COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 20.07.2023 N= 13

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

['enapun Hatpus, 5000 ME/mi1, pacTBOp Ui BHYyTPUBEHHOTO U TIOJIKO’KHOTO BBEICHUS.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JleiicTBytollee BEIIECTBO: TeapyuH HATPUS.

1 mu pactBopa conepxut S000 ME renapuna HaTpusi.

BcenomorarenbHble BelllecTBa, HAIMYME KOTOPBIX HAJ0 YYUTHIBaTh B COCTABE JIEKAPCTBEHHOI'O
npenapara: OeH3mwiIoBbIi cnupT — 9,0 Mr (cM. pa3zaen 4.4).

ITonnbI MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

PaCTBOp AJIs BHYTPUBCHHOI'O U IIOAKOKHOI'O BBEACHU.

Hp03paqHa;1 66CHB€TH3§I HJIN CBCTJIO-KCJITOI'O IBETA ) KUJIKOCTD.

4. KINMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO
[Ipenapar T'emapuH HaTpusi TOPUMEHSETCS Yy B3pPOCIBIX H JeTed (32 HCKIIOYECHUEM
HOBOPOJKJICHHBIX U HEJOHOIIEHHBIX AETe!, CM. pa3zein 4.3) o nokazaHusM:

e [IpodunakTtruka u Jie4deHUEe BEHO3HBIX TPOMOO30B (BKJIIOYasi TPOMOO3 MOBEPXHOCTHBIX U
MIyOOKHX BEH HIDKHHUX KOHEYHOCTEH; TpOMOO3 TMOYEYHBIX BEH) U TPOMOOIMOOIUU
JIETOYHOH apTEpHH;

e Ilpodumiaktuka U Je4eHHE TPOMOOIMOOIUYECKHX OCIIO)KHEHUH, aCCOLMUPOBAHHBIX C
bubpusisanuen npeacepaui;

e [Ilpodpwmiaktuka u JeyeHHEe NepUPEPUUYECKUX apTepHalbHBIX 3MOomuid (B T. 4.
aCCOIIMUPOBAHHBIX C MUTPAIILHBIMU MTOPOKAMH CEp/ILIa);

e JleueHune OCTpBIX M XPOHMYECKUX KoaryinomaTuil norpeOieHust (Bkiarouas | craguio
JABC-cunapoma);

e OcTpplii KOpPOHApHBIK CHHApPOM 0e3 cCcToWkoro mombemMa cermeHta ST Ha
anekrpokapaunorpamme (DKI') (HectabmibHas cTeHOKapaus, WHGpApKT MHOKapaa Oe3
nogbema cermenta ST Ha OKT);

e Hudapkr muokapaa ¢ noaseMoM cermMeHTa ST: nmpu TpoMOOTUTHUYECKOW TEpamuu, MpH

MEPBUYHOIN YpECKOKHOM KOPOHAPHOM peBacKysgpu3annu (0aJuIoHHAs aHTUOIUIACTHKA CO
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CTEHTHPOBAaHUEM WM 0€3 HEro) W MpH BEICOKOM 'Bﬁc}g%&%ﬁ&g}gﬁﬂ; VP Betrbibx

TPOMOO30B B TPOMOOIMOOIHUH;

o [IpodwmiakTuka u JedeHUE MUKPOTPOMOOOOpa30BaHUS M HAPYIIICHHI MUKPOIIMPKYIISIIIHH,
B T.4Y. NPU TEMOJUTHKO-YPEMHUYECKOM CHUHAPOME; TIOMepyloHeppurax (BKIOUAs
BOJIYaHOYHBIA HEPPUT) U TTPH GOPCUPOBAHHOM JINYPE3E;

e [Ipopwmnaktuka CBepThIBaHUS KPOBM TpU  TeMoTpaHCchy3uH, B  CHUCTEMax
AKCTPAKOPIIOPATBHON — HUPKYJSIHKA  (IKCTPAKOPIOPAIIEHOE  KPOBOOOpAICHHE — IIPH
olepalny Ha cepie, TeMocopOIus, muTadepes) u mpu reMoIuanuse;

e (OOpaboTka neprudepuaeckrnx BEHO3HBIX KaTETEPOB.

4.2. Pe:kuM 103UPOBAHUS M CIOCO0 NPUMeEHEHUsI

PexxuM J103upoBaHus

HauanpHas 103a renapuHa HaTpUsi, BBOAUMOTIO B JIeYEOHBIX 1eNsiX, 00b19HO cocTasisger S000 ME
U BBOJUTCS BHYTPUBEHHO, IIOCIE YEro JIEYECHHE MPOAOIDKACTCS, HCHOIb3ys MOIKOXKHBIC
WHBCKIIUHU WM BHYTPUBEHHBIC HH(DY3UU.
[ToanepxuBaroye 10361 ONPEIALISIIOTCSA B 3aBUCUMOCTH OT CIIOC00a MPUMEHEHHUS:
® I[pu HENpepblBHON BHYyTpuBeHHON wuHPY3un mnpumensior o 1000-2000 ME/4
(24000-48000 ME/cyT), pa3Boas remapus B 0,9 % pacTBope HaTpHs XJIOPHUJIA;
® [IpU PEryJIIpHbIX BHYTPUBEHHBIX MHbEKIMAX Ha3zHadatoT 1o 5000-10000 ME renapuna
HaTpusl Kaxble 4-6 4acoB;
® [IpH NMOJKOXXHOM BBEAEHUU BBOIAT Kaxable 12 yacoB o 15000-20000 ME unu kaxasie 8
gacos no 8§000-10000 ME.

.Ha6ODaTODHLII\/’I MOHUTOPHHTI Bd)d)eKTI/IBHOCTI/I 1 0€30MacHOCTHU TCpalru reriapuHOM HAaTpUs

Jlo3y renaprHa HaTpHsi HEOOXOJUMO KOPPEKTUPOBATh HA OCHOBAHUH JIAOOPATOPHBIX MOKa3aTesen
CBEpTHIBAEMOCTH KpoBHU. [Ipu mpruMeHeHuu remnapuHa HaTpHsi HEOOXOAWMO KOHTPOJIUPOBATH
aKTUBUPOBAHHOE YaCTMYHOE TpoMOoIuiacTuHOBoe Bpemst (AU TB) minu Bpemst cBepThIBaHUS KPOBU
(BCK). Bonumast no3a remapuHa HaTpusi cuuTaercs aaekBaTtHoil, ecim AUTB B 1,5-2 paza
npeBbImaeT HopMaiabHble 3HaYeHus wim ecin BCK mamuenra B 2,5-3 pasa Bbilie KOHTPOJIBHBIX
3HA4YCHU.

IIpu nenpepuléHoll 6HYMPUSEHHOU UHQDY3UU 2enapuHa Hampus

Pexomennyerca onpenenuts ucxonnoe AUYTB, 3atem ompenensts AUTB kaxnaeie 4 uvaca c
MOCIEAYIOUUM YBEJIMYEHHUEM WM yMEHBUICHHEM CKOPOCTH WH(QY3UH TernapuHa HaTpus N0
noctrxkeHus uenesoro ypoBHs AUTB (B 1,5-2 pasa Bblllie HOpMBI), B JaJIbHEHIIIEM ONPEIEsATh

AYTB kaxnapie 6 4acos.
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IIpu 6on0cHom 6Hympusennom 66edeHuu 2enaplina Hamﬂ-bllg'::-lE-']': BATENBEHOCTE 0001)

Pexomennyercs omnpenenuts ucxonHoe AYUYTB, 3arem ompenenste AUTB mepen kxaxabiM
OOJIOCHBIM BBEJIEHUEM C IOCIEAYIOIIMM YBEJIWYEHUEM WM YMEHBIIEHHMEM BBOJUMOW 03Bl
renapuHa HaTpusl.

Ilpu nookoorcnom 68edenuu 2enapuna Hampus.

PexomengoBan koutpoib AUYTB wuepe3 4-6 4YacoB mocie HHBEKIUU C MOCICAYIOIIUM
YBEJIMUEHUEM WJIM YMEHBLIEHUEM BBOJMMOM 103bl FeNlapuHa HaTpuUs.

[Ipu moakoXHOM BBEACHUU MallbIX 103 renapuHa Hatpus (5000 ME 2-3 pa3a B neHb) s
npodunakTuku TpomoOooOpazoBaHus peryinsipHo KoHTponupoBath AUTB He o0s3aTenbHO, T.K.
OHO YBEJIMYMBAETCS HE3HAYUTEIIBHO.

HenpepoiBHast BHyTpuBeHHass uHQY3us sBisgercss Haubonee d>(PPEeKTHBHBIM crocoOom
NPUMEHEHUs TenapuHa HaTpHs, JYUIINM, YeM PEryJspHbie (MIepHOJUYECKHE) WUHBEKIUU, T.K.
obecrnieunBaeT 0oJee CTaOMIbHYIO TUIIOKOATYIISIIIMIO M PEXKE BBI3BIBAET KPOBOTCUCHHUSI.

HDI/IMGHGHI/IG I'"ClIapyHa HaTpUusi B 0COOBIX KIIMHUYECKHUX cCUTyalusax

llepsuunas upeckodcnas KOpoHapHas AHSUONIACMUKA NPU OCMPOM KOPOHAPHOM CUHOpome De3
noovema ceemenma ST u npu ungpapxme muokapoa ¢ noovemom ceemenma ST na K1 renapux
HATpUs BBOJUTCS BHYTpUBEHHO OomtocHo B go3e 70-100 ME/kr (ecnu He mutaHupyercs
npUMeHeHHe WHTHONTOpOB TauKonpoTrenHoBoIX 1Ib/Illa penentopoB) wmu B no3e 50-60 ME/kr
(Ipr COBMECTHOM IPUMEHEHHUU C MHTHOUTOpaMu riaukonpoTenHoBbIX [Ib/Illa penenitopos).
Tpombonumuueckas mepanus npu ungapkme muokapoa c¢ noovemom ceemenma ST na IOKI
reapuH HATpUsl BBOAUTCS BHYTPHBEHHO OoirocHO B go3e 60 ME/kr (MmakcumanbHas 03a
4000 ME), ¢ mocneayroieii BHyTpuBeHHOH HHDYy3uei B 03¢ 12 ME/kr (ne 6omee 1000 ME/gac)
B TeueHue 24-48 gacos. Lleneroii ypoerb AUTB 50-70 cexynn wim B 1,5-2 pasa BbIllie HOPMBI;
koHTposb AUTB uepes 3, 6, 12 u 24 yacoB nocie Ha4yana Tepanuy.

Ipogunaxmuxka mpomOOIMOOIUYECKUX OCTONCHEHUU NOCIEe XUPYPSUUECKUX 8MeulamenbCmes ¢
UCNONIL308AHUEM HUKUX 003 2enapuna Hampus: TMOAKOXKHO, ITyOOKO B CKJIAJIKy KOXKH XKHUBOTA.
Hauanpnas no3za — 5000 ME 3a 2 gaca 1o Hauana onepanuu. B mocieonepainioOHHOM MEPUOIe —
no 5000 ME kaxnaele 8-12 yacoB B TeueHHe 7 IHEH WIM [0 TOJHOTO BOCCTAaHOBJICHUS
NOJBM)KHOCTHU TMalMeHTa (B 3aBUCUMOCTH OT TOTO, YTO HAacCTyHHT pausblue). [Ipu npumenenuun
rernapyuHa HaTpusi B HU3KUX J03aX JUIS NPOPUIAKTHUKH TPOMOOIMOOIMYECKHX OCIOKHEHHUN
koHTponupoBath AUTB He 00s3aTenbHO.

Ilpumenenue 6 cepoeuHo-coCyOUCMOU XUpPYpeuu npu Onepayusx ¢ UCnOIb308AHUEM CUCHEMbL
9KCMPAKOPNOPATbHO20 KpPOB0oOOpaujeHus: HadajbHas Jl03a TelapuHa HaTpus — HE MeHee
150 ME/kr. Jlanee remapuH HaTpUsi BBOAUTCS ITyTeM HEMPEPHIBHOW BHYTPUBEHHON MH(Y3UU CO

ckopocthio 15-25 xamens/mud mo 30000 ME wa 1 1 uHby3uonHoro pactBopa. OOmias go3a
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00b19HO coctaBisieT 300 ME/kr (ecnu nmpeamonaraemas ﬁ%éﬂgp&gﬂ%ﬁggﬂ %Hé}'a{vﬂ&'—bréﬁ@e 60

munHyT) uian 400 ME/kr (ecnu mpeamnonaraemasl IpoJ0JDKUTENBHOCTD oneparuu 60 u Gosee
Ilpumenenue npu cemoouanuse: HadaabHas n03a renapuHa Hatpus — 25-30 ME/kr (wimu 10000
ME) BHyTpHBEHHO 0OJIFOCHO, 3aTeM HenpepbiBHAs nHQY3us renapuHa Harpus 20000 ME/100 mu
0,9% pactBopa HaTpus xyopuga co ckopoctbio 1500-2000 ME/4 (ecnu mHOE HE yKa3aHO B
PYKOBOJICTBE 110 MPUMEHEHHIO CUCTEM ISl TEMOINANIN3A).
Jlo3y remnapuHa HaTpuUs CIeIyeT MOA0UPATh C YIETOM ITOKa3aTeliel CBEPThIBAaHUS KPOBH (1IeJIEBOM
ypoBerb AUTB 60-85 cexyHn).
Ilepexoo na mepanuto eapgapurom: st 00ECTIEUSHUsI CTOUKOTO aHTUKOATYJISTHTHOTO JeHCTBUS
ClIeZlyeT MPOJODKUTH TEPAIUIO TeapuHOM HATpus B TMOJHOM 103€ 10 TeX Mop, MoKa He OyneT
JOCTUTHYT CTaOWIbHBIA 1ieneBoid  ypoBeHb MHO (MexayHapoIHOE HOPMAaIH30BaHHOEC
otHomeHwue). [Tocie 3Toro BBeJcHHE TenapruHa HaTPUs HEOOXOAUMO MTPEKPATHUTb.
Ilepexoo na mepanuto dabueampanom: HEIPEPHIBHOE BHYTPHUBEHHOE BBEACHHE TeNlapuHa HATPHUS
CIIeyeT MpPEeKpaTHTh Cpa3zy XKe Mocje IMpueMa IepBod J03bl gadburatpana. llpu npobHOM
BHYTPUBCHHOM BBEJICHHH MAIUCHT JJOJDKEH MPUHATH BHYTPh NIEPBYIO 103y naduraTtpana 3a 1-2 9
JI0 3aIUTAHUPOBAHHOTO BBE/ICHUS OYCPEIHOM JI03bI rerapuHa HaTpusl.

eTu
AZeKBaTHBIE KOHTPOJIMPYEMBIE HCCIIEJOBAaHUS TPUMEHEHUs TelapuHa HATPHUS y JeTei He
npoBowIKCk. [IpencTaBieHHbIe pEKOMEHIAIMYA OCHOBAHBI HA KIIMHUYECKOM OIIBITE.
Hauanbnas no3a: 75-100 ME/kr BHyTpuBeHHO 601t0CHO B TeueHue 10 MUHYT.
[MonnepsxuBatomias o3a: aetu B Bo3pacre 1-3 mecsues — 25-30 ME/kr/4 (800 ME/kr/cyT), netn
B Bo3pacte 4-12 mecsueB — 25-30 ME/kr/a (700 ME/kr/cyt), metu crapme 1 roma — 18-
20 ME/xr/4 (500 ME/kr/cyT) BHyTpUBEHHO KarejiabHO.
Jlo3y renapuHa HaTpus clelyeT NoAOUpaTh ¢ y4eTOM IOKa3aTesnel CBepThIBaHHsI KPOBH (I1€JIEBOM
ypoBerb AUTB 60-85 cexynn).

Criocob nnpuMeHeHu s

BHyTpHBeHHO (60IIOCHO MJTH KaleabHO), MOJIKOXKHO.

['emapuH HaTpus NPUMEHSIOT B BHUJE HENPEPHIBHOM BHYTPUBEHHON WHQY3MHM WO B BUJE
PETYJSIPHBIX BHYTPUBEHHBIX HHBEKIIH, a TAKXKE IMOJKOXKHO (B 00J1aCTh )KUBOTA).

['emapuH HATpHS HENB3ST BBOJUTH BHYTPHUMBIIICYHO M3-32 PUCKA PA3BUTHS UHTPAMYCKYIISPHBIX
TeMaTOM.

[ToaxokHBIE UHBEKLIMU MPEANOYTUTENHHO BBITOIHATH B 00J1aCTH NepeIHeNaTepatbHOl CTEeHKU
KHUBOTA (B HCKITFOYMTEIIBHBIX CIyJasx BBOIST B BEPXHIOK 00JacTh Tuieya Wik Oepa), Mpu TOM

HCITOJIB3YIOT TOHKYIO MTJTy, KOTOPYIO CIEAyeT BBOJUTH TIYOOKO, MEPIEHANKYISIPHO, B CKIAAKY
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KOXH, YACPKUBAEMYI0O MEXIY OOJBIIUM U SaTeHBﬁ&g::ﬁE&f;ﬁ;'LﬁEEMgg;{EE %ggﬂéHI/If{

pactBopa. CrefyeT KakIblii pa3 depenoBaTh MecTa BBeIAeHUsS (BO m30ekaHue (OpMUPOBAHUS
remMatomel). [IepByr0 UHBEKIIUIO HEOOXOIMMO OCYIIECTBIAThH 3a 1-2 4 JI0 Havaja omepaiuu; B
MOCIIeonepaliOHHOM IEpUOie BBOAUTH B TeueHue 7-10 aHel, a B ciiydae He0OX0AUMOCTH — OoJiee

OJIUTEIIBHOC BpEMH.

4.3. IIpoTuBONOKA3AHUS

® TUINEPYYBCTBUTEIBHOCTh K TEMapUHy WIH K JIIOOOMY W3 BCIIOMOTaTENbHBIX BEIIECTB,
MePEUYUCIICHHBIX B pazzene 6.1;

® TeMapUH-WHIYIIMPOBAHHAS TPOMOOLIMTOICHUS (¢ TPoMOO30M MM O€3 HEro) B aHaMHeE3e
WM B HACTOSIIIEE BPEMS;

e KpOBOTEUEHHE (32 HCKIIOYEHHEM TeX CIy4yaeB, KOrJa I0Jib3a MPUMEHEHHs renapuHa
HATPUS MPEBBIIIACT MOTCHIIMATBHBIN PHUCK);

e TremapuH HaTpUsl B TEPANeBTUYECKOM /03¢ HE JODKEH Ha3HAuaThCs, €CIM HET
BO3MOXXHOCTH 00€CNeUHTh PEeryJspHbIi J1a00paTOpHBII MOHUTOPHHI CBEPTHIBAEMOCTH
KpOBU;

® HOBOPOXJICHHBIC, B OCOOCHHOCTH HEJIOHOIICHHBIC MJIM HMCIOIINE HU3KYIO Maccy Tena (B
CBSI3U C HAJIMYMEM B COCTaBE Mpernapara OCH3WIOBOTO CIIMPTA);

e OEpeMEHHOCTh W TEPHUOJl TPYJHOTO0 BCKAPMIIMBAHHS (B CBSI3U C HAJIMYHEM B COCTaBE

npemnapara O€H3UJI0BOIO CIIUPTA).

4.4. Ocobble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NPHU NPUMEHEeHHH

C 0CTOPO’KHOCTBIO

[TarueHTaM ¢ NOJMBAJIEHTHON aJljieprueil (B ToM yucie OpoHXHUaabHas acTMa).

Jerckuii Bo3pact 10 3-X jeT (BXOIAMIMHA B cOCTaB OEH3WJIOBBIM CIHUPT MOXET IOCIYKUTb
NPUYMHOM BOZHUKHOBEHHS TOKCUYECKHX M aHA(PUIAKTUUECKUX PEaKIIHiA).

ITpyu maToONOrM4ecKuX COCTOSHUAX, ACCOLUUPYIOLINXCS C TIOBBIIIEHHBIM PUCKOM KPOBOTEUEHUH,
TaKHUX KakK:

e 3a00i1€BaHMs CEPAEYHO-COCYAMCTON CHCTEMBI: OCTPbI M MOJOCTPBIM MH(EKIMOHHBIN
SHAOKApPINUT, TsKelas HEKOHTpOoJUpyemas apTepuajbHas THUIEPTEH3Hs, paccilauBaHUE
A0pTHI, AaHEBPHU3Ma COCYJI0B F'OJIOBHOTO MO3T4;

e 3a00JieBaHMS NHILEBAPUTEILHOW CHCTEMBI: 3PO3UBHO-SI3BEHHBIC IMOPAXKEHUS OPIaHOB
xenynouno-kuiednoro tpakta (XKKT), Bapuko3Hoe pacimupeHre BeH MUIIEBOJA MPH

OUPPO3€ NECUCHU U JPYIrux 3a60JICBaHI/IHX, JJIUTCIIBHOC HCIIOJIb30BAHUC KCITYJOYHBIX U
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TENEHOCTE 0001)

o

TOHKOKHUIIEYHBIX JAPEHAXEH, I3BEHHBIN KOJINUT, réub‘bp(;lig;ﬂ-"-' BA

e 3a00JIeBaHMs OPTAaHOB KPOBETBOPEHUS U TUM(PATHUECKON CUCTEMBI: JICHKO03, TeMODUITIH,
TPOMOOIIMTONCHHUSI, TEMOPPArMYECKHI HaTes;

e 3a300ieBaHMsI  LEHTPAJbHOW  HEPBHOM  CHUCTEMBI: TE€MOpPpPArvyecKuil  HMHCYIIBT,
4eperHO-MO3I0Basl TpaBMa,

® 3JI0KaueCTBEHHBIE HOBOOOPA30BaHMS,

e BpoxaeHHBIH Aepuuut aHtuTpomMOuMHa Il W 3amecTuTenbHas Tepamusi HpenapaTamu
agtutpomOuna III (s CHUKEHHMS pUCKAa KPOBOTCUCHHH HEOOXOAWMO MPHUMEHSTH
MEHBIINE JJ03bI T'€TIapUHa);

[Tpoune Qu3nosoruyecKkue M NaTOJOTMYECKUE COCTOSHUS: IEpPUOJA MEHCTpyaluH, yrpos3a
BBIKH/IbIIIIA, PAaHHUI MOCIEPOJOBBIM MEpUOJ, TsXkelble 3a00JIeBaHUS NEUYEHU C HapyIICHHEM
0OEITKOBO-CHHTETHYECKOW (YHKIMH, XpOHHWYECKas TMO4YeyHass HEAOCTaTOYHOCTh, HEIaBHO
NIEPEHECEHHOE XUPYPrUYECKOE BMELIATENbCTBO Ha IJIa3aX, IOJOBHOM MJIM CIMHHOM MO3Te,
HE/IaBHO TMPOBEJICHHAs CINUHaNbHAs (JoMOanbHas) NMyHKLMS WIM SOHUIypajibHas aHecTe3us,
nposindepatuBHas quadeTHuecKasi peTUHONATUS, BACKYJIUTBI, IIOXKUIION Bo3pacT (ctapiue 60 jer,
0COOEHHO >KCHIIMHBI).

Jleuenne OOJBIIUMH J103aMH PEKOMEHAYETCS MPOBOJIUTH B YCIOBHUSX cTanmoHapa. KoHTpouss
yyclia TPOMOOLIMTOB CJENyeT MPOBOJUTH IMEpe]l HayajloM JIEYEHHS], B NIEPBBIN JIEHb JICUCHUS U
yepe3 KOPOTKHE UHTEPBaJIbl B TEUEHUE BCETro Nepro/ia Ha3HAueHUs TerapuHa HaTpusi, OCOOCHHO
Mexny 6 u 14 guem nocne Havana jedeHus. CiaenyeT HEMEMIEHHO NPEKPAaTUTh JICYEHUE IPU
PE3KOM CHHKEHUH YhClia TPOMOOIIUTOB (cM. paszen 4.8).

Pe3koe cHukeHue uucna TpoMOOLUMTOB TpeOyeT AajbHEHIIEero HCCIEeNOBaHMs Ha MpeaMeT
BBISIBJICHUSI Te€NapuH-UHIYIUPOBAaHHON HUMMYHHOM TpomOouurtoneHuu. Ecnu TakoBas umeer
MECTO, MalMeHTy cielyeT COOOIINTh, YTO €My Hellb3s Ha3HauyaTh emapuH B OyaymieM (maxe
HU3KOMOJIEKYJISIpHBIN renapuH). Eciau umeeTcs BbICOKast BEpOSTHOCTD relapUH-UHIyLIUPOBAaHHON
MMMYHHOH TPOMOOIIMTOIIEHUH, T€NapUH CIIEyeT HEMEAJIEHHO OTMEHUTb.

[Ipy pa3BUTUM TeNapUH-UHIAYLHPOBAHHOW TPOMOOIMTONEHUH Y MAIMEHTOB, MOIYYarOLINX
remapyH 10 TOBOAY TpoMmOosMOonuuyeckod  OOJe3HM MWJIM B ClIydae  pa3BUTHA
TPOMOOSIMOOINYECKUX OCJIOKHEHHUM, CleayeT HCIOJIb30BaTh JpYrHe aHTUTPOMOOTHYECKHE
CpencTBa.

[TatMeHTh! ¢ renapuH-UHAYLIMPOBAHHON HMMYHHOM TPOMOOIIMTONIEHUEH (CHHIPOM 00pa3oBaHUs
6emoro TpombOa) He JIOJKHBI TOJBEpPrarbCs TeMOIualn3y C renapuHuzammen. Ilpu
HEO0OXOUMOCTH, Y HUX JIOJKHBI MCIOJIb30BaThCS aJIbTEPHATHBHBIE METO/IbI JICUEHUS TTOYEHHOMN
HEJ0CTaTOYHOCTH.

Bo wus3bexanue mnepeso3UpOBKH HEOOXOAMMO TOCTOSIHHO CJHEOUTh 3a KIMHUYECKUMHU
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CMEPTHOMY OTYETY

000JI04YeK, reMaTypusi U T.1.). Y JIMI[ C OTCYTCTBUEM pEaKIMHM Ha TemapuH WM TPeOYIOUIHX
HA3HAYCHUS BBICOKUX 103 TeMaprHa HEOOX0IMMO KOHTPOJIUPOBATh YPOBeHb aHTUTpoMOuHa I1I.
Pe3sucreHTHOCTh K TemapuHy HaTpUsl 4YacTo HaOIoJaeTcs NpH JUXOpajake, TpomOo3ax,
TpoMOO(deduTax, MHPEKIMOHHBIX 3a00JIeBaHMIX, HH(pAPKTE MHUOKapia, 3J0KAYeCTBEHHBIX
HOBOOOPA30BaHMX, a TAaKKE IIOCIE XUPYPrHUECKHMX BMEIIATEIBCTB W TpH  JAePHUIHUTE
agtutpomOuna III. B Ttakux curyanusx TpeOyercs Oosee TIIATENbHBIA J1aOOPATOPHBIN
MOHUTOPHUHT (KOHTpobs AUTB).

XoTs renapuH HaTPUS HE MPOHUKAET Yepes3 IUIalleHTapHbIN Oapbep U HE ONPEeIIIeTCs B IPYAHOM
MOJIOKE, IpU NPUMEHEHUU JIEKApCTBEHHBIX IpENapaToB TIelapyHa HATpHUs, HE COAEpIKaIIMX
OCH3MIIOBBII CIIUPT, B TEPANIEBTUYECKUX J103aX CIEAYET TIIATEIbHO HAOII01aTh 32 O€peMEHHBIMU
KEHIIMHAMU U KOPMALIUMHU TPYAbI0 MaTepsSMHU.

Oco0yro 0CTOPOKHOCTH ClIEAYeT cOOII0IaTh B TeueHue 36 4acoB MOCie POIOB.

HeoOxonnMo mnpoBeneHHE COOTBETCTBYIOIIMX KOHTPOJBHBIX JIaDOPATOPHBIX HCCIIEOBAHUN
(Bpems cBepThiBanus kKpoBu, AUTB u TpomMOuHOBOE Bpemsl).

VY sxenmuH crapiie 60 JeT remapuH MOXKET YBEITUYUTbh KPOBOTOYMBOCTB, B CBSI3M C YEM, 71032
renapvHa HaTpus y JaHHOW KaTeropHH MalMeHTOB JOJIKHA ObITh CHUKEHA.

IIpyn nmpuMeHeHHH remnaprHa y NalMeHTOB ¢ apTepUaIbHOM I'MIEPTEH3UEH CIIEAYeT IOCTOSHHO
KOHTPOJIMPOBATh apTepUaIbHOE AaBJICHUE.

[lepen HauaaoM Tepanuy TENapUHOM HATpUs BCErga JOJDKHO IPOBOJUTHCS HCCIEIOBAHUE
KOaryJorpaMMBbl, 32 HCKIIFOUEHUEM NIPUMEHEHHS HU3KUX J103.

[lepen miIaHOBBIMM XHUPYPTUYECKMMHU BMEUIATEIbCTBAMHU JJII YMEHbBILEHUS KpPOBOIOTEPU BO
BpeMsl OIepalii ¥ B IIOCIEONEpPAMOHHOM IIEpUOE€ OOBIYHO PEKOMEHIYETCSI OTMEHUTh
nepopasgbHbIe AQHTUKOATyJISTHTBI (Baphapun) u aHTHarperaHTHbIC npemnapaTsl
(aueTHICATUIIMIIOBAsT KUCIIOTA, KJIOMUAOTPell, TUKIONUANH) 3a 7 IHEH 10 onepauuu U Ha3HAYUTh
renapuH HaTpHs B JIe4eOHbIX J03ax. BBeneHre renaprHa HaTpus B 3TOM Cllydae MpeKpaliaercs 3a
6 4acoB JI0 OTepallK ¥ BO30OHOBIIAETCS Yyepe3 6 4acoB MOCIIEe €€ OKOHYaHUSI.
BHyTpuMbIIIeYHble MHBEKITUH TOJKHBI OBITh UCKIIOUEHBI TIPU HA3HAYCHHUH T'ellapuHa HATpUs B
aeyeOHbIX wnemsax. Crenyer Takke IO BO3MOXHOCTH H30eraTb NYHKIMOHHBIX OWOICHIA,
MHOUIBTPAMOHHOMN U SMIUAYPATBbHON aHEeCTe3UH U TUarHOCTUYECKUX JTFOMOABbHBIX MYyHKIIUH.
Ecnu Bo3HMKaeT MacCHBHOE KpPOBOTEUEHHE, CIEyeT OTMEHUTh FelapuH HaTpUs U UCCIIE0BaTh
MOKa3aTeNnyu KoarysiorpaMmel. Eciiu pe3ynbrarhl aHanus3a B IIpelenax HOPMbI, TO BEPOSITHOCTh
pa3BUTHS TaHHOTO KPOBOTEYEHHUs BCIICJCTBUE MCIOJIb30BaHUS IE€NapUHA HATPHUs MUHUMAJIbHA.

HN3meHeHus B KoaryjorpaMmmMe UMCIOT TCHACHIIWIO K HOPMAJIM3allUuH ITOCJIE€ OTMCHEI I'CIIapyHa.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 20.07.2023 N2 13693

- (NOCNEAOBATENBHOCTS 0001)

[IpuMeHeHrEe JEKapCTBEHHBIX NPENapaToB, COJEpXKAaIlUX OCH3WJIOBBIH CHHPT B KadyecTBE
KOHCEPBaHTa, Y HOBOPOXKACHHBIX (0OCOOCHHO y HEJIOHOIICHHBIX U y AETEH CO CHUKEHHOM Maccoi
TEJ1a) MOXET NPUBOJIUTH K CEPbE3HBIM HEXKEJIATENIbHBIM SBJICHUSIM (YTHETEHHE LEHTPaJIbHOU
HEpBHOM CHUCTEMbI, METaOOJIMYECKMH alua03, TacHHUHI-AbIXaHue) U cMmepTu. Ilostomy vy
HOBOPOXKIEHHBIX U JeTed 10 1 roxa cieayeT NPUMEHATh Mpenaparbl rernapuHa HATpus, He
COJIeprKalIe KOHCEPBAHTOB.

BcnoMorarenbpHEIC BEIECTBA

B coctaB npceiiapara BXOAUT OEH3MIIOBLIN CIIMPT, KOTOpHﬁ IIPOTHUBOIIOKAa3aH HEAOHOIICHHBIM U
HOBOPOXICHHBIM. Mo:keT BBI3BaTh TOKCUYECKUE U aHa(i)I/IJIaKTOI/IIIHBIC pCaknun y MIIaJICHLCB U

nerey 1o 3 JerT.

4.5. BzaumojeiicTBe ¢ JPYrHMH JeKAPCTBEHHbIMHM MpenaparaMd M JApyrue BH/IbI
B3auMOAeHCTBUA

dapmalieBTHYECKOE B3aNUMOJIENCTBUE

PactBop remapuna Hatpusi coBMectuM Toibko ¢ 0,9 % pacTtBopom Hatpusi xjopuzaa. PactBop
relapuHa HaTpUs HECOBMECTHM CO CICAYIOIMMH PACTBOPAMH JIEKAPCTBEHHBIX CPEICTB:
aJITCIlyia3a, aMHuKalluHa Cy.HI)(baT, aMHuoaapoH, aMITMIWIUIMH HAaTpuUs, 6CH31/IJIHGHI/IIII/IJUH/IH HaTpus,
nunpoIoKCcaMH, [UTapaOWH, JnakapOa3uH, JayHOPYOWIIMH, JauasenaM, J00yTaMuH,
JOKCOpYOUIIMHA ~ THIPOXJIOPHI, JAPONEPUION, DPUTPOMHIIMH, TIeHTaMUIIMHA CYJbdar,
rajionepuaoia JakTaT, THaTypOHH1a3a, THIPOKOPTH30HA HATPHUS CYKIIMHAT, IEKCTPO3a, KUPOBBIE
AMYJIbCUH, UAAPYOUIINH, KaHAMUIIMHA Cynb(aT, METULIWIIMH HaTpHsl, HETUJIMUIMHA CyJb(ar,
OIMKUOU/BI, OKCUTCTpalUKJINHA THAPOXJIOPUI, IIOJIMMHUKCHUHA B Cy.J'II)(i)aT, mpomMasnHa
TUAPOXJIOPHUA, TMpOMeTa3WHa THAPOXJIOPHI, CTpenToMHuIMHAa cynbdar, cynshadypazona
TUATAHOJAMUH, TETPAIMKINHA THUIPOXJIOpHUI, ToOpamMuiMHa cynbdar, nedaloTHH HaTpuUsi,
nedanopuIuH, BAHKOMUIIMHA THAPOXJIOPHI, BUHOIACTHHA CyNbdaT, abeTanoiaa THAPOXIOPU]I,
HUKapIUIIMHA THAPOXIOPUI.

DapMaKOKMHETHYECKOE B3aUMOJICHCTBHE

'emapuH HaTpus BbITeCHSeT (EHUTOMH, XWHUAWH, TPOIPAHOION M  HPOU3BOJHBIE
OeH30/1Ma3enrHa U3 MECT UX CBSI3bIBaHUS ¢ O€JIKaMU IJIa3Mbl, YTO MOXKET IPUBOJUTH K YCUIICHHUIO
(apMaKoJIOTHYECKOro JEWCTBUS YKa3aHHBIX IHpenaparoB. ['emapuH HaTpus CBS3bIBaeTCs M
WHAaKTUBUPYETCA MPOTAMUHOM HATpHs, MOJIMIENTUAAMM, UMEIOIUMU LICIOYHYIO PEaKLHIo, a
TaK)Ke€ TPULUKIMYECKUMU aHTUIECIIPECCAHTAMM.

dapmakoarHAMHYECKOE B3aUMOAENCTBUE

AHTUKOAryJIsiHTHOE JIEHCTBUE TelapuHa HaTpUsl YCUIIMBAETCS IPU OJHOBPEMEHHOM IPUMEHEHUHU
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10 }
C IPYIrUMHU JIEKAPCTBEHHLIMHU CPEICTBAMHU, BIIUSIOIINMU hlz_ll Femagl‘;?, %'T

npenapatamMu  (alETWICATUIIAIOBAS  KHCIOTA, KIOMUIOTPEN, TMPacyrpes, THUKIOMHIHH,
JUTUPUIAMOJI, SIOMPOCTCHOJ/TIPOCTATIAHIUHBI), AHTUKOATYJIISSHTAMUA HETPSMOTO JIeHCTBUS
(Bapdapun, GeHWIMH, CHHKyMap), TpPOMOOJMTHUYECKMMHU IpernapaTamMu  (ajTeriasa,
CTPENTOKMHA3a, YPOKHHA3a), HECTEPOUIHBIMH IPOTUBOBOCIIAIMTEIBHBIMU IIpenapaTamMu (B T. 4.
denmnOyra3oH, uOynpodeH, WHIOMETAIMH, IUKIO(PEHAK), TIIOKOKOPTUKOCTEPOUJIAMUA H
JIEKCTPaHOM, B pe3yJbTaTe 4Yero MOBBINIACTCS PUCK KpoBoTedeHwil. Kpome Toro,
AQHTHKOATYIITHTHOE JICHCTBHE TemapuHa HATPUs MOXKET YCWINBAThCS TMPH COBMECTHOM
NPUMEHEHHH C THIPOKCUXJIOPOXHHOM, CYIb(UHIIHMPA30HOM, IMPOOCHEIUIOM, STaKPHUHOBON
KHCIIOTOM, [UTOCTaTUKaMH, IiedaMaHA0IOM, IeOTETaHOM, BaJbIIPOEBON  KHUCIIOTOH,
MPOMUITHOYPAIHIOM.

AHTHKOAryJISHTHOE JICWCTBUE I'elIapHHA HATPUSI CHUKACTCS MPH OJTHOBPEMEHHOM IPUMEHEHUH C
aIPeHOKOPTUKOTPOMHBIM ropMOHOM (AKTI'), aHTUTHCTAMUHHBIMY ITperapaTaMu, aCKOpOMHOBO#
KHCIIOTOM,  alKaJloOWJlaMd  CIOPBIHBH, HHUKOTHHOM, HHUTPOTJIMLIEPHHOM, CEpPJCYHBIMU
[JIMKO3HUIaMHU, THPOKCHHOM, TETPAITUKINHOM U XHHUHOM.

['enapun HATpUS MOJKET CHIDKATh (bapMaKoIOTHIECKOe JieicTBHE AKTT,

TIIFOKOKOPTUKOCTCPOU OB U NHCYJIMHA.

4.6. DepTUIBHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepeMeHHOCTH

[Ipumenenue mpemapata ['emapuH HaTpusi mpu OEpEMEHHOCTH MPOTHUBOMOKA3aHO B CBSI3U C
HaJU4HeM B cocTaBe OeH3uoBoro cnuprta. [IpuMeHeHune mpu OEpeMEHHOCTH JIEKapCTBEHHBIX
MpenapaToB rernapuH HATpHs, HE COJIECpKalUX OCH3UJIOBBIM CIUPT, BO3MOXKHO TOJBKO B TEX
CIy4asix, KOrja 0XKugaeMasi 1ojb3a Tepanuy JUisl MaTepy IPEBBIIAET OTEHUUAIBHBIA PUCK IS
mIoja.

lemapun HaTpusi HE TPOHUKAET uepe3 IUIalleHTapHbIM Oaphep. Jlo HacTosiero BpeMeHU
OTCYTCTBYIOT JAaHHBIE, YKa3bIBAIOIIME HA BO3MOYKHOCTH MOPOKOB PA3BUTHS IIJIOAA BCIEACTBUE
NPUMEHEHUs TelapruHa HaTpus BO BpeMsi OEpeMEHHOCTH; OTCYTCTBYIOT TakKKe pe3ylbTaThbl
HKCMIEPUMEHTOB Ha JKUBOTHBIX, KOTOpPbIE YKa3bIBAIM OBl Ha SMOpHO- WU (PETOTOKCHUYECKOE
JleiicTBUE rernapuHa HaTpusa. OTHAKO UMEIOTCS JaHHBIE O TOBBIIEHUH PUCKA MPEKIEBPEMEHHBIX
POJIOB M CaMOIPOM3BOJIBHBIX a0OPTOB, CBSI3aHHBIX C KpoBOTedueHHeM. Heobxommmo ydecTb
BEPOATHOCTh BO3HUKHOBEHHS OCIOKHEHUUN MPHU MPUMEHEHHH TenapuHa HaTpusl y OepeMeHHBIX
JKEHIIUH C COMYTCTBYIOIIMMHU 3a00NIeBaHUSMHU, a TaKKe Yy OEpeMEHHBIX, MOIYJarOIIUX

JOITIOJTHUTCIIbHOC JICUCHUC.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 20.07.2023 N2 13693

(MOCNEOCBATENEHO ' 'I::u 0001)

JlakTamus

IIpumeneHune npenapara I'enmapuH HaTpUsl B IEPUOJ TPYIHOIO BCKapMIIMBAHUS IPOTUBOIