECKHX HCCIeJOBaHMSX KpOBOTeUeHHs ObUIH HanOojee 4YacTO BCTPEYAIOLIHMICS
HeKelaTeJbHBIMU peakiusmi. K HHM oTHOCHINCH OOJbIINe KpOBOTeUeHNS, HabIro1aBIInecs y
4,2 % manmeHToB (KpOBOTEYEHHE CYHTATIOCH OOJBIINM, €CTH OHO COMIPOBOIKIAIOCH CHIDKEHHEM
cojepkanus reMoriioomHa Ha 20 r/1 m Oosee, TpeGoBaio ImepermBaHHS 2-X WIH Oojee 103
KOMIIOHEHTOB KpOBH, a Takke, €CIH OHO ObUTIO 3a0pIONIMHHBIM WIH BHYTPHYEPEITHBIM).
HekoTopble n3 3THX ClIy4aeB ObUTH JI€TaJIbHBIMH.

Kak u mpHu mpHMeHeHHH IPYrHX aHTHKOATYJSIHTOB IIPH NPHMEHEHHH 3HOKCAallapHHAa HaTpHS
BO3MOKHO BO3HHKHOBEHHE KpPOBOTEUEHHS, OCOOEHHO IpH HaIHuMH (HAKTOPOB pHCKa,
CIOCOOCTBYIOIIMX Pa3BHTHIO KPOBOTEUEHHS, IPH IPOBEISHHH HHBA3HBHBIX IPOLEAYp IIH
IIpUMEHEeHHH IperapaToB, HapyIIAIIINX TeMocTa3 (CM. paszensl 4.4 1 4.5).

[Ipu ommcaHMH KpOBOTEYEHHiIl HIDKE 3HaK «*» O3HauaeT yKa3aHHe Ha CIEIYIOUIHe BHJIbI
KpPOBOTEUEHHII: TeMaToMa, SKXHMO3bl (KpOMe pa3BHBIIMXCS B MeCTe HHBEKIIHH), paHeBble
reMaToOMBI, TeMaTypHs, HOCOBble KPOBOTEUEHH S, JKeIyI0YHO-KHIIIeYHbIe KPOBOTEUEHHS.

Ouenv uacmo: KpOBOTEUEHHS™ INpH NPO(UIAKTHKE BEHO3HBIX TPOMOO30B y XHPYpPIHYECKHX
MAIIEHTOB U JIeYeHNH TpoMOo03a I'Ty0OKHX BeH ¢ TpoMO03MOO el JIerouHoil apTepun win 6e3
Hee.

Yacmo: KpoBOTeUeHNS* MpH NMpOo(IIAKTHKE BEHO3HBIX TPOMOO30B Y MAIIHEHTOB, HAXOSIITHXCS
Ha TOCTEIBHOM PeKHMe, U IPH JIeYeHHH HeCTaOIIbHOI CTeHOKapann, HHpapKkTa MHOKapaa 0e3
3ybma Q u nHdapKkTa MHOKap/ia ¢ mogbeMoM cerMeHTa ST.

Heuacmo: 3a0prolINHABIE KPOBOTEUEHNS U BHYTpHYEpelHble KPOBOM3IHSHUS Y MAIHEHTOB IpH
JedeHnn TpoM0O03a I'TyOOKHX BeH ¢ TpoMO03MOo0 IHell JIerouHoil apTepun IWin 0e3 Hee, a TaKkKe
I JIeueHHH HH(papKTa MHOKap1a ¢ moabeMoM cermenTa ST.

Peoxo: 3a0prolMHHBIE KPOBOTEUEHHS NpH MNpO(QHUIAKTHKE BEHO3HBIX TpPOMOO30B ¥y
XHPYPTrHYECKHX MAaleHTOB H IPH JeUYeHHH HecTaONIbHOI CTeHOKapAuH U HH(papkTa MHOKapaa

0e3 3yoma Q.

21



COOTBETCTBYET 3KCNEPTHOMY OTYETY
& N2 N00

ot 25.03.2022 N2 6510

(NMOCNEOOBATENBHOCTL 0002)

TDOA‘I6OHZUHOH€H1M u "lp031601ﬂll"03

Ouenv uacmo: TpoMOOINTO3 (KOJMYeCTBO TpoMOONHUTOB B mepHpepHueckoil KpoBH Ooee
400x10°/;1) mpu NpodHIAKTHKE BEHO3HBIX TPOMO030B y XHPYPIHUECKIX NAIMEHTOB I JeYeHHH
TpoM0Oo3a ITyOOKHIX BeH ¢ TpoM003MO0 el JIeTOYHOil apTepun Win 0e3 Hee.

Yacmo: TpoMOOIIUTO3 TIPH JIEYSHHH MAlMEeHTOB ¢ OCTPHIM HH(APKTOM MHOKapja C IMOIbeMOM
cermenTta ST.

TpomOormTonenns npu NpodIIakTHKe BEHO3HBIX TPOMOO30B Y XHPYPTHUECKHX MAIHEeHTOB U
JedeHnn TpoM0Oo03a ITyOOKHX BeH ¢ TpoM0O03MOo0 IHell IerouHoil apTepun Wik 0e3 Hee, a TaKkKe
IIpH OCTPOM HH(apKTe MHOKap/1a ¢ mogbeMoM cermenTa ST.

Heuacmo: TpoMOOIMTONEHHS IpH TNPOQIIAKTHKE BEHO3HBIX TpPOMOO30B Yy TAlEeHTOB,
HaXO/UIIINXCS Ha IIOCTEIPHOM peKHMe, M IpH JIeYeHHH HecTaOWIbHON CTeHOKapAuH H
nH(papKTa MHOKapaa 6e3 3yodma Q.

Ouyenv peodko. ayTOMMMYHHas TpPOMOOLIMTONEHHS IIpH JIEYSHHH TIAIHEHTOB C OCTPHIM
nH(papKTOM MHOKap/a ¢ mogbeMoM cermeHTa ST.

Jlpyeue KiuHuuecku 3HauumMble HexcejameibHsle peaKyuu 6He 3a6UcCUMOCmu 0m NOKA3aHuil
HexenatenbHble peaklnH, IpeJCTaBIeHHbIE HIJKE, CIPYIIIHPOBAHBI 10 CHCTEMHO-OPraHHBIM
KJIaccaM, JIaHbl ¢ yKa3aHHeM OIIpee/€HHOI BBIIIe YacTOThl MX BO3HHKHOBEHHUS U B IOPSIKE
YMEHBIIEHNS X TSKECTH.

Hapviuernusa co cmoponst Kpoeu u .vu,wdmmuqecxoz? cucmemui.

Yacmo: KpoBOTeUeHHEe, TPOMOOIIUTONEHH S, TPOMOOIINTO3;

Peoko: ciaydan pa3BHUTHS ayTOHMMYHHOH TpPOMOOITHMTONIEHHH C TpoMOO30M; B HEKOTOPBIX
ClIydJasix TpoM0O03 OCJIOKHSUICS pa3BUTHeM HH(apKTa OpraHOB IJIH HIIEMHH KOHEYHOCTEH (CM.
paznen4.4).

Hapvmemw CO CHIOpPOHbBI UMMYHHOIL CuUCmeMbl.

Yacmo: AJUIEPTHICCKHE pEaKIIHH.

Hapvmeuwl CO CHIOPOHbI nevYeHu u Jf(‘aweebleodmuux nymeil:

QOuenv wacmo: TOBBIIIEHHE AKTHBHOCTH «IIEYEHOYHBIX» (hepMEHTOB, IJaBHBIM 00pa3oM
MIOBBIIIIEHHE AKTHBHOCTH TpaHCaMHHa3, OoJlee YeM B TPH pa3a MpeBBIIAIOIIee BEPXHIOK
TPaHHITY HOPMBI.

Hapvmemvz CO CNIOPOHbI KOHCU U NOOKONCHBIX MKAHEII:

Yacmo: KpalBHUIIA, KOKHBII 3y ]I, 5pHTEMA;

Heuacmo: GyJU1e3HbIIl IepMaTHT.
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0611{116 paccmpoiicmea i HapyuleHus 6 Mmecnie COCHUA:

Yacmo: TemMaToMa B MeCTe HHBEKIHH, 00Ib B MeCTe HHBEKIIHH, OTeK B MecTe HHBECKINH,
KpPOBOTCUYCHHE, pPCaKIIHN TTOBBIIIIEHHOI YYBCTBHTCIPHOCTH, BOCIIAJICHHE, o6pa3OBaHne
YIUIOTHCHHﬁ B MECTC HHBCKIIHH,

Heuacmo: pa3ipa’k€HHe B MECTC HHBCKIIHHN, HCKPO3 KOKH B MECTE€ HHBCKITHH.

,ZIaHHble, noJtyueHHsle nociie 6b1x00a npenapamda Ha PoIHOK

CHCI[}’IOHIHe HEKCJIATCIIbHBIC PCAKIHH OTMEYAINCh IIPH ITOCTMAapKETHHIOBOM IIPHMCHCHHH
SHOKCallaprHa HaTpHs. OO0 »THX MOOOYHBIX peaKknuiaXx HMEINCh CIIOHTAaHHBIC COOOIIIEHNS.

H(IDVllleHllﬂ CO CINOPOHBI UMMYHHOIL CUCINEMDbl.

Peoxo: anapumakTHIeCKHE/aHAQIIAKTOH THbIE PeaKIIH, BKII0Yas IIOK.

Hapvuernusa co cmoporst HepeHoil cucmemvl.

Yacmo: TOJIOBHAA 00JIb.

H(lﬁ]’llleHllH CO CHnIopoHbL COC}’@OB.’

Peoxo: pu mpuMeHEeHNHN HOKCaNlapiHa HaTpHs Ha (JOHe CIIMHATBHOIN/SIIHIYPaIbHOIN aHeCTe3HN
WIH CHHHAJIBHOH ITyHKIIHH OTMEYAINCh CIy4aH pa3BHTHS CIIHHAIBHOH TIeMaToMBbl (MIH
HellpoaKCHaAbHONH TeMaTOMBI). DTH peaKIUH IPHBOJWIH K pPa3BHTHIO HEBPOJIOTHYECKHX
HapyIIeHHil pa3IMYHON CTEeNeHH TSKeCTH, BKIIOYas CTONKHII WM HeoOpaTHMBIN Mapaimd
(cm. pasgen 4.4).

Hapviuernusa co cmoponst Kpoeu u .vu,wdmmuqecxoz? cucmemui.

Yacmo: reMopparmieckasi aHeMus;
Peoxo. 303nHOG IS

Hapvmenwl CO CMOPOHBI KOHCU U NOOKOHCHBIX MKAHEIL.

Peoko: anomnenus; B MeCTe HHBEKIHMH MOXKET pPa3BHTHCS KOKHBIN BACKYJIHT, HEKpO3 KOXKH,
KOTOPBIM OOBIYHO IIpeJIIIeCTBYeT TMOSBIEHHEe IIypIypbhl I SPUTEMATO3HBIX IAIyIl
(MHQWIBTPHPOBAHHBIX H OOJI€3HEHHBIX). B 3THX ClydasxX Tepamuio SHOKCAlapHHOM HaTpHS
clleyeT MPeKpaTHTh.

