COOTBETCTBYET 3KCMEPTHOMY OTUYETY
0T 14.012025N2478
OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFO TIPERAPATA 1002

1. HAUMEHOBAHMUME JIEKAPCTBEHHOTI'O ITPEITAPATA

I'emapun-®epeitn, 5000 EJl/mn, pacTBop 711 MHBEKITHIA.

2. KAYECTBEHHbLIA U KOJJMYECTBEHHBIN COCTAB

JleiicTByro111e€e BEIIECTBO: T'eNapUH HATPHUSL.

Kax w1t mi pactBopa conepxut S000 ME renapuna Hatpusi.

BcnoMorarenbHble BElIECTBA, HAIMYME KOTOPHIX HAJI0 YUYUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npernapara: ciupT OCH3UIOBBIN, HATPUit (cM. pasaensl 4.3, 4.4).

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBEEH B pazjere 6.1.

3. JIEKAPCTBEHHAS ®OPMA
PactBop 1 nHBEKIUIA.

becuBeTHas UM CBETI0-XKEITOTO 1IBETA npo3pavdHas KUAKOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. Ilokxa3aHusl K IPMMEHEHUIO

['enapuH HaTpuUs NOKa3aH K IPUMEHEHHUIO Y B3pOCIIbIX, IeTel U MIIaJICHIIEB B BO3pacTe OT 28 AHEH:
o [IpodunakTuka u JiedyeHue BEHO3HBIX TPOMOO30B (BK/IIOUYasi TpPOMOO3 MOBEPXHOCTHBIX U
IIIyOOKUX BEH HMKHMX KOHEYHOCTEW; TpoMOO3 MOYEUYHBIX BEH) U TPOMOOIMOOIMH JIETrOYHOU
apTepuy,

. [Ipodunaktuka U jgedeHHe TPOMOOIMOOIUYECKUX OCIIOKHEHHUH, aCCOLMHPOBAHHBIX C
bubpmIAIUen peacepaIni;

. [Ipodpunaktuka u JedyeHue nepuPepuyYecKux apTepuanbHbIXx 5MOoiuid (B T.4.

aCCOLIMHMPOBAHHBIX C MUTPAJIbHBIMU TOPOKAMU CEP/IIA);

. JleueHue ocTpbIX M XPOHUUYECKUX Koaryjonatuii notpedsnenus (Bkimoyas | ctaguro JIBC-
CHUHJIIPOMA);
. OcTphlii KOpOHapHBIM cHUHApPOM ©0e3 cToiikoro moabeMa cermeHta ST nHa DKI

(HecTaOmIIbHAS CTeHOKap s, HHPapKT MUOKapaa, 6e3 mogbema cermenta ST Ha DKI);

. Nudapkr muokapaa, ¢ nonbemom cermenta ST Ha KT mpu TpoMOoIMTHUECKON Tepanui,
MIpU TIEPBUYHON YPECKOKHOW KOPOHAPHOW peBacKyssipu3anuu (OaJsIOHHAs aHTHOIIACTHKA CO
CTCHTHPOBaHUEM UM 0€3 HEro) v MpH BHICOKOM PUCKE apTepUaTbHBIX MM BEHO3HBIX TPOMOO030B
U TpoMOOIMOOITHIA;

. [Ipodunaktrka u seyeHrne MUKpPOTPOMOO0Opa30BaHUS U HAPYLICHUH MUKPOLIMPKYJISAIIH,
B T.4. IPU T€MATUTUKO-YPEMUIECKOM CHHJIPOME; TTIoMepyloHeppuTax (BKIHOYAst BOITYAHOUHBIN

He(pUT) U pu HOPCUPOBAHHOM IUYPE3E;
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o [Ipodunaktuka cBepTHIBaHUS  KPOB HDI/I TGMEGYDE‘I—TCW 'T' Crctemax

IKCTPAKOPIIOPATBHON IUPKYISAIUHN (IKCTPAKOPIOPATIbHOE KPOBOOOpAIICHHE TPU OTepaluy Ha
cepre, remocopOuus, urTadapes) u mpu reMoANaIN3e;

o O0paboTka nepudepudecKux BEHO3HBIX KaTeTEPOB.

4.2.  PexxuM 103MPOBAHUS U CIIOCO0 MPUMEHEHUSI

PexxuM 103upoBaHus

HavanpHas no3a renaprHa HaTpHsI, BBOJUMOTO B JICUECOHBIX 1EIsIX, 00baHO coctaBisieT 5000 ME
W BBOJWTCS BHYTPHBEHHO, IIOCJIE 4YEro JICYCHHUE IMPOJODKACTCS, HCIOJb3ys IOJAKOXKHbBIC
WHBCKIIUU WM BHYTPUBEHHBIC NH(DY3UU.

[Tonnep kuBaroniye 10361 ONPEEIAIOTCS B 3aBUCUMOCTH OT CIIOCO0a MPUMEHEHUS:

— TMpU HENPEPHIBHOW BHYTpUBEHHOW wuHGY3un mnpuMeHsior mo 1000 — 2000 ME/g
(24000 — 48000 ME/cyT), pa3Boas renapus B 0,9 % pacTBOpe HATpHs XJIOPUIA;

— IpU PETYJSPHBIX BHYTPUBEHHBIX MHBEKIUAX npumeHstorT no 5000 — 10000 ME renapuna
HaTpHs Kaxaeie 4 — 6 4;

— MPH MOJKOKHOM BBEJIEHUHU BBOJAT Kaxaple 12 4 mo 15000 — 20000 ME unu kaxasie 8 4 1o
8000 — 10000 ME.

JlabopaTopHBI MOHUTOPUHT 3(PHEKTUBHOCTHU U 0E30MACHOCTH TEPAIIUU TEIIAPUHOM HATPUS

Jlo3y renapuHa HaTpUs HEOOXOJMMO KOPPEKTUPOBATh HA OCHOBAHUH JIAOOPATOPHBIX MOKa3aTesen
cBepThIBaeéMOCTU KpoBHU. IIpu mpuMeHeHMH renmapuHa HaTpus HEOOXOIUMO KOHTPOJIMPOBAThH
aKTUBUPOBAHHOE YaCTHYHOE TpoMOoIuiacTuHOBoe Bpemst (AU TB) miu Bpemst cBepThIBaHUS KPOBU
(BCK). BBogumast no3a remnapuHa HaTpusi cuutaercs ajekBatHou, ecniu AYTB B 1,5 — 2,0 paza
npeBbllIaeT HopMaibHble 3HaueHust win eciar BCK nmanuenTa B 2,5 — 3,0 pa3a Bblllle KOHTPOJIBHBIX
3HAYCHUMN.

[Ipu HenpepbIBHOW BHYTPUBEHHOH HMH(Y3HMM TemapuHa HATpUs PEKOMEHJIYETCS OIpeNeUTh
ucxoaHoe AUTB, 3arem omnpenenste AUTB kaxnabie 4 4 ¢ mociaeAyoLUM yBEIUUYEHUEM WU
YMEHBIIIEHUEM CKOPOCTH MH(Y3UHU TerapiuHa HaTpHsl 10 JocTHkeHus 1eneBoro yposas AUTB (B
1,5 — 2 pa3za Bbllle HOpMBI), B JasibHeHeM onpenensth AUTB kaxapie 6 4.

[Ipu OositocHOM BHYTPMBEHHOM BBEICHHUU TelapuHa HATpUS PEKOMEHIYETCsl ONpeAeiIuThb
ucxonnoe AUTB, 3arem ompenenate AUTB mnepex kaxabiM OONIOCHBIM BBEACHUEM C
MOCJIEAYIOIUM YBEJIMYCHUEM WUIM YMEHBIIECHUEM BBOAMMOM J03bI T€IapUHA HATPHS.

IIpy moaKko)KHOM BBEAECHUHU TenapuHa HaTpus pekoMeHaoBaH KOHTposib AUTB uepe3 4 — 6 u
II0CJIE UHBEKLINNU C TIOCIEAYIOUIUM YBEJIMUEHUEM WM YMEHBIIEHUEM BBOJUMOM /103bI FelapuHa

HaTpHsL.



COOTBETCTEYET ZKCMNEPTHOMY OTYETY
o7 14.:. 2025 H'—_J:TE'
[Ipy MOaKOKHOM BBEJEHWU MaJbIX J103 TenaphHa HaT]bH}r' %566@?«’%-55—”5-%%%'&&&6! JUTSL

npopMIaKTUKH TPOMOOOOpa3oBaHus peryisipHo KoHTpoiupoBate AUTB He o0s3aTensHO, T.K.
OHO YBEJIIMYMBAETCS HE3HAYUTEIHHO.

HemnpeppiBHast BHyTpuBeHHass wuHGY3us sBisgercs HaubOosnee dPPeKTUBHBIM criocoOom
NPUMEHEHHS TeIlaprHa HATPUs, JIYYIIHM, YeM PeryJsipHble (NMEpUOIUYECKUAE) HHBEKIUH, T.K.
oOecrieunBaeT 6osiee CTaOMIbHYIO THIIOKOATYJISIIIHIO U PEXKE BBI3BIBAET KPOBOTCUCHUSI.

HDI/IMGHCHI/IC I'ClIapyuHa HAaTpUuid B 0COOBIX KIIMHUYECKHUX CUTYyaIuiax

Tlepsuunas upeckoxcHas KOpOHAPHAS AHSUONIACMUKA NPU OCIMPOM KOPOHAPHOM CUHOpoMe Oe3
noovema ceemenma ST u npu ungapkme muokapoa ¢ noovemom ceemenma ST na IKI: renapun
HATpUsl BBOJIUTCS BHYTPUBEHHO OomocHO B no3e 70 — 100 ME/kr (ecnmu He IUIaHUpyeTCS
NpUMEHEHHE HHTUOUTOPOB TauKonpoTenHOBRIX [Ib/I1la penentopoB) nim B 1o3e 50 — 60 ME/kr
(Ipu COBMECTHOM MPUMEHEHUH ¢ HHTHOUTOpamu raukonporenHoBbix [Ib/Illa penentopos).
Tpomborumuueckas mepanus npu ungapkme muoxkapoa ¢ noovemom ceemernma ST na IKI':
relapuH HaTpUs BBOJAUTCS BHYTPUBEHHO OoirocHo B go3e 60 ME/kr (makcuManbHas mo3a
4000 ME), ¢ nocnenyromieit BHyTpuBeHHON HHQY3HUeH B 103e 12 ME/kr (e 6omee 1000 ME/4ac)
B TeueHue 24 — 28 u. lleneBoit ypoBenb AUTB 50 — 70 cex unu B 1,5 — 2,0 pa3a Bblllle HOPMBI;
koHTposib AUTB uepes 3, 6, 12 u 24 4 nocie Hayana Tepanuu.

Ipogunaxmuxka mpomOOIMOOIUYECKUX OCTONCHEHUU NOCAEe XUPYPSUUECKUX BMeulamenbCcms ¢
npUMeHeHUueM HU3KUX 003 2enapuna Hampus. TIOAKOKHO, ITyOOKO B CKJIaJIKy KOXH KUBOTA.
Hauansnas nosza 5000 ME 3a 2 4y 1o Havana onepanuu. B mocieonepaniioHHOM IEepUOE: MO
5000 ME xaxnaple 8 — 12 14 B TeueHHe 7 OHEW WM OO0 MNOJHOI'O BOCCTAHOBJIECHHUS MOIBMIKHOCTH
nanueHTa (B 3aBUCMMOCTH OT TOT0, YTO HACTYNUT paHblue). [Ipu npumeHeHnn renapuHa HaTpus
B HU3KHX J103aX U1 IPOPUIaKTHKU TPOMO0IMOO0INYECKUX OCII0KHEHUH KoHTpoaupoBaTte AUTB
HE 0053aTeNbHO.

Ilpumenenue 6 cepOeyHo-cOCYOUCOU XUpypeuu npu onepayusx ¢ UCNOIb308AHUEM CUCMEMbl
9KCMPAKOPNOPAIbLHO20 Kpo8oobpaujenus: HadajdbHas [03a relapuHa HaTpUsi — HE MEHee
150 ME/kr maccel Tena. Jlanee remapuH HaTpusi BBOJAUTCS MyTEM HENPEPHIBHON BHYTPUBEHHOMN
uHOpy3uu co ckopocthio 15 — 25 kanens/mMuH o 30000 ME na 1 1 uHdy3uoHHOrO pactBopa.
OOmass no3a remapuHa HaTpusi o0blyHO coctaBiser 300 ME/kr (ecnu mpenmonaraemas
MPOJIOJDKUTENBHOCTE omepaniun MeHee 60 muu) wim 400 ME/kr (ecnmm mpemmonaraemast
MPOJOHKUTEIBHOCTD oneparuu 60 u 6ojaee MUHYT).

Ilpumenenue npu cemoouanuse: HadalbHas A03a remapuHa Hatpus — 25 — 30 ME/kr (umm
10000 ME) BHyTpuBEHHO OOJIOCHO, 3aTe€M HeNpepbiBHas WHQY3HUs TernapuHa HaTpus
20000 ME/100 m1 0,9 % pactBopa Hatpus xjopusa co ckopoctbio 1500 — 2000 ME/4 (ecnu nHOE

HE YKa3aHO B PYKOBOJICTBE 10 PUMEHEHHUIO CUCTEM I'eMOIHaln3a).



COOTBETCTBYET 3KCMEPTHOMY OTUYETY
N -::TM.ZZ. 2025 N2 .5:79 N
Jlo3y renmapuHa HaTpHs ClIeIyeT HoA0UpPaTh C y4ETOM noﬂgﬁm}%gb‘&%ﬁ.@ Jb 'ttllc'fr' ot

ypoBerab AUTB 60 — 85 cek).
Ilepexoo na mepanuto eapgapurom: 1ist 00ECTIEUeHUsI CTOWKOTO aHTUKOATyJISTHTHOTO JACHCTBUS
ClIelyeT MPOJOJKUTH TEPAIHI0 TeapiHOM HATpus B MOJIHOM /103€ 70 TeX IMOop, Ioka He OyneT
JOCTUTHYT CTaOWiIbHBIA 1eneBoi ypoBeHb MHO (MexayHapogHOe HOPMAaTHW30BaHHOE
otHomenwue). [Tocne 3Toro BBeJieHNE TenapruHa HaTPUsI HEOOXOAUMO MPEKPATHTb.
Ilepexoo na mepanuto dabueampanom: HEIPEPbIBHOE BHYTPUBEHHOE BBEJCHHUE TeNlapuHa HATPHUs
CleyeT MPeKpaTUTh cpazy ke Mocie MpueMa MepBoM 103bl naburatpana. Ilpu apoOHOM
BHYTPUBEHHOM BBEICHHM IMAalMEHT JOJDKEH NPUHATH BHYTPh IEPBYIO 103y JadurarpaHa 3a
1 — 2 4 10 3arTaHUPOBAHHOTO BBEICHUS OUE€PETHON J03bI FeapruHa HaTPHSL.

eTu
AJleKBaTHbIE KOHTPOJUpPYEMBbIE HCCIENIOBAaHUS TMPHUMEHEHUS TenapuHa HaTpus y JAeTeld He
npoBoAWIUCE. [IpeacTaBieHHbIe PpEKOMEHIAIUU OCHOBaHbI HA KIIMHUYECKOM OIIBITE.
Hauanbnas noza: 75 — 100 ME/kr BHyTpuBEeHHO 00JIFOCHO B TedeHue 10 MuH.
[TonnepsxuBatomias go3a: netu B Bozpacte 1 — 3 mecsues: 25 — 30 ME/kr/4 (800 ME/kr/cyT), netu
B Bo3pacte 4 — 12 wmecsues: 25 — 30 ME/kr/au (700 ME/kr/cyt), netu crtapme 1 rona:
18 — 20 ME/kr/ua (500 ME/kr/cyT) BHyTPUBEHHO KameIbHO.
Jlo3y remapuna HaTpUs CIeIyeT MOAOUPATh C YI€TOM ITOKa3aTeliei CBepPThIBAaHUS KPOBH (1eNIeBOM
ypoerab AUTB 60 — 85 cek).

Cnoco6 IOPUMCHCHUA

['enmapuH HaTpUs BBOASAT MOJKOXKHO, BHYTPUBEHHO (OOTIOCHO MU KATENBbHO).

['emapuH HaTpusi NPUMEHSIOT B BUJE HENPEPHIBHOW BHYTPUBEHHOW WHQY3UU WM B BUJE
PeryJsipHbIX BHYTPUBEHHBIX HHBEKIUH, a TAKXKE MOJK0XKHO (B 00JIaCTh )KUBOTA).

['enapun HaTpus HENb3s BBOJUTH BHYTPUMBIIIEUHO M3-3a PUCKA Pa3BUTHS MHTPAMYCKYJISPHBIX
reMaToM.

IlookooicHble unvexkyuu

HO}IKO)KHI)IG HHBCKIUU MMPEATIOUYTUTCIIBHO BBIIIOJIHATL B o0xacTu nepeaHenaTepam,Hoﬁ CTCHKU
JKUBOTA (B UCKJIFOUUTEIBHBIX CIydasx BBOAST B BEPXHIOK 00JacTh Mmiieda uiu Oenpa), mpu 3ToM
HCIOJB3YIOT TOHKYIO UTIY, KOTOPYIO CIEAyeT BBOJIUTH IITyOOKO, MEPIEHANKYISIPHO, B CKIAIKY
KOXH, YACPKUBACMYIO MCEXKIY OOJIBIIUM U YKa3aTCJIbHBIM HaJbIEM 0 OKOHYaHHWSA BBCICHUA
pactBopa. CrenyeT Kakaplid pa3 depeoBaTh MecTa BBeIAeHUs (BO m30ekaHue (OpMUPOBAHUS
rematoMmsbl). [IepByto HHBEKIIMIO HEOOXOAUMO OCYIECTBIIATh 3a 1 — 2 4 10 Hayaja onepauuu; B
MOCIICONEePAIIMIOHHOM TIepro/ie BBOAUTH B TeueHue 7 — 10 aHell, a B cirydae HEOOXOAUMOCTH —

OoJiee IUTEITbHOE BPEMSI.
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(NOCNEQCBATENEHOCTE 0002)

Buympueennas unghysus

J11s BHYyTpUBEHHOM MH(Y3UU TeIApHH HATPUS MOXKET OBITh Pa3BelieH B paCTBOPE HATPUS XJIOpUIA
0,9 %.

4.3. TlporuBomoxka3zaHus

o ['MrepuyBCTBUTENLHOCTS K TEMApPUHY WM K JIFOOOMY M3 BCIIOMOTATEIIBHBIX BEIIECTB,
MepEUYUCIICHHBIX B pasjene 6.1.

o I'enapuH-uHIYyIMpPOBaHHAS TPOMOOIMTONEHUS (C TPOMOO30M MM O€3 Hero) B aHaMHe3e
WIN B HACTOSIIIIEE BPEMSI.

o KpoBoTeuenne (3a HCKIIIOUCHHEM TEX CIydaeB, KOTJa MOJb3a MPUMEHEHHs TernapuHa
HATPUS MPEBBINIACT MTOTCHIIUATBHBIA PHCK).

o lemapuH HaTpust B TEpanmeBTHUECKOW J03€¢ HE JOJDKEH Ha3HayaThCsd, €CIU  HET
BO3MOYKHOCTH 00€CIICUNTh PETYIISPHBII T1a00paTOPHBIII MOHUTOPUHT CBEPTHIBAEMOCTH KPOBH.

o HoBoposxeHHbIe, B 0COOCHHOCTH HEOHOIICHHBIE MM UMEIOIIIE HU3KYI0 Maccy Tena (B
CBSI3U C HAJIMYHUEM B COCTaBe IMpemnapaTta O€H3UI0BOro cupta (cM. pazaeinsl 4.4 u 4.6).

o BepeMeHHOCTh W TIEpPHOA TPYAHOTO BCKAPMIIMBAHHS (B CBSI3W C HAJIMYHEM B COCTaBE
nperapaTra OEH3UIOBOTO cCUpTa) (cM. pazuensl 4.4 u 4.6).

4.4. QOco0ble ykazaHus U Mepbl MPeI0CTOPOKHOCTH MPU NPUMeEHEeHUH

C 0CTOPOKHOCTBIO

[TanreHnTam ¢ MOIMBAJICHTHOM aiiepruei (B TOM 4ucie OpOoHXUaAIbHAs acTMa).

Herckmii Bo3pacT a0 3-X JeT (BXOIANIMHA B COCTaB OCH3WJIOBBIA CIHUPT MOXKET IOCTY>KUTh
IPUYMHON BOSHUKHOBEHUS TOKCUYECKUX U aHAPUIAKTUYECKUX peakluit).

IIpu MaToNOrn4ecKux COCTOSHUAX, ACCOLMUPYIOIIUXCS C MOBBIILIEHHBIM PUCKOM KPOBOTECUEHUH,
TaKHUX KakK:

— 3a0oyieBaHUs CEPJICYHO-COCYAMCTON CHUCTEMBI: OCTPbIM M TOMOCTPBIM HMH(EKIIMOHHBIN
SHIOKAPANT, TsDKENas HEKOHTPOJIMpyeMas apTepualbHas TMIEPTEH3Us, pacCIauBaHUE AOPTHI,
aHEeBpU3Ma COCYA0B I'OJIOBHOI'O MO3T4;

— 3a0oneBaHMs MHUIIEBAPUTEIBHONM CHCTEMBI: HPO3UBHO-A3BEHHbIE IOPAXXEHUS OPraHOB
xenyaouHo-kumeyHoro Tpakra (JKKT), Bapuko3Hoe pacuimpeHre BeH MUIIEeBOJa NpU LUppo3e
MEYECHU U JIPYruX 3a00JIeBaHUIX, AJIUTEIBHOE UCIIOJIb30BAHUE JKETYIOUHBIX U TOHKOKUIIEYHBIX
JIpEHaKEH, A3BEHHBIN KOJIUT, TEMOPPOH;

— 3a0o0yieBaHMsI OPraHOB KPOBETBOPEHHUS M JIMM(PATHUYECKOH CHUCTEMBI: Jeiiko3, remoduins,
TPOMOOIIMTONEHNUS, TEMOPPAarn4ecKUi Auares;

— 3a00J1€BaHUs LICHTPAJIbHOW HEPBHOW CUCTEMBI: FEMOPPArunyeCcKuil HHCYJIbT, YEPEITHO-MO3r0Bast

TpaBMa;
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— 3JIOKQUYCCTBCHHEIC HOBOO6paSOBaHI/I$I;

— BpoxIeHHBbIH nepunur aHtuTpoMOmMHa III W 3amecTuTenbHas Tepamus NpenapaTamu
anTutpom6Ouna 11 (Uit cCHIDKEHUS prcKa KPOBOTEUSHUH HEOOXOJMMO MPUMEHSATh MEHBIIINE JT03bI
renapuHa).

[Tpoune Qu3nosOruuecKkue M NaTOJOTMYECKUE COCTOSHUS: IEPHOJA MEHCTpyalluH, yrposa
BBIKH/IBIIIA, PAaHHUI MOCIEPOJOBBI MEPUOJ, TsKeNble 3a00JIeBaHUS TEYEHU C HApYIICHHEM
0OETKOBO-CHHTETHUECKOW (DYHKIIHMH, XpOHHMYECKass TMOYeYHas HEIOCTaTOYHOCTh, HEIaBHO
IIEPEHECEHHOE XHUPYPIHUECKOE BMELIATENBCTBO HA IJIa3aX, IOJOBHOM MJIM CIUHHOM MO3Te,
HE/IaBHO IMPOBEJCHHAs CINUHANbHAs (JoMOalbHas) NMyHKUUS WIM SHUIypajbHAs aHECTe3Hs,
nposipepatuBHas quabeTHUecKasi pETHHONATHUS, BACKYJIUTBI, TIOXKHIIIONW Bo3pacT (ctapiie 60 jer,
0COOEHHO >KECHIIUHBI).

Jleuenne OOJBIIMMH J103aMH PEKOMEHAYETCS MPOBOJIUTH B YCIOBUSX cTalMoHapa. KoHTpousb
quciaa TPOMOOIUTOB ClIEAyeT MPOBOJUTH MEpe] HauyaloM JICYEHUs, B IIEPBbIA JCHb JICUEHUS U
4yepe3 KOPOTKUE MHTEPBAIBI B TEUYCHHE BCETO MEPHO/Ia HA3HAYCHUS TelapuHa HaTpusi, 0COOEHHO
Mexay 6 u 14 nHem nocne Havana jedeHus. Cienyer HEMEMJIECHHO NPEKPaTUTh JE€UEeHUe Mpu
PE3KOM CHIDKCHHH YHCiia TPOMOOITUTOB (cM. paszen 4.8).

Pe3koe cHukKeHHE uuciia TPOMOOLUTOB TpedyeT NajibHEHIero McCieJOoBaHUS HAa MHpPEAMET
BBISIBJICHUSI TENapUH-UHIYLIMPOBAaHHOW HMMMYHHOW TpomOonuroneHuu. Eciau TakoBas uMeeT
MECTO, MALUEHTy CJIENyeT COOOIIMTh, YTO €My HEJb3sl Ha3HauaTh renapuH B OyayiieMm (naxe
HU3KOMOJIEKYJISIpHBI renaput). Eciiu umeercst BbICOKasi BEpOATHOCTh MeapHH-UHAYLIMPOBAHHOM
UMMYHHOU TPOMOOLIUTONIEHUH, T€NApUH CIIEAyeT HEMEUIEHHO OTMEHUTbD.

[Ipu pa3BuTMM renapUH-UHAYLUHUPOBAHHON TPOMOOLMTONEHUH Yy MAIUEHTOB, MOIYYaroUIuX
remapyH 1O  TOBOAY TPOMOOSMOONHMYECKOW  OOJIe3HM WIM B  ClIy4yae pa3BUTHUA
TPOMOOSMOOIMYECKUX OCIOXKHEHUH, CJelyeT MPUMEHATh JApPYrHe aHTUTPOMOOTHYECKHE
CpEICTBa.

[TarueHTsI € renapuH-UHAYLHUPOBAHHON UIMMYHHOM TpoMOOLIMTONIEHHEH (CUHAPOM 00pa3oBaHus
Oemoro TpomMOa) HE JOJDKHBI TOJABEprarbCsi remMoauanusy ¢ renapuHusanuein. Ilpu
HEOOXOIMMOCTH y HHUX JIOJDKHBI MPUMEHATHCS albTepPHATHBHBIE METOMAbI JEYCHHUS MOYeYHOH
HEZ0CTaTOYHOCTH.

Bo wu30exxanme Tmepeo3UPOBKHM HEOOXOAUMO TIOCTOSIHHO CJICIUTh 32 KJIMHHUYECKUMU
CUMITOMAaMH, YKa3bIBaIOIIMMHU Ha BO3MOXKHYIO KPOBOTOYMBOCTH (KPOBOTOUMBOCTH CIU3UCTBHIX
000JI04YeK, remMaTypus W T.I.). Y JIMI C OTCYTCTBHEM PEaKIMM Ha TENapuH WIN TPeOYIOLIHX
Ha3HAYEHUS BBHICOKUX JI03 T'elaprHa HEOOXOJMMO KOHTPOJIMPOBATh YpOoBeHb aHTUTpomOuHa III.
Pe3ucTeHTHOCTP K TemapuHy HAaTpusi 4YacTo HaOIoJaeTrcs NpH JIMXOpajke, TpomMOo3ax,

TpoMOodiednTax, MHPEKIUOHHBIX 3a00JIeBaHUAX, HH(PApKTe MHOKap/Aa, 3J0KaueCTBEHHBIX
6
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HOBOOOPA30BaHUAX, a TaKXKe IOCIe XHUPY rHdeckik| ~BMeniarenbers. B Tl  HebriuTe

agtutpomOuna III. B Ttakmx curyanusx TpeOyercst Oojee TIIATENbHBIA J1aOOPATOPHBIN
MOHMTOPHHT (KOHTpoasr AUTB).

X0T4 renapuH HaTpUs HE IPOHUKAET Yepe3 MJIalleHTapHbli 0apbep U He ONpeesIeTcs B TPy THOM
MOJIOKE, IPU HPUMEHEHHUHU JIEKAPCTBEHHBIX IMpernapaToB IelapruHa HAaTpHs, HE COAEpIKaIlUX
OCH3MIIOBBII CIIUPT, B TEPANIEBTUYECKUX J103aX CIEAYeT TIATeIbHO HAOII01aTh 32 OEpeMEHHBIMU
KEHIIMHAMU U KOPMSALIUMU IPYbI0 MaTEPSIMHU.

Oco0y10 0CTOPOKHOCTH ClieyeT co0M01aTh B Te4eHUE 36 4 1ociie poIoB.

Heo6xonumMo npoBeneHHEe COOTBETCTBYIOIIUMX KOHTPOJBHBIX J1a0OpPaTOPHBIX MCCIEI0BAHUMN
(Bpemsi CBEpTBHIBAaHHS KpPOBH, AKTHBHPOBAHHOE YAaCTHUYHOE TPOMOOIUIACTUHOBOE BpeMs U
TPOMOUHOBOE BpEMSI).

VY sxeHuuH ctapiie 60 JieT renapuH MOXET YBEIMYUTh KPOBOTOUMBOCTb, B CBSI3U C YEM 7032
rernapyHa HaTpUsl y JTaHHOM KaTeropuH MAIllMeHTOB JODKHA ObITh CHIKEHA.

IIpyn npuMeHEeHHH TenaprHa y NalUEeHTOB C ApTEPUATbHOM T'MIIEPTEH3UEH CIEAYeT IOCTOSHHO
KOHTPOJIMPOBATh apTepUaIbHOE AaBJICHUE.

[lepen HauanoMm Tepamuu TremapuHOM HATpUs BCEr/la JOJDKHO NPOBOAMTHCSA MCCIEIOBAHUE
KOaryJorpaMMsl, 3a HCKJIIOYEHHEM MPUMEHEHUST HU3KUX J03.

[lepen miIaHOBBIMM XHUPYPTUUYECKMMHU BMEUIATEIbCTBAMHU JJII YMEHbBILIEHUS KPOBOIOTEPU BO
BpeMsl OIlepallid U B IIOCJIEONEPALMOHHOM IIEpPUOAE OOBIYHO PEKOMEHIYETCSI OTMEHUTh
nepopanbHble AQHTHUKOAryJIsHThI (Bapdapun) u aHTHarperaHTHbIE Ipernaparsl
(aueTHICATUIIMIIOBAs] KUCIIOTA, KJIOMUAOTPEll, TUKIONUINH) 3a 7 THEH 0 onepaluu U Ha3HAUYUTh
renapuH HaTpHs B JIe4eOHbIX J03aX. BBeeHNe renaprHa HaTpus B 3TOM Cllydae IMpeKpaliaercs 3a
6 4 10 omepanuy ¥ BO30OHOBIISIETCS Yepe3 6 4 Tociie ee OKOHYAHMUS.

BHyTpumbliIeyHble HHBEKIMH JOJKHBI ObITh UCKJIIOUYEHBI IPH HA3HAUYEHUM I'ellapyHa HaTpHs B
neyeOHbIX wHenax. Crenyer Takke IO BO3MOXKHOCTH H30eraTb HYHKIMOHHBIX OWOICHIA,
MHOUIBTPAMOHHON U SMUIYpaTbHON aHECTE3UU M JUArHOCTUYECKUX JTHOMOAIBHBIX ITYHKLIHM.
Ecnu Bo3HMKaeT MacCUBHOE KPOBOTEUEHUE, CIEyeT OTMEHUTDH T'€llapyH HAaTpUs U UCCIIeI0BaTh
IOKa3aTenyu Koaryjorpammsel. Eciiu pe3ynbTarsl aHanusa B IIpelienax HOPMbI, TO BEPOSITHOCTh
pa3BUTUS JTAHHOTO KPOBOTEUEHUS BCJIEACTBUE INPUMEHEHMs TelapyHa HATpUs MUHUMAJIbHA.
H3MeHeHus B KoaryjorpaMMe UMEIOT TeHICHIUIO K HOpMaJIn3alluy 0cjie OTMEHbI TeraphHa.

BcnoMorarensHble BEIECTBA

Cooepoicanue 6eH3U108020 cnupma
[Ipenapat ['emapun-DepeitH coaepKUT OSH3UIOBEIN CIUPT B KonyecTBe 9 Mr B 1 M1, KOTOpPHIiA
MOKET BBI3bIBATh TOKCUUYECKHE M aHA(UIAKTOMIHBIC PEaKIIMU y MIIAJICHIIEB U JIETeH 10 3 JeT.

[IpoTrBOMOKAa3aH HETOHOMIEHHBIM U HOBOPOXKICHHBIM (CM. pazzaen 4.3).
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Cooepaicanue nampus (NMOCNEOOBATENEHOCTE 0002)

Jauublil npenapat coaepx uT MeHee 1 mmoib (23 Mr) HaTpust Ha 1 MJ mpenapara, TO €CTb, 10
CYTH, HE COAECPKUT HATPUSI.
Hannbrii npemapat coxepxut 1,35 mmons (31 mr) Hatpus Ha 5 M mpemapara. Heobxoaumo
YUYUTBIBATh NAallUEHTaM, HAXOASAIIMMCS Ha JUETE C OTPAHUYECHUEM MTOCTYIUICHHS HATPHUS.

eTH
[IpuMeHeHHEe JEKapCTBEHHBIX NPENapaToB, COJEPXKAIIUX OCH3WIOBBIA CHHPT B KadyecTBE
KOHCEPBAHTa, Y HOBOPOXKICHHBIX (OCOOCHHO y HEJOHOILIEHHBIX U Y JAeTel CO CHUKEHHON Maccoi
Tela) MOXET MPUBOIUTH K CEPhE3HBIM HEXKeNaTeIbHBbIM peakiusM (yrHETEHHE HEHTpaIbHOU
HEpPBHOM CHCTEMBI, META0OJMYECKHM anua03, TaclUHI-IbIXaHue) u cmeptu. Iloatomy y
HOBOPOKJEHHBIX U JAeTed 10 | roxa cieayeT NMPUMEHATh Mpenaparbl renapuHa HATpHUs, HE
coJiepxKalire KOHCEPBaHTOB.
4.5. B3aumoaeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHBIMHU MpenapaTaMM M JApPyrue BH/bI
B3aMMO/ el CTBUA

dapmalieBTHUYECKOE B3aNMOJIENCTBUE

PacTtBop remapuna Hatpusi coemectuM ToabKo ¢ 0,9 % pacTBOpoM HaTpus XJIOpUA.

PacTBop remapuHa HaTpHsi HECOBMECTHM CO CIEAYIOIIMMHU PaCTBOPAMH JIEKAPCTBEHHBIX CPEICTB:
ayTeria3a, aMUKaIHa cyJib(ar, aMuoIapoH, AMITHIIMJUTHH HATPHSI, OCH3WIICHUIIUIUINH HATPHS,
munpoIoOKCcalMH, [UTapaOWH, Jakap0a3uH, JaHOPYOWIIMH, Jua3enam, JoOyTaMuH,
JOKCOPYOUIIMHA  TUIPOXJIOPUI, APONEPUIOT, OSPUTPOMUIIMH, TEHTAMHIMHA  Cyibdart,
rajionepu0ia JakTaT, THalypoHU1a3a, THIPOKOPTH30HA HATPUS CYKIIMHAT, IEKCTPO3a, KUPOBBIC
OIMYJIBLCUH, UAAPYyOUIINH, KAaHAMHIIMHA CYlIb(aT, METHIMILINH HATPUS, HETUIMHUIIMHA CYIbQarT,
ONMMOUIBI, OKCHTCTPAIMKIMHA THIPOXJIOPHJ, IOJIMMHKCHHa B  cymedar, mnpomasuHa
TUAPOXJIOPHUA, TMpOMEeTa3uHa THAPOXJIOPHI, CTPEeNTOMHIMHA cyinbdar, cyinbdadypazona
TUATAHOJAMUH, TETPAIMKINHA THUIPOXJIOpHU, ToOpaMuIMHa cynbdar, medaloTHH HATpPUS,
nedanopuIuH, BAHKOMUIIMHA THAPOXJIOPHI, BUHOJIACTHHA CyJbdaT, JlabeTanoia THAPOXIOPH]I,
HUKAPAUITHHA THIPOXJIOPH/I.

DapMaKOKMHETHYECKOE B3aUMOICHCTBUE

'emapun HaTtpus BbITeCHSET (EHUTOMH, XWHUAMWH, TMPOIPAHOION M  HPOU3BOJHBIC
OeH30/1Ma3enrHa U3 MECT UX CBS3bIBAHUS C O€NKaMM IMJIa3Mbl KPOBH, YTO MOXET MPUBOIUTH K
YCUJIEHUIO  (PapMaKoJIOrMYecKoro JeMCTBHsSI YyKa3aHHBIX IIpernaparoB. ['emapuH Hatpus
CBSI3bIBACTCS M MHAKTUBUPYETCS MMPOTAMHUHOM HATPHS, MOJIUIIECIITHAAMHU, UMEIOIIUMU HIETOYHYIO
PEAaKIINIO, a TAKXKE TPULMUKINYECKUMHU aHTUACTIPECCAHTAMHU.

dapmakoarHAMHYECKOE B3aUMOAEHUCTBUE
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AHTUKOAryJIsiHTHOE JIeWCTBUE TeraprHa HaTpUs ycnnmh@f@é&%ﬁﬁ%ﬂt}méfw -FI]_jI/rk'IJCII—TIéHI/II/I

C IpYTUMH JIEKAPCTBEHHBIMU CPEACTBAMM, BIMSIOIIMMH HA T€MOCTa3, B T.4U. C aHTHArperaHTHBIMU
npernapatamMu  (QUETWICAIMIMIOBAS  KUCJIOTA, KIONUAOIPEd, Ipacyrpei, TUKIOMHIUH,
JUIUPUIAMOJI, SIOMPOCTEHON/TIPOCTAIIAHIUHBI), AHTUKOATYJISIHTAMH HEMNpPSMOIo JeHCTBUS
(Bapdapun, (eHWIMH, CHHKyMap), TpOMOOJMTHYECKHMMHU IpernapaTamMu  (ajTeriasa,
CTPENTOKMHA3a, YpPOKWHA3a), HECTEPOUJIHBIMH MPOTHUBOBOCHAIMTEIbHBIMU IIpeHapaTaMu
(permnOyTazoH, nOynpodeH, HHIOMETANH, TUKIO()EHAK U JIp.), TIIFOKOKOPTHKOCTEPOUIAMU 1
JEKCTPAaHOM, B pe3yJbTaT€ 4YEero MOBBIIAETCA pUCK KpoBoreueHud. Kpome Toro,
AQHTUKOATYJIIHTHOE JEHCTBUE TIenapuHa HaTpHUs MOXKET YCWIMBATbCAd IPpU  COBMECTHOM
NPUMEHEHUH C THIPOKCHUXJIOPOXMHOM, CyJIb(OUHIHPA30HOM, IMPOOCHEUUAOM, ATAKPUHOBOM
KHACIOTOH, LMTOCTaTHKaMH, LedaMaHIoiIoM, [e(OTeTaHOM, BaJbIPOEBOH  KHCIOTOM,
MPONWITHOYPALIAIIOM.

AHTHKOAryJIsiHTHOE JIeCTBHE rerapruHa HaTPpHs CHHXKAETCS IPU OAHOBPEMEHHOM ITPUMEHEHHUH C
aJpeHOKOPTUKOTpOonHBIM TopMOHOM (AKTI'), aHTUTHCTaMUHHBIMU ITpenapaTaMu, aCKOpOMHOBOM
KHUCIIOTOM,  ajKaJoMJaMU  CHOpPBIHbM, HUKOTMHOM, HUTPOIVIMLEPUHOM, CEpIACHYHBIMU
TJIMKO3UJIaMU, THPOKCUHOM, TETPALUKIMHOM U XUHUHOM.

I'enapun HaTpus MOYKET CHM)KATh dapmakonaoruueckoe JIEHCTBUE AKTT,
IIFOKOKOPTUKOCTEPOUIOB U MHCYJIMHA.

4.6. DepTUILHOCTb, 0ePeMEHHOCTb M JIAKTAMSA

bepemeHHOCTD

[Tpumenenue npenapata I'emapun-depeiiH npu OepeMEHHOCTH MPOTHBOIIOKA3aHO B CBS3U C
HaJIMYMEM B COCTaBe OEH3MIIOBOTO CIIUPTA.

[TpumeHneHue npu 6epeMeHHOCTH JIEKAPCTBEHHBIX IIPENapaToB renapuHa HaTpHsi, He COAepKaIIuX
OEH3WIOBBII CIIUPT, BO3MOXKHO TOJIBKO B TE€X ClIydasiX, KOTrJa O)KhJaemas IMojb3a Teparnuu Jis
MaTepHU NEPEBEINBAET MOTEHIIMAIBHBIN PUCK VIS IJI0A.

['emapuH HaTpus HE NPOHUKAET dYepe3 IUIaleHTapHbIl Oapbep. Jlo HacToslero BpeMeHU
OTCYTCTBYIOT JIaHHBIE, YKa3bIBAIOIIHE HA BO3MOXHOCTH IIOPOKOB PA3BUTHS ILIOJNA BCIEICTBUE
OPUMEHEHHs TenapuHa HaTpusi BO BpeMsi OEpeMEHHOCTH; OTCYTCTBYIOT TaKXkKe pe3yJbTaThl
HKCIEPUMEHTOB Ha JKMBOTHBIX, KOTOpbIE YKa3bIBalu Obl Ha 3MOpPHO- MM (DETOTOKCHUYECKOE
neiicTBue renapuHa HaTpus. OJJHAKO, UMEIOTCS IaHHBIE O MOBBIILIEHUU PUCKA PEXKAEBPEMEHHBIX
POJIOB U CaMONPOM3BOJIbHBIX a0OpTOB, CBA3aHHBIX C KpoBoTedeHHeM. Heobxoaumo yuecThb
BEPOSTHOCTh BOSHUKHOBEHMS OCJIOKHEHHH MPH MPUMEHEHHH I'ellapiHa HATpUsl y OepeMEeHHBIX
KEHIIUH C COMYTCTBYIOIIUMH 3a00JI€BaHUSIMU, a Takxke y OepeMEeHHBIX, MOIYyYaroluX

JOITIOJTHUTCIIbHOC JICUCHUC.

JlakTarmsa
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IIpumenenne  npenapata [emapun-®depeiiti B o2 Ppyord”  Sedap it sd s

IMPOTHUBOIIOKA3aHO B CBA3U C HAJIMYHUEM B COCTABC 6€H3I/IJ'IOBOFO CriypTa. HpI/IMeHeHI/IC B niepruon
TPyYAHOI0 BCKapMJIMBAHHA JICKAPCTBCHHBLIX IMPCIAapaTOB ICIIapUHa HATpHA, HC COACPIKAIIUX
OCH3MIJIOBBII CIIUPT, BO3MOXHO TOJIBKO B T€X CIIydasx, KOTJa OXHaaeMasl 1ojb3a Tepanuu AJis
MaTepu MEepeBeNInBaeT NOTEHIIMANBHBIN PUCK IS peOeHKa.

FeHapI/IH HaTpusa HC BBIACIACTCA B I'PyAHOC MOJIOKO. E)KCHHGBHOC MNPUMCHCHUC BBICOKHX 103
renapuHa HaTpus B Te4eHHue Oosiee 3 MecsIeB MOXKET MOBBICUTh PUCK Pa3BUTHUS OCTEOINOPO3a Y
KOPMSIIIIKX JKEHIIHH.

47. BJausiHMe HA CMOCOOHOCTH YNPABJSITh TPAHCHOPTHBIMHU CPeACTBAMHU U PadoTaTh ¢
MeXaHu3MaMu

JlaHHblE O BJIMSHHUM TIperapara Ha CHOCOOHOCTh YHPAaBIATh TPAHCIOPTOM U JPYTHMH
MEXaHHU3MaMH OTCYTCTBYIOT.

4.8. HexeaaTe/bHble peaKIUu

PesroMe HexxenaTeabHbIX PEAKIUT

Krnaccudukanus HexelaTelbHBIX peakliuid MpuBeAcHA corjacHo kouBeHmumun MedDRA 1o
4acToTe pa3BUTHs: O4YeHb yacto (> 1/10), wacto (> 1/100, vHo < 1/10), nHewacro (= 1/1000,
HO < 1/100), peaxo (= 1/10000, Ho < 1/1000), ouens penko (< 1/10000), yacTora Heu3BecTHa (Ha
OCHOBaHUHW UMEIOIINXCS JAHHBIX OIICHUTH HEBO3MOXKHO).

Hapywenus co cmoponvl Kpogu u JauM@amuyeckol cucmemsl. 4YacTo — yMEpeHHas
TpoMmbormToNeHus (conepxanue TpombonuTos (150 — 100) x10%11), He cBs3aHHAs ¢ BHIPAOOTKOI
AHTHUTENl U HE COMPOBOXIAIOIIasicsi TpoMOo3amMu (MoxkeT HaOmonatecs y 6 — 30 % marnueHTos,
MOJTy4YaloLUX refnapyrH); peaKo — o0paTumast 303MHOPIIINS.

DHOOKpUHHbIE HApYUWleHUs: PEOKO — TUIOAIBJOCTEPOHM3M (M3-32a YTHETEHHs CHHTE3a
aJbJIOCTEPOHA).

Hapywenus co cmoponvl Hep6Hotl cucmembl: HEYACTO — TOJIOBOKPYKEHHUE, TOJIOBHAS O0JIb.
Hapywenue co cmoponsl cocy0os: HE9acTO — CHI)KEHUE apTePHaIbHOTO JIaBJICHUS.
JKenyoouno-kuweynvle napyulenus: He4aCTO — CHIDKCHHE alleTUTa, TOITHOTA, PBOTA, AUAPEs,
YacTO — MOBBIIICHHE aKTUBHOCTH «TIe4eHOYHbIX» TpaHncamuHas (ACT u AJIT) B mna3me KpoBH.
Hapywenus co cmopoHbl Mbluteunoll, CKelemHoll U cOeOUHUMeNbHOU MKAHU. PEIKO — 0CTE0NOpPO3
(TIpu JTUTEITEHOM TIPUMEHEHUH relaprHa HATPHs), CIIOHTAaHHBIC TIEPEIOMBI KOCTEH.

Hapywenue co cmoponsl 800HO-91eKMPOIUMHO20 0OMeHA: PEAKO — 00paTuMas 3a/IepiKKa Kaus,
MeTabOIMYECKUH aluI03.

Ilpouue: HEYACTO — IPEXOIAIIAS ATOMEIHS, OUECHb PEIKO — IIPHAMH3M.

Jlabopamopnvle u uncmpymenmanbHvle OaHHble. HEYaCTO — MOBBIIIIEHUE COIEPKaHUS CBOOOTHBIX

JKUPHBIX KUCJIOT ITOCJIC OTMEHBI I'ClIaprHHAa, ITOBBIMNICHUC COACPKaHNUA TUPOKCHHA B IJIa3M€ KPOBH,

10
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NIO’KHOE CHIKEHWE CONEPKAHHs XoMecTepuHa, nokHot NOBLIetre’ conepskants Fiokosr 1

HEBEpPHBIE PE3yJIbTaThl OpPOMCYITB(ATIEHHOBOTO TECTA.

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKL[I/If/'I

T'emoppacuueckue ocnodxcheHus: pa3BUBAIOTCS OYeHb 4acTo. Hambosiee THMUYHBIMU SIBIISIOTCS
kpoBoTeueHus 13 opranoB JKKT, MOYEBBIBOISIIMX MyTEH, N3 MECT BBEACHUS ITelapruHa HATPHS,
U3 TIOCIICOTIEPAIIMIOHHBIX PaH, a TAKKE KPOBOUIHUSHHS B 00J1aCTSIX, TOABEPTAIOIINXCS TaBICHUIO.
Taxe MOTYT pa3BUBATHCS KPOBOU3JIHSHUS B IPYyTUe BHYTPEHHUE OPraHbl, B T.4. B HAAMIOYCYHUKU
(c pa3BUTHEM OCTPOI HAAMOYEYHON HEJOCTATOYHOCTH ), 3a0PIOIIMHHOE TIPOCTPAHCTBO, THUHUKH.
Boiee yacToe BOSHUKHOBEHHE KPOBOTEYCHUH OTMEYAETCsl y MalueHTOB crapiie 60 et (0coOeHHO
y JKEHUIUH).

Annepeuueckue peakyuu: HEYACTO — THIIEPEMHUS KOXKH, KOKHAS CBINb, KOXKHBINA 3yl U OIIyIICHUE
MOKEHUS B TIOJIONIBAX, 00JIb B KOHEUHOCTSIX, THIIEPTEPMUsI, KPAIMBHUIIA, PUHUT, KOHBIOHKTUBUT,
OJIBIIITKA, OPOHXOCIIAa3M, aHTHOHEBPOTHUECKUI OTEK; OUYCHBb PEAKO — aHAPUIAKTUICCKUHN IIIOK.
Peaxyuu 6 mecme 66edenus: 4YacCTO — pa3ipakeHHe, OOJE3HEHHOCTh, THUIEPEMHs TKaHEH,
HE3HAYUTEIIbHAS TeMaTOMa U U3bS3BJICHHUS B MECTC MHBCKIUH, HEYACTO — THCTAMUHOIIOI00HBIC
peakiuu (BKJIFOYasi HEKPO3 KOXKH B MECTE MHBEKIIMH), OYCHD PEIIKO — KAJIBIIMHO3 MATKUX TKaHEH
B MecTe BBEICHHS (TPEUMYIICCTBEHHO Yy TMAIMCHTOB C TSKEIOW XPOHMYECKOW TOYCYHOU
HEJIOCTaTOYHOCTHIO).

T'enapun-undyyupoeannas  mpomboyumonenus (I'MT): Tsokenmass WMMYyHHas — peaknus,
00ycioBIeHHAs: 00pa30BaHNEM aHTUTEI U IPUBOJISIIAS K HEOOPAaTUMOU arperaiuu TpOMOOIIUTOB.
MoskeT pa3BUTbCS Kak Ha JOHE Teparnuu TrenapuHoM (PeaKo), TaK U B TEUSHHE HECKOIBKHIX HEJIEeIb
mocJie ee ImpekpamieHus (o4eHb peako). KiimHuveckue mposiBIICHUS: BEHO3HBIC U apTepHaIbHBIC
TpoMOO3bI (B T.4. TpoMOO3 INIyOOKHX BEH HOI, TPOMOO3IMOOJHUS JIETOYHOM apTepuu, TpomMOo03
MO3TOBBIX BeH, HHCYJBT, MHPAPKT MUOKapIa, TPOMO03 ME3eHTEePHANIbHBIX U TTOUYEUYHBIX apTepui,
TpoMOO03 apTepuil KOHEUHOCTEH C pa3BUTHEM TaHTpeHbl). JlabopaTopHas TUAarHOCTHKA: CIIeIyeT
OTIPEICIIATh KOJIMYECTBO TPOMOOIIUTOR IEepe]] Ha3HAYCHUEM I'ellapiHa HATPHs, B MIEPBBIC CYTKU
JICYCHHS U 3aTeM KaxKble 2 — 3 CyTOK B T€UEHHE BCEro mepuoja JieueHus (ocodenno ¢ 6 mo 14
JIEHb TepPaIm).

B Havanme nedyeHus TemapuHOM HATpUs MHOT/IA MOXET OTMEUYaThCs MPOXOAsINasi
TPOMOOITUTOIIEHHS ¢ KOJIMUECTBOM TPOMOOITNTOB B AnarnazoHe ot 80x10%1 o 150x10%/m.
OOBIYHO JTaHHAS CUTYAIIHsI He TPUBOJIUT K PA3BUTHIO OCIIOKHEHHH, M JICUCHUE TSITAPUHOM HATPHS
MOJKET OBITh MPOJOIIKEHO. B peKuX ciydasx MOXET OTMEYaThCs TshKenas TPOMOOIUTOIICHUS
(cunapoM oOpazoBanms 6enoro TpoMOa), HHOTAA C JIETaJbHBIM UCXOJ0M. J[aHHOE OCIOXKHEHHE
cieflyeT TpeJIoNarath B cIydae CHIKEHHS TpomboruToB Hike 80x10%m mmm Gonee dem Ha

50 % OT MCXOAHOTO YPOBHS, B TAKUX CIy4asX CJIeIyeT HEMEJICHHO OTMEHUTH TeTapiH HATPUSI.
11
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VY DanMeHTOB € TSKENOW TPOMOOIMTONECHUEH MOXKET Pa3BUTHhCS KOAryjionatvs MmoTpeOiIeHus
(ucromieHue 3amnacoB GuUOpHUHOTEHA).

Ha ¢one remapuH-nHAyIMPOBAHHON TPOMOOIIMTONIEHUH: HEKPO3 KOXKH, apTepUaIbHbII TpoMOO03,
COIIPOBOKIAIOIIMICS pa3BUTHEM I'aHIPEHbI, MH(apKTa MUOKap/Aa, HHCYJIbTA.

IIpu Bo3HukHOBeHMu ['MT remapuH Hatpus ciaeayeT HEMEUIEHHO OTMEHHUTh. [lanueHT noinkeH
OBITH MPEIYNPEXKICH O TOM, YTO B OyIylIeM €My Helb3s Ha3HauaTh HE(PpPaKIHOHUPOBAHHBIN
refnapyH U HU3KOMOJIEKYJISIpHbIE rernapuHbl. Eciiu manueHT HyXaaeTcst B aHTUTPOMOOTHUYECKON
TEpAaIuH, CIeLyeT IPUMEHATh JPYTHe PpenapaThl.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHOo coo01mIaTh 0 1M0103peBaeMBbIX HEXEIATEIbHBIX PEAKIUIX TOCIIEe PErHCTPALIMH MIperapara ¢
LEeNbl0  O0ecreyeHus: HEMpEepbIBHOIO MOHUTOPHHIA COOTHOIIEHUS «IOJdb3a — PHCK»
JIEKapCTBEHHOTO Ipenapara. MeIuIuHCKUM pabOTHUKAM PEKOMEHAYeTcs COOOIIaTh O JIHOOBIX
[10/I03PEBAEMBIX HEXKENIATEIbHBIX PEAKIMSIX JIEKApCTBEHHOrO Ipenapara 4epe3 HallMOHaJIbHbIE
CUCTEMBI COOOILEHUS O HEXKEeJIaTeJbHbIX pPEAaKLUsAX TIoCyAapcTB — 4JIeHOB EBpasuiickoro
9KOHOMHYECKOT'0 COH03a.

Poccuiickas @enepanus

®denepanbHas ciry:x0a 1o Haa30py B cepe 3ApaBOOXpaHCHHUS

Anpec: 109012, r. Mocksa, CraBsiHCKasl IiIomiaap, 1. 4, ctp. 1

Tenedon: + 7 (800) 550-99-03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHOM CeTH «nTepreT:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3mpoBka

CumMnromsl

IIpu3Haku KpOBOTEUEHHUS.

Jleuenune

ITpu MaJbIX KpOBOTEUEHUSX, BBI3BAHHBIX IIE€PEJO3UPOBKON TenapuHa HaTpHsl, JOCTAaTOYHO
IIPEKPATUTD €T0 IIPUMEHEHUE.

[Tpu 0OIMPHBIX KPOBOTEUEHHUAX U30BITOK IelapuHa HEHTPATU3YIOT MPpoTaMuHa cyibdaToM (1 mMr
nporamuHa cyibpara Ha 100 ME remapuna). 1 % (10 mr/mu) pactBop mpoTtamuHa cyibgara
BBOJIST BHYTPUBEHHO, O4eHb MeIeHHO. Kaxxapie 10 MuUHYT Henb3st BBOAUTH Ooniee 50 mr (5 M)
npotamuHa cyibdara. C ydetoM ObICTporo merabonu3Ma remapuHa HaTpus TpeOyemas 103a
poTaMuHa Cyjib(daTa ¢ TEUEHHEM BpeMeHM yMeHbliaercsd. s pacuera HEOOXOIMMOM J03bI

npoTaMuHa Cyjb(dara MOXKHO CUMTATh, YTO MepuoJ] nonyBbiBeaeHus (T12) remapuHa HaTpus
12
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aHa(bI/IJIaKTI/I‘-IeCKI/IC pCaKkuuu C JCTAJIbHBIM UCXO0OO0M, B CBA3HU C UCM IIpcrapar CJICAYCT BBOAUTH
TOJILKO B YCJIOBUAX OTACICHUA, O60py&OBaHHOI‘O JJId OKa3aHUs BKCTpeHHOfI MCHHHHHCKOﬁ
IMOMOIIH IIpU aHa(bI/IJ'IaKTI/I‘ICCKOM IIOKCE.

I'emonnanus HeaphekTrBeH.

5. ®APMAKOJIOTTMYECKHUE CBOVICTB

5.1. ®dapmakoamHaMU4YecKHe CBOICTBA

dapMakoTeparneBTUYECKas TPYIIa: aHTUTPOMOOTHYECKHUE CPEICTBA; TPYIINA TemapruHa.
Koxg ATX: BOIABOL1.

MexaHu3M IeHCTBUS

MexaHn3Mm [JEHCTBUS TIenapuHa HaTpUs OCHOBaH, IPEXJIE BCEro, Ha €ro CBA3BIBAHUU C
aatutpoMOuHoM III, KOTOpBIN sBHsSETCA (PU3HOIOTHMYECKMM HHTHOMTOPOM aKTHBHUPOBAHHBIX
¢dakropoB cBepThiBaHud KpoBu — lla (TpomOuna), 1Xa, Xa, Xla u Xlla. I'enmapun HaTpus
cBsi3pIBaeTcst anTuTpoMOuHOM 111 1 BEI3BIBaeT KOH(OPMAIIMOHHBIEC H3MEHEHHSI B €T0 MOJIeKyJe. B
pesyiabTare yckopsieTcs cBsizbiBaHue aHTuTpomOuHa III ¢ dakTopamu cBepThiBaHus kpoBu lla
(TpoMOuHOM), [Xa, Xa, XIa u XIla u 6nokupyercs ux pepMeHTaTUBHAsI AKTUBHOCTh. CBsI3bIBaHUE
rermapuHa HaTpust ¢ aHTUTpoMOnHOM 1l MMeeT ANeKTPOCTaTUYECKY O TIPUPOIY U B 3HAUNTEIILHOU
CTETICHU 3aBUCHT OT JUTMHBI M COCTaBa MOJIEKYJIBI (JUIsl CBSI3BIBAHUS TeapruHa ¢ aHTUTPOMOMHOM
III HeoOxoaMMa MeHTacaxapuaHas MOCIEI0BaTENIbHOCTD, coeprkaias 3-O-cynbhaTHpOoBaHHBIHN
TJTFOKO3aMUH).

dapmakoagnaammudeckue YO HEeKTol

Haubonbiee 3HaueHne UMEET CIIOCOOHOCTD TelaprHa HaTpus B KOMILIEKce ¢ aHTUTpoMOuHOoM 11
UHTuOMpoBatTh (pakTopsl cBepThiBaHus Ila (TpoMOuH) 1 Xa. OTHOLIEHHE aKTUBHOCTH TerapuHa
HaTpUs B OTHOIIEHMM (hakTopa Xa K ero akTUBHOCTH B oTHomeHHM ¢akrtopa Ila cocrtaBnser
0,9 — 1,1. 'emapuH HaTpusi CHIDKAET BSI3KOCTh KPOBH, YMEHBIIIAET MPOHHUIIAEMOCTh COCYIOB,
CTUMYJUPOBAaHHYI0 OpaJUKUHUHOM, THCTAaMHUHOM U JPYTUMHU SHJOT€HHBIMHU (DaKTOpamH, U
HPEMSATCTBYET, TAKUM 00pa3oM, pa3BUTHUIO cTa3a. I'emapuH HaTpus crocobeH copOMpoBaThCS Ha
MOBEPXHOCTH MeMOpaH »JHAOTENUs W (POPMEHHBIX JJIEMEHTOB KpPOBH, YBEIUYMBAS MX
OTPHULATENIbHBIN 3apsi/i, YTO MPEMSITCTBYET aJAre3un U arperaiuuu TpoMOonuToB. ['enapud HaTpust
3aMeIISeT TUIEPIIa3UI0 INIAJKUX MBIIIL, aAKTUBUPYET JUIONPOTEUHIINIIA3Y U, TAKUM 00pa3oM,
OKa3bIBAET TMIIOJUIUAEMUUYECKOE IEHCTBUE U NIPENSATCTBYET Pa3BUTHUIO aTepockieposa. ['enapun
HaTpHUs CBSI3bIBAET HEKOTOPBIE KOMIIOHEHTBI CHUCTEMBI KOMIUIEMEHTA, CHM)Kas €€ aKTUBHOCTD,
MPEMSITCTBYeT KOooNepauuu JUM(OIUTOB U OOPa30BaHUIO HWMMYHOTJIOOYJIMHOB, CBS3bIBAET

TUCTAMHUH, CEpPOTOHMH (T.e. oOjamaeT mpoTuBoamieprudeckuMm sddekrom). [enapun
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YBEITUYMBACT TMOYEYHBIH KPOBOTOK, ITOBBIIIACK conpo': 'E'J{eﬂﬁcl"é&yﬂgﬂ %@F;,T?ﬁéﬁ'l;ﬁaﬂ

AKTUBHOCTH MO3TOBOI THalTypOHHUAA3bl, CHUKAET aKTUBHOCTH Cyp(hakTaHTa B JIETKUX, MOJABISAET
Ype3MEpHBIN CUHTE3 aJbJA0CTEPOHA B KOPE HAAIIOUEYHUKOB, CBSI3bIBAET aJIPEHAIINH, MOLYJIUPYET
pPEaKui0 SUYHUKOB HAa TOPMOHAJIbHBIE CTHUMYJbl, YCUJIMBAaeT aKTUBHOCTb MapaTropMoHa. B
pe3ynbTaTte B3aMMOICHCTBHS C (GepMEeHTaMH TemapuH MOXKET YBEJIMYMBATh AaKTHUBHOCTH
TUPO3UHTUAPOKCUIIA3bl Mo3ra, nerncuHoreHa, JIHK-monumepassl WM CHUXKATh aKTUBHOCTh
muo3uHoBoii AT®a3bl, nupyBatkuHasel, PHK-nonumepassl, nencuna. Knunudeckoe 3HaueHue
3TuX 3((HEeKTOB remapuHa OCTaeTCss HEOMpPEeAeIEHHBIM U HEJOCTaTOYHO U3y4eHHbIM. [Ipu ocTpom
KOPOHAapHOM CHHApoMe 0e3 croiikoro mnombemMa cermeHta ST wa OKI (HecraOuiabHas
CTeHOKapaus, wHpapkT Muokapaa 0e3 moabema cermeHta ST Ha OKI') remapun Hatpus B
KOMOWHAIMK C alleTHJICATALIMIOBON KUCIOTON CHMKAET PUCK Pa3BUTUS MH(]apKTa MUOKapaa U
cmeptHOCTh. [Ipu uHdapkre muokapaa ¢ nmoagpemoMm cermeHta ST wHa DKI' remapun Hatpus
3¢ dexTrBeH NpU MEPBUYHON YPECKOKHOW KOPOHAPHOW PEBACKyJApU3alMU B KOMOWHALIUU C
uHruouTopamu rimkonporenHoBbix [Ib/Illa pementopoB M mpu TPOMOOTUTHYECKOW Teparnuu
CTPENTOKMHA301 (YBEJIUUYEHHE YAaCTOThl peBaCKyJsipu3anuu). B BbICOKMX 03aX renapuH HaTpHUs
3 dexTuBeH nmpu TPOMOO3IMOOIMH JIETOYHON apTEepUHd M BEHO3HOM TpPoMOO03e, B MalbIX —
s dexTrBeH d MPOPMIAKTUKHA BEHO3HBIX TPOMOOSMOONUH, B T.4. TMOCIE XUPYPrHUECKHUX
onepanuii. [locie BHyTpUBEHHOTO BBEIEHUS ICHCTBUE IIpernapaTa HaCTyIaeT IPaKTUUECKU Cpasy,
He no3aaee 10 — 15 MuayT M anmutcs Heponro — 3 — 6 4. [locie moaKoKHOTO BBEJICHUS JICHCTBHE
npenapara HaunHaeTcs MeieHHo — yepe3 40 — 60 muH, HO muTcs 8 4. Jlepunut anTuTpoMOHHA
III B mia3me KpoBH WJIM B MECT€ TPOMOO3a MOXKET YMEHBIIMTh aHTHKOArYJISHTHBIA 3¢ ¢eKT
renapvuHa HaTpusl.

5.2. ®apmakoKHHeTHYeCKHe CBOHCTBA

Abcopbrus

MakcumanbHass koHUEHTpauust (Cmax) T1OCIE BHYTPUBEHHOTO BBEAEHHUS JOCTUIAETCS
MPAKTHYECKH cpa3y, Mociie MOK0KHOI0 BBeJIeHUs uepe3 2 — 4 4.

Pacnpenenenne

CBs3b ¢ Genkamu miaasmsl — 10 95 %, o0beM pacnpeneneHust oueHb MasneHbkuit — 0,06 n/kr (He
HOKHJIAeT COCYAMCTOE PYCIIO M3-3a CHJIBHOTO CBSA3BIBAaHUS C Oenkamu Iia3mbl). He mpoHukaer
yepes IJIAleHTY U B TPYAHOE MOJIOKO. IHTEHCHBHO 3aXBaThIBaeTCs SHAOTEIHATBHBIMU KIIETKaMU
U KJIETKaMU MOHOHYKJI€apHO-MaKpogaraabHON CHUCTEMBbI (KJIETKaMH PETUKYJIOIHA0TENINaTbHON
CUCTEMBI), KOHLIEHTPUPYETCS B IEUEHU U CEJIE3EHKE.

Buorpancdopmarnus

Metabonu3upyercst B nedeHu ¢ ydactueM N-aecyibhaMuiasbl U TernapuHa3bl TPOMOOIMTOB,

BKJTFOYAIOIIEHCST B META00IM3M TeraprHa Ha OoJiee MO3IHUX dTanax. YdacThue B MeTa0om3Me
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cucreMoii  MakpoaroB  OOBSCHAIOT  OBICTPYIO  OHMOJOTMYECKYI0  WHAKTHBALMIO U
KpPaTKOBPEeMEHHOCTh  JAeHcTBHs. Jlecynb(haTHpOBaHHBIE MOJEKYJIbl MOJ  BO3JICHCTBHEM
9H/IOTJIMKO3M/1a3bl [TOYEK MPEBPALIAIOTCA B HU3KOMOJIEKYJISIpHbIE ()parMEHTHI.

DIUMUHAIMA

[epuoxa monyseBenenus (Ti2): 1 — 6 u (B cpeaneM — 1,5 4); yBenu4yuBaeTCs MpHU OKUPCHHH,
NEYCHOYHON W/WMIM TIOYEYHON HEJOCTATOYHOCTH; YMEHBIIACTCS MPU TPOMOOIMOOIUH JETOYHOM
apTepuu, MHOEKLHUAX, 3T0KAYECTBEHHBIX OITyXOJISX.

BeiBoguTcs moykamu, NperMMYILIECTBEHHO B BUJAE HEAKTUBHBIX METaOOJIMTOB, M TOJBKO IPHU
BBEJICHUH BBICOKHX 03 BO3MOXHO BbIBeJieHHE (10 50 %) B HeM3MeHeHHOM BuJie. He BrIBOgUTCS

MMoCpCACTBOM reMoanainia.

6. ®APMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeJIbHbBIX BelIECTB

Crnupt OEH3UITOBBIN

Harpusa xmopun

Bona g uabexkmn

6.2. HecoBmecTHMOCTH

JlaHHBII JIEKapCTBEHHBIM MpernapaT HE CIeAyeT CMEIIUBaTh C JAPYTMMH JIEKapCTBEHHBIMU
npenaparamu, 3a UICKJIOUYEHUEM YIOMSIHYTHIX B pazzeine 6.6.

6.3. Cpox roaHocTu (CpoK XpaHeHHs )

4 rona.

[lociie nepBOro BCKPHITUSI

Cpok xpaHeHHs Ipernapara 1nocie BCKpbITus ¢iakoHa 14 cyTok.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

B 3amumennom ot cBera Mecte mipu Temneparype ot 0 go 25 °C.

VYcioBus XpaHeHHs ITOCIIE IEPBOTO BCKPBITHS JIEKAPCTBEHHOTO Mperiapara cM. B Tojpaszene 6.3.
6.5. XapakTep U coaep:KaHHe NEPBUYHOI YIAKOBKH

[To 5 mn Bo ¢QuakoHsl u3 HeitpanpHoro crexna Mapku HC-1, ykynmopeHHble mpoOkamu
PE3MHOBBIMH, 00KaThIE ATFOMUHHEBBIMH KOJIITAYKaMH.

[To 5 M1 BO (1akOHBI MEIUIIMHCKHE CTEKJISHHBIE MPO3PAayHbIe U3 CTEKIA | THAPOIUTUYECKOTIO
KJ1acca, yKyrnopeHHbIe IPOOKaMH PE3MHOBBIMU METUIIMHCKUMU, U 00KaThle aTFOMHUHUEBBIMU HIIN
QIIOMHUHUEBO-TUIACTUKOBBIMH KOJIITaYKaMH.

[To 1 mu1, 5 M1 B ammysibl U3 HeTpanbHOro crekia Mapku HC-1.

1 pnakoH ¢ MHCTPYKLIMEN O MPUMEHEHHIO TOMENIAIOT B MMAYKy U3 KapTOHA.
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IJIEHKH MOJIMBUHWIXJIOPUIHOMN.
[To 1, 2 KOHTYPHOH SYEHKOBOW YIAaKOBKHU C (PIAKOHAMU BMECTE C HHCTPYKLHUEH 110 MPUMEHEHUIO
MOMENIAIOT B MTAYKy U3 KapTOHA.
ITo 1, 2 KOHTYpHOM SYEHKOBOM YIMAKOBKHU C aMITyJIJaMH BMECTE C MHCTPYKIHMEH MO0 TPUMEHEHUIO
MOMEIIAIOT B AUKY U3 KapTOHA.

YrakoBka s CTallMOHAPOB

[To 10 KOHTYpHBIX SYEMKOBBIX YNAaKOBOK C ()IAKOHAMHU BMECTE€ C pPaBHBIM KOJUYECTBOM
MHCTPYKLMHI MO IPUMEHEHHUIO IIOMEIAIOT B KOPOOKY U3 ro)pUPOBAHHOTO KapTOHA.

6.6. OcolOble Mepbl MNPeIOCTOPOKHOCTH TPH  YHHYTOKEHMH  HCHOJH30BAHHOIO
JIeKAPpCTBEHHOr0  MpenapaTta WJIH  OTXOJA0B, MOJYYeHHBIX TOCJe NpPUMeHeHHUs
JIEKAPCTBEHHOI0 Npenapara, i Ipyrue MaHUNYJISIUH ¢ IpenapaToM

PacTBOp HCHoIB30BaTh, TOJIBKO €CIM OH NMPO3paveH U (pJIaKoHbI, aMITYJIbl HE TIOBPEKICHBI.
PactBop renapuna Hatpusi comecTuM ToJibKo ¢ 0,9 % pacTBopa HaTpus Xjopuia.

Yrunuzanus

Beck ocraBimiics gekapCcTBEHHbIH npenapaT U OTXOAbI CIEAYeT YHUUTOXUTh B YCTAHOBJIEHHOM

MopsaKe.

7. JAEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanus

AQO «bppiananos-A»

117105, r. Mocksa, yi. Haratuuckas, 1. 1

Ten.: 8(499)611-54-91

Ten./dakc: 8(499)611-13-55

7.1. TIlpeacTraBuTe/]b Aep:KaTe/isi PErHCTPALMOHHOIO YI0CTOBEPEHUsI

[Iperen3un norpeduTeNed HAOPABIATE 110 aIPECY:

Poccniickas @enepanus

AO «bpbiHIas10B-A»

117105, r. Mockga, yi. Haratunckas, 1. 1
Ten.: 8(499)611-54-91

Ten./bakc: 8(499)611-13-55

e-mail: info@ferain.ru

8. HOMEP PETHCTPAHMOHHOI'O YIOCTOBEPEHUSA
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9.  JIATA MEPBHYHOI1 PETUCTPALIMHY (TOATBEPKIEHMS PETUCTPALINH,
MEPEPETHCTPAILINN)

Jlara nepBoii peructpanuu:

10. JATA HNEPECMOTPA TEKCTA

OOmiass xapakTepuCTHKa JieKapCcTBeHHOro mpemnapara [emapun-@epeiiH JocTynmHa Ha
UHPOPMALIMOHHOM TOpTaie EBpa3suilckoro SKOHOMHYECKOTO COI03a B HWH(POPMALMOHHO-

KOMMYHHKAITMOHHOH cetn «HTepHET» http://eec.eacunion.org/
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