Bo3MoxHO 00pa3zoBaHHe TBEPIbIX BOCIIATHTEIbHBIX Y3€IKOB-HHOUIBTPATOB B MECTE MHBEKIIHIT
Ipernapara, KOTopble HCUe3al0T uepe3 HECKOJIbKO JHell 1 He SBJIIOTCS OCHOBAHHEM JUISI OTMEHbI
npernapara.

Hapvmemvz CO CnIOpPOHbI neveHu u Jicaweebwoc)ﬂmux nymeii.

Heuacmo: T'eIIaTOHCIUIIIIPHOE ITOPAKCHHUE IICUCHH,
Peoxo: XonectaTHuecKoe TIIOpPaKCHHUE IICUCHH.

Hapvutemm CO CHOPOHDBI CKENCINHO-MbIULEYHOI U COCOUHUMETbHOT MKAHIL.

Peoxo: 0cTeONIOPO3 MPH JUTHTETBHOI Tepariu (0oj1ee TpeX MecsIIeB).
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./Ia6opamopr1e U UHCIMPDYVMEHMAIbHble OaHHbIA

Peoxo: THIIEpKATTHEMHSL.

Coo0l11eHne 0 1o103peBaeMbIX HekelaTeIbHbIX PeaKIIX

Bax#no C006I].IaTB 0 IIOJO3PEBACMBIX HEKCIATCIBHBIX PEAKINAX Ha JICKapCTBa IIOCIIC
PErucTpanun JECKapCTBEHHOI' O IIpeIrapaTta € IEJIbI0 obecneueHHs HEIIPEPBIBHOI'O MOHHTOPHHIA
COOTHOIICHHA «IIOJIb3a — PHCK» JICKAapCTBEHHOI'O IIpeIiapara. MeaumHCKIM pa60THHKaM
PEKOMECHOYETCA COO6H.IaTb 0 JTHIOOBIX IO I03pEBAEMBIX HEXKEJIAaTCIIbHBIX peaKmmuiax
JICKAPpCTBCHHOTO IIp€IlapaTa 4Y€pe3 HaIlHOHAJIbHBIE CHCTECMbI COOGH.IGHIM O HEKCIAaTCIbHBIX
PeaKIuigX roCyaapCTB — WICHOB EBpa3HﬁCKOl"O S3KOHOMHYECKOI'O COIO3a.

Poccus

109074, 2. Mockea, Crasanckas niowaos, 0. 4, cmp. 1

DedepanvHas cayxcba no Haozopy e cghepe 30pasooxparerus (Poczopaenadsop)

Ten.: +7 (495) 698-45-38

Dakc: +7 (495) 698-15-73

Dnexmponnas nouma: pharm@roszdravnad=or.ru

Aopec 6 unmepneme: https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHMITOMBI: ciIyd4aiiHas IIepelo3HpOBKa SHOKCAallapHHOM HATpus (IpH BHYTPHBEHHOM,
IIOJIKOKHOM HJIH 3KCTPaKOpIIOpaIbHOM IPHMEHEHHH) MOXKET IIPHBECTH K IeMOpparH4ecKHM
ocnoxHeHusM. [Ipu npueme BHYTpb Jake OOJIBIINX /103 BCachlBaHHE IIperapaTa MaJoOBepOSTHO.
JledeHne: aHTHKOAryJISHTHble A()QeKTsl MOKHO B OCHOBHOM HEHTpalIn30BaTh IIyTeM
MeJUIEHHOTO BHYTPHBEHHOTO BBEJI€HHUS IIPOTAMHHA CylIb(aTta, 1032 KOTOPOTO 3aBHCUT OT 03B
BBEJIEHHOTO JHOKcamapuHa Hatpus. OmamH Mr (1 Mr) mporammHa cyiabgara HeHTpaau3yeT
AHTHKOAT'yJIIHTHYIO aKTHBHOCTh OJHOTO MI (1 Mr) sHOKcamapHHa HaTpHs, €CJIH >HOKcalapHH
HaTpusl BBOMIICS He Ooinee yeM 3a 8 4YacoB 0 BBeIeHHS IpoTaMHHa cyiabdara. 0,5 Mr
IpoTaMHHAa CyJb(aTa HeHTpaanu3yeT aHTHKOAryJISHTHBI 3(¢ekT | Mr mpemapara, eciam c
MOMEHTa BBeJIeHHs IIOCJIeIHEro Ipomuio Oojnee 8 4acoB WIH IpH HEOOXOIMMOCTH BBEJIEHHS
BTOPOI1 03Bl IIpoTaMuHa. Eci Ke 1mociie BBeeHNs 3HOKcallapiHa HaTpus Npouuio 12 4acoB H
Oonee, BBeJeHHe NpoTaMUHa cydbdara He TpeOyercs. OJHAKO Ja)ke INPH BBEIESHHH OOJIBIINX
1103 IpOTaMHHa cylb(arta, aHTH-Xa aKTHBHOCTH IpenapaTa JHOKCANapHH HaTPHS IIOHOCTBIO He

HelTpam3yeTcs (MakcHMaabHO Ha 60 %).

5. PAPMAKOJIOTHYECKHE CBOMCTBA
S.1. ®apmakoIHHAMHYECKHE CBOHCTBA
®apMakoTepaneBTHIECKas ITpyIIa: aHTHTPOMOOTHYeCKHEe CPe/ICTBA; IPyIIa rerapiHHa

Kox ATX: BO1ABO5
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DHOKCcamapuH HATpHUS SBISeTCS OMOaHAIOroM (GIIOHO%%&EMC%MCJp%Q%bM).

DHOKcallapHH HaTpHS — HH3KOMOJEKYJISpHBII I'elmapHH cO CpelHeil MOJEKYJISpHOH Maccoil
okoj0 4500 naneToH (/Ia): meree 2000 Jla — < 20 %, ot 2000 mo 8000 /Ia — > 68 %, Goaee
8000 JTa — < 18 %. DHOKcamapHH HaTpHs MOTYYar0T MIEJIOYHBIM THJIPOIH30M OEeH3HIOBOTO
3¢upa remnapuHa, BbIJIEICHHOIO U3 CIM3UCTONH 000T0YKH TOHKOI KHIKH CBUHBH. Ero cTpykTypa
XapaKTepu3yeTcs HEBOCCTAHABIHBAOIINMCS (bparmeHTOM 2-O-cynbho-4-
€HIHPa3HHOCYPOHOBOI KHCIOTHI H BOCCTaHABIHBAOIIMCS GparMeHToM 2-N,6-O-micynbdo-D-
rmokonupanosnaa. CTpykTypa 3HOKcanapHHa HaTpHs coAepkHT okoio 20 % (B mpexenax oT
15% mo 25 %) 1,6-aHrHAPONPOM3BOJIHOTO B  BOCCTAHABIMBAIOMIEMCS (parMeHTe
IoJIHCaXapu/HOM IeTIH.

MexaHu3M J1eliCTBUS

B oummieHHoil cucTeMe in Vitro SHOKCanapHH HaTpus 00J1a1aeT BHICOKOH aHTH-Xa aKTHBHOCTBIO
(mpumepro 100 ME/mr) u Hu3koii aHTH-IIa Wi aHTHTPOMOHHOBOI aKTHBHOCTBIO (IPHMEPHO
28 ME/Mr). DTa aHTHKOAry/JIsSHTHas aKTHBHOCTBH JieiicTByeT depe3 aHTuTpoMOuH III (AT-III),
oOecrieunBasi aHTHKOATYJITHTHYIO aKTHBHOCTH Yy jrojieil. Kpome antn-Xa/lla akTHBHOCTH Takke
BBISIBJICHB! JIONOJIHUTEIbHbIE AHTHKOAIYJSHTHbIE M IIPOTHBOBOCHAJIHTEIbHBIE CBOIICTBA
JHOKCallapiHa HAaTpHs KaK y 3J0POBBIX JIIOJIei H NAIHeHTOB, TaK H Ha MOJEIIX JKUBOTHBIX. JTO
BKtouaer AT-III-3aBHcHMOe HHrHOMpoOBaHHe IPYyTHX (DaKTOPOB CBEepTHIBAHHSA, Kak (hakTop
VIla, akTHBaIHIO BHICBOOOJKIEHHS HHrHOHTOpa NMyTH TKaHeBoro ¢akropa (IITD), a Takxke
CHIDKEHHe BBICBOOOKIeHHs (akTopa BrmuieOpanma H3 3HIOTeNIHS COCYIOB B KPOBOTOK. JTH
(akTopb! 00ecTIeunBalOT aHTHKOATY ITHTHBII 3¢ (DeKT YHOKCcarapHHa HaTPHS B II€TIOM.

[Ipu HCTONB30BaHHN €ro B NMPO(GIIAKTHYECKHX J03aX OH He3HauHTeapbHo m3MeHser AUTB,
IpakTHYeCKH He OKa3blBaeT BO3JEIICTBHS HAa arperamuio TpPoMOOIMTOB H Ha CTeleHb
CBsI3bIBaHHA (PUOPHHOTEHA C perenTopaMi TPOMOOITHTOB.

Kimanueckas 5 hekTHBHOCTE U 0€30I1aCHOCTH

Pe3ynpTaThl OTKPHITOTO PaHIOMH3HPOBAHHOIO CPaBHUTEIBHOIO IEPEKPECTHOIO HCCIe10BaHUSI
IIperapaToB JHOKCAllapUH HAaTpHs, pacTBOp I HHbeKIHil 1 Kiekcan®, pacTBOp U1 HHBEKIIHIA
IIPpH OJHOKPAaTHOM NOJKOXHOM (n = 30) m BHYTpHBeHHOM (n = 18) BBeJeHHH 310pPOBBHIM
n00poBOJBIIAM  MPOJEMOHCTPHPOBAIN  3KBHBAJEHTHOCTh IIpeNapaToB IO IIOKa3aTessM
IIEpEeHOCUMOCTH, Oe3omacHOCTH )51 (hapmakoIHHAMHKHI (dbapmako1HHAMHYECKOI
SKBHBAJIEHTHOCTH ).

5.2. ®apmaKoKHHeTHYeCKHe CBOHCTBA

AbcopOims

AbcomoTHass OHOJOCTYITHOCTh SHOKCAlapHHA HATpHS IPH IOAKOXKHOM (IVK) BBeIeHHH,

olleHHBaeMas Ha OCHOBAHNH aHTH-Xa aKTHBHOCTH, Oym3ka K 100 %.
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Cpennss MakCUMaldbHas aHTH-Xa aKTHBHOCTH| B rasie [%6§MW%J§ 35044coB

mociie I/K BBeJeHNs H jJocTturaeT npuommurensso 0,2, 0.4, 1,0 u 1,3 artn-Xa ME/Ma mocie
OJIHOKpATHOTO IVK BBeJIeHHs Ipemnaparta B 1o3upoBke 20 mr, 40 mr, | Mr/kr u 1,5 MI/kr.
BryTpuBeHHOoe O00IOCHOE BBeIeHHE IIpernapara B J03HpoBKe 30 MI, cOIpoBOJKAarolieecs
He3aMeITNTeIbHBIM TOIKOKHBIM BBeJIeHHEM IIperapara B J103UpoBKe | MI/KT Kaxable 12 Jacos,
obecrnieuynBaeT HaYaaIbHYI MaKCHMaIbHYIO aHTH-Xa aKTHBHOCTB Ha ypoBHe 1,16 ME/Mi (n=16),
CpeIHss SKCIIO3UINS IIpernapata B KPOBH COCTaBIIseT MpHOMB3HTEIbHO 88 % OT paBHOBECHOT O
COCTOSIHHUS, KOTOPOE JIOCTHTaeTCs Ha BTOPOIl IeHb Tepartm.

@apMaKOKHHETHKAa 3HOKCallapHHa B YKa3aHHBIX peXHMaxX [03HPOBAHHS HOCHUT JIMHEHHBIN
xapakTep. BapnabeapbHOCTh BHYTPH U MeKIy IpyIIIaMi IallieHToB HHU3Kas. [lociie moBTOPHOTO
IIOJIKOKHOTO BBe/leHNs 40 MI 3HOKcallapiHHa HaTpHs OJIHH pa3 B CYTKH H IIOJIKOKHOTO BBEJICHHUS
SHOKCamapMHa HaTpus B Jo03e 1,5 MI/KT Maccel Tela OJMH pa3 B CYTKH Y 3I0POBBIX
n0OpOBOJIBIIEB paBHOBECHAS! KOHIIEHTPAIIUS JOCTHTaeTcs KO 2-My JHIO, TPHYEM IUTONIAlb 10
(hapmakokuneTndeckoii kpupoii (AUC) B cpeaHeM Ha 15 % BbIIIe, 4eM TOCjIe OJJHOKPAaTHOTO
BBejleHNs. [lociie IOBTOPHBIX IOJKOKHBIX BBEICHHIl YHOKCAllapHHa HAaTpHs B CYTOYHOI J03€
1 Mr/Kr maccel Tena JiBa pa3a B CyTKH paBHOBECHasl KOHIIEHTpAIUs J0CTUTaeTcs depe3 3-4 JIH,
IpHYeM IUTOmaahb moa (apmakoknHeTH4eckoii kpuBoii (AUC) B cpegHeM Ha 65 % BbIlIe, 4eM
IIocjie OJHOKPAaTHOTO BBEJCHHS, H CpeJHHe 3HAYeHHS MAaKCHMAaJIbHBIX KOHIICHTpAIUil
COCTaBJIAIOT cooTBeTcTBeHHO 1,2 ME/Ma 1 0,52 ME/Mi.

AnTH-IIa aKTHBHOCTH B IUIa3Me KpOBH IpHMepHO B 10 pa3 Hike, 4yeM aHTH-Xa aKTHBHOCTD.
Cpemnsas MakcuManbHas aHTH-IIa akTHBHOCTH HaOiMojaeTcs IMpHMEpHO 4depe3 3-4 gaca Iocie
nojkoskHoro BBeneHus u gocturaer 0,13 ME/mui u 0,19 ME/Mn nocine moBTOpHOro BBeISHHS
1 MI/Kr Macchl Tela IpH JBYKPaTHOM BBEIEHHH M 1,5 MI/Kr Macchl Tela IPH OJXHOKPaTHOM
BBEJIEHIH, COOTBETCTBEHHO.

Pacripenenenue

O0ObeM pacnpezieieHHs aHTH-Xa aKTHBHOCTH YHOKCallapuHa HaTpUS COCTaBJIsSIeT IpUMepHO 4,3 1
U IpuOIIIKaeTcs K 00beMy IHPKYIHPYIOIIei KPOBH.

Buotpancdopmarms

DHOKcamapuH HAaTpHS B OCHOBHOM MeTadOIH3HpYyeTCS B MedYeHH IyTeM JecyIb(haTHpOBaHUS
H/IWIH JenoJnMepu3alii ¢ o0pa30oBaHHEM HH3KOMOJIEKYJSIPHBIX BEIIeCTB C OYeHb HU3KOI
OMOIOrHYeCKOil aKTHBHOCTBIO.

DIMMHHALIAS

DHOKcalmapuH HATpHS SBISEeTCS MpernaparoM ¢ HH3KHM KiupeHcoM. Ilocie BHYTpPHBEHHOTO
BBeJIeHNS B TeueHHe 6 J4acoB B J03€e 1,5 MI/KT Macchl Tella cpe/iHee 3HaueHHe KIHpeHca aHTH-Xa

B IIJTa3Me KpoBH cocTaBiseT 0,74 /4.
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BriBesleHne mpenapara HOCHT MOHO(a3HBII k(apaK'reﬁ)r]f,3 %%Q%T%QMQ&BEQQQTU)

OKOJI0O 5 YacoB (TOC/Ie OJHOKPATHOTO IIOJKOKHOTO BBEIEHHS) M OKOJIO 7 dYacoB (mocie
MHOTOKpPaTHOT O BBE/ICHHS IIperapara).

BriBeieHNe TOYKaMU aKTHBHBIX ()parMeHTOB IIpenapaTa cocTaBiseT npuoan3uteasHo 10 % ot
BBEJICHHOII J03bl, U 00IIasg SKCKpelHs AaKTHBHBIX H HEaKTHBHBIX (DParMEHTOB COCTaBISIET
npuoan3uTebHo 40 % OT BBEJIEHHOI J036I.

Oco0pbIe IrpyImbl TaIHEeHTOB

IHayuenmor nosxcunozo eo3pacma (cmapuie 75 nem)

DapMaKOKHHeTHYECKHIT Tpo(HIb S3HOKCalapiHa HATPHS He OT/IHYAeTCs Y MalHeHTOB MOKIIOro
Bo3pacTa H Oojee MOJOIBIX MAIHEHTOB IpPH HOpMalnbHON (yHKIHH modyek. OIHako B
pe3yibTaTe CHIDKEHHS (YHKIHH IO4YeK C BO3pacTOM MOXKeT HaOIIolaTbhCs 3aMejljIeHue
BBIBEJICHHS YHOKCAllapHHa HaTPHUs y MAIlHEHTOB MOKIJIOT0 BO3pacTa.

Hapywenus ¢pyuxyuu neveru

B uccienoBannn ¢ ygacTHeM MalHEHTOB C IO3HUMH CTaJHSIMH [IUPpO3a IIeUYeHH, II0TyJaBIINX
SHOKcamapuH Hatpusg B Jjo3upoBke 4000 ME (40 wmr) oamH pa3 B CYTKH, CHHJKEHHE
MaKCHMAJIbHOI aHTH-Xa AaKTHBHOCTH OBIIO CBS3aHO C YBEIHYEHHEM CTeleHH TSIKEeCTH
HapyleHnil (yHKIMH NedeHH (¢ omeHKoi mo mkare Yaitna-Ileio). OTo CHMKeHHe IIaBHBIM
oOpa3oMm Obu10 00ycioOBIeHO cHIKeHHeM ypoBHS AT-III, BTOpHYHBIMH II0 OTHOLIEHHIO K
cHKeHnto cuuTe3a AT-III y manneHTOB ¢ HapyieHHeM () YHKIIIH ITeYeHH.

Hapyuienue ¢yrxyuu novex

OTMeueHO yMeHbIIeHne KINpeHca SHOKCcallapiHa HaTpHs y MAIHeHTOB ¢ HapyIleHHeM (QyHKIIHH
nouek. Ilociie MOBTOpHOTO MOJAKOKHOIO BBeleHHs 40 MI 3HOKcanmapHHa HaTpHs OJHH pa3 B
CYTKH IIPOHCXOIUT YyBEIHYeHHEe AaKTHBHOCTH aHTH-Xa, MPEJCTaBJICHHON IUIOMIAJBI0 II0J
(apmakokuHeTHYecKOi KpuBoil (AUC) y ImanmeHToB ¢ HapylIeHHsIMH (YHKIINH TOYeK JeTKoil
(KK > 50 u < 80 mu/mMuH) u ymepeHHoii creneHn TsukectdH (KK > 30 m < 50 mu/muH). ¥V
MAINEHTOB ¢ TsukelabM HapymeHneM ¢yHKimH nodek (KK < 30 mu/mua) AUC B cocTOSHHI
paBHOBECHS B cpelHeM Ha 65 % BbIllle IpH TOBTOPHOM IIOIKOKHOM BBeZeHNH 40 Mr npemnapara
OJIMH pa3 B CYTKIL.

I'emoouanus

@apMaKOKHHETHKAa SHOKCallapiHAa HAaTpUs COIOCTaBHMa C IIOKa3aTelsMH B KOHTPOJIBHOII
MONYJISIINH TI0Ce OJHOKPAaTHBIX BHYTPHBEHHBIX (B/B) BBeneHHil 103 25 ME/kr, 50 ME/kr mm
100 ME/kr (0,25, 0,50 mwiu 1,0 mr/kr), ogmako AUC Obuta B 1Ba pa3za Oonbllle, 4eM B

KOHTPOJIBHOI TIOIYJISIIHH.
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Macca mena

ITocne MOBTOPHBIX I/K BBEAEHHII B J03UpOBKe 1,5 MI/Kr oamH pa3 B cyTku cpemss AUC
aHTH-Xa aKTUBHOCTH B COCTOSHHH pAaBHOBECHS HE3HAUHTEIbHO BBIIIE Yy TAIMEHTOB C
n36eITouHON Maccoii Tema (IMT 30-48 kr/m?) 1m0 cpaBHEHHIO C IaIeHTaMH C OOBIYHOIL
cpeaHeil Maccoil Tela, B TO BpeMsl KaK MaKCHMadbHas aHTH-Xa aKTHBHOCTH IJIa3Mbl KPOBH He
yBeINYHBaeTCS. Y TAIMEeHTOB ¢ H30BITOYHOI Maccoil Tela IpH NOIKOKHOM BBEICHHH
Iperapara KIHMpeHC HeCKOIbKO MeHblne. Ecil He aenaTh MONpaBKy 036l ¢ yU€TOM Macchl Tenla
MaIeHTa, TO 1ocjae OJHOKPAaTHOIO MOJKOKHOTO BBeleHHs 40 MI SHOKcallapHHa HAaTpHs aHTH-
Xa akTHBHOCTH OyZieT Ha 52 % BbIIlIe y KEeHIIHH ¢ Maccoil Tejaa MeHee 45 Kr 1 Ha 27 % BbllIe y
MYKYHH C Maccoil Tela MeHee 57 KT II0 CPaBHEHHIO C MallHeHTaMHU ¢ OOBIYHOI cpejiHeil Maccoii

TEIa.

6. PAPMAIIEBTHYECKHE CBOICTBA
6.1. Ilepeyens BcrnoMoraTe/IbHbIX BellleCTB
Boja juis nabexiuii

6.2. HecoBMecTHMOCTH

[To1IKO)KHOE BBEJIeHHE

B cBs3nu ¢ OTCYTCTBHEM HCCIIEOBAHNIT COBMECTHMOCTH, JIaHHBII JIeKapCTBeHHbe{ IperapaTt HE
CJICAYET CMEIINBATh C APYTHMH JICKapCTBECHHBIMH IIpEIIapaTaMI.

BHyTpHBeHHOe 00JIOCHOE BBeJieHHe (TOJBKO JUIS JedYeHHS OCTPOro MH(papKTa MHOKapja ¢

noabeMoM cerMeHTa ST)

DTOT JIeKapCTBEHHBIN IIpemapaT He JO/DKeH CMEeIINBATbCs C JAPYTHMH JI€KapCTBEHHBIMU
IpenapaTtami, 3a uckiarodeHneM 0,9 % pactBopa HaTpus XiopHaa Wi 5 % pacTBopa JeKCTPO3bI
(cm. pa3gen 4.2).

6.3. Cpok rogHocTH (CPOK XpaHeHHSs)

3 rona.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUH

XpaHuTh IIpU TeMnepaTtype He Boile 25 °C.

6.5. XapakTep u colep:KaHHe NePBHYHON YIIAKOBKH

ITo 0,2 mu; 0,3 mut; 0,4 mut; 0,5 mut; 0,6 mot; 0,7 mur; 0,8 Mt st 1,0 M1 Ipenapata B OHOI030BbII
CTeKJISHHBIN IINPHI] ¢ TPaAyHpPOBKOH WIH Oe3 IpaJyHpOBKH C HAKOHEYHHKOM C HIJION M3
Hep/KaBeWIlell CTald, 3aKpbITOH IIIACTHKOBOH KpBIINIKOH C pEe3HHOBOH  IPOKIAJIKOIL,
YKYIIOPEHHBI YIUIOTHUTEIEM ¢ HAaBHHYHBAEMbIM IUIACTHKOBBIM IITOKOM IIOPIITHS.

Ha mmpuii Hak1eHBarT 3THKETKY CaMOKJIESIIYOCS.

I[lo 5 mmpuieB MOMEIAlOT B KOHTYPHYK SYEHKOBYH VYIAKOBKY H3 ILICHKHU

HOHIIBIIHIIJIXJIOpHI[HOﬁ 1 THOKOI1 YIIaKOBKH Ha OCHOBE ATFOMHHHEBOII (bOJ'Ibl"H.
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ITo 1 mmm 2 KOHTYpHBIE SYEHKOBBIE YIIAKOB BM&TéW&HEM%ﬂW&E ﬁé’nﬂrﬁh{) MAOT B

MavKy M3 KapTOHa.
ITo 0,2 m; 0,3 mut; 0,4 mt; 0,5 mur; 0,6 mot; 0,7 oty 0,8 Mt mwan 1,0 Mut Ipenaparta B aMITyJIbl U3
OeclIBeTHOTO CTeK/Ia IIepBOro IHAPOIMTHYECKOr 0 Kacca.

Ha xaxayro amIy/ Ty HaKI€HBalOT 3THKETKY CaMOKJISSIIYIOCS.

ITo 5 ammyn1 moMemaroT B KOHTYPHYIO SUEHKOBYIO YIIAKOBKY H3 IUICHKHU ITOJIHBUHIIXJIOPHIHOM
1 THOKOI1 YIIaKOBKH Ha OCHOBE aTFOMHHHEBOI (hoIbrH, Im 6e3 (GoIbri.

ITo 1 wm 2 KOHTYpHBIE SUeiiKOBbIe YIIaKOBKH (¢ (oabroii wim 6e3 ¢oiabpri) BMeCTe ¢ JTHCTKOM-
BKJI IbIIIIEM, CKapH(HKAaTOPOM HIH HOKOM aMIyTbHBIM IIOMEIIAIOT B MaUKy H3 KapTOHA.

IIpn ymakoBKe aMmmya ¢ Haape3aMH (HacedkaMH) H TOYKaMH IIH KOJIBI[aMH H3JI0Ma
CKapH(HKATOPBI WIH HOKH aMITyJIbHBIE HE BKIA/IBIBAIOT.

6.6. OcoOble Mepbl TMPeIOCTOPOKHOCTH TIPH YHHYTOKeHHH HCI0/1b30BAHHOIO
JeKapCTBeHHOr0 mpenapara HJAH OTX0J0B, MOJYYeHHBIX Tocde TPHMeHeHHs!
JIeKapCTBEHHOI 0 Npenapara wiM padoTbl ¢ HIM

HHCTPYKIINS IO CaMOCTOSTeIbHOMY BBIIOIHEHHIO HHBEKIINN IIpenapaTta JHOKcanapiH HaTpHs

YVempoiicmeo winpuya

Inpun npeacrapiaseT co0oil CTEKJISHHBI IIIPHII C TPaIyHpPOBKO MM 0e3 IrpaJyHpOBKH C
HAaKOHEYHHKOM C HIJION H3 HepKaBelollell CTalH, 3aKpbITOH IUIACTHKOBOH KPBIIIKOH ¢
PEe3HHOBOI NPOKJIAIKOH, YKYHNOPEHHBII YIUIOTHHTEJIeM ¢ HaBHHYHBAEMBIM IUIACTHKOBBIM
IITOKOM TTOPIIHS.

Iooeomoexa Kk unvexyuu 1 MexHUKA NOOKOHCHO2O GEeOeHUs

1. TmaTtenpHO BHIMOIITE PYKH € BOIOIl H MBUIOM U BBICYIIIHTE ITOJIOTEHIIEM.

2. H3BiekuTe MIIPHUII ¢ IperapaToM H3 YIIAKOBKHU U IPOBEpPhTe, UTO:

— CpOK T'OJHOCTH IIpernapara He HCTeK;

— IIpuIl He OBUT BCKPHIT H HE TIOBPEKIEH.

3. TIpuMHTe MOTOKEHHE «CHIS» HIIH «IeKa.

[IpeamodYTHTe IBHO BBOJHUTH Iperapar MOOYepeJHO B IMPaBYIO H JIEBYIO CTOPOHBI IepeHeil
OpIOIIHOI CTEHKH, HCKII0Yask 00J1aCTh IPUMEPHO 5 CM BOKPYT ITyINKa. ITO MIOMOKET YMEHBIIHTh
ITHCKOM(OPT B MECTE HHBEKITHH.

4. OGpaboTaiiTe MECTO HHBEKIIIH TAMIIOHOM, CMOYEHHBIM CIIHPTOM.

5. CHHUMHTE 3aIIUTHYIO KPBIIIKY, BHaYale IIPOKPYTHB ee M0 9acoBOil CTpeske, a 3aTeM IOTSIHYB
ee IO MpsAMoil JTHHHH OT mmpnna. He mpukacaiiTech K HIVIe MOCTe CHATHS KPBIIKH H He
JOTTycKaiiTe KOHTAKTA UIJIBI C TFOOBIMH IIOBEPXHOCTSIMH.

Ecmi 06peM pacTBopa B IIIpHIIle ¢ TPaJIyHPOBKOil O0IbIIe, 4eM He0OX0 MO TS HHBEeKIIHH, Bb

JOJDKHBI YIAJINTh H30BITOK pacTBOpa Iepea BBEICHHEM HHBEKITHH:
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— JICPKNUTE IIITPHIT HUTJION BHH3;

— OCTOpO’KHO HaJIaBJINBaliTe Ha IITOK IMOPIIHS 10 TeX IOp, NMOKa YIUIOTHATEIh (HIDKHASA 9acTh
MIOPIIIHS ) He OKaXKeTcs Ha JTHHUH 00beMa, Ha3HaUeHHOTO BpauoM;

— M3JHIIKH PacTBOpa CIeIyeT BBIOPOCHTD;

— Temepb IIIPHUI] TOTOB K HCIIOIB30BaHHIO.

BbI MOkeTe 3aMeTHTh Iy3BIPhKH BO31yXa B mmpuile. He meiTaliTech yAaIaTh My3bIpbKH BO3IyXa
nepe]1 HHbEKITHE — 3T0 MOJKeT IPUBECTH K IOTepe YacTH Ipernapara.

6. AKKypaTHO 3aKMHTe KOKY Ul (OopMHpoBaHHS CKIagkd. KoXHYIO CKIaIKy HEoOX0IIMO
yJIepKIBaTh OOJBIINM M YKa3aTeIbHBIM MaJbI[aMH 0 OKOHYAHNS BBEJICHHS IIperapara.

7. Jepxure mmpui kpenko. Hrimy ciieayeT BBOIUTH IepIEeHINKYIIPHO, a He II0]] YIJIOM, Ha BCIO
JUTHHY B 3aKaTYI0 CKJIAJIKy KOXKH.

8. BBexure Bce COJIEpKIIMOE INIPHIIA HaKaTHEM Ha IITOK MOPIIHA. 3aTeM aKKypaTHO yajiTe
ULy U MPIKMHITE MECTO HHBEKIIHH TAMIIOHOM, CMOYE€HHBIM CITHPTOM.

He creayeT pacTHpaTh MeCTO BBEJIEHHS Tpemnapara mocjie HHbeKIHH.

9. ITocite MCHOIB30BaHNS IIperapaTa 3alllHTHYIO KPBIIIKY CIeayeT HaleTh Ha ULy IIIpHIA.
VTuin3npyiite HCHOIB30BaHHBII HIMPUII B COOTBETCTBHH ¢ OOBIYHOI MPOIEAYpOil yYTIIH3ALIIH
MEJIHIINHCKUX OTXOJIOB.

[Ipn npuMeHeHHH Ipemapara CTIpOro IMpHIep/KHBANTECh PEeKOMEHIAINil, IpPeICTaBICHHBIX B
JTaHHOI MHCTPYKIIMH, a TaKKe yKa3aHHI Bpada. IIpH BO3HHKHOBEHHH BOIIPOCOB, 0OpaTHTECh K
Bpady.

Oco0ble TpeOOBaHHS K YTIIH3AINH OTCYTCTBYIOT.

7. IEPZKATEJIb PETHCTPAITHOHHOI' O YV/IOCTOBEPEHU A

Poccus

DeiepalbHOE TOCYJApCTBEHHOE YHUTapHOe npeanpusrie « MoCKOBCKHIT 3HI0KPHHHBII 3aBO1»
109052, r. Mockga, yi1. HoBoxoxJjioBckas, 1. 25

Ten.: +7 (495) 678-00-50

@akc: +7 (495) 911-42-10

DneKTpoHHas nmo4yTa: mez@endopharm.ru
7.1. IIpencTaBHuTe/Ib Jep:KaTe/sl PerucTPANMOHHOI O YI0CTOBePeHHsI

[IpereH3un norpeduTeNIel HallpaBISTh 10 aJpecy:

Poccus

DeniepanbHOE TOCYIapCTBEHHOE YHUTapHOe IpeanpHusaTie « MOoCKOBCKHIT 3HIOKPHHHBII 3aBOI»
109052, r. MockBa, yi1. HoBoxoxnoBckas, 1. 25

Ten.: +7 (495) 678-00-50
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COOTBETCTBYET SKCNEPTHOMY OTHETY

ot 25.03.2022 N= 6510

@axc: +7 (495) 911-42-10 (MOCNEOOBATENBHOCTL 0002)

DneKTpoHHas nodyTa: mez@endopharm.ru

8. HOMEP PETUCTPAIIMOHHOI' O Y IOCTOBEPEHUA

9. JATA IEPBHYHOI PETHCTPAIINH (IIOJATBEPKIEHNS PETUCTPAIINN,
ITEPEPETTICTPAIII)

JlaTa mepBOil perucTpanmm:

10. JATA IIEPECMOTPA TEKCTA

OOmas XapakTepHCTHKa JIeKapCTBEHHOTO IIperapaTra JHOKCAllapUH HATpPHS, pacTBOp JUIS
HHBEKIINII, JOCTYIHAa Ha HHPOPMAIIHOHHOM TMopTaie EBpa3miickoro SKOHOMHYECKOTO COI03a B

HH(POPMAIHOHHO-KOMMYHHKAIIHOHHOI ceTn «IHTepHeT».
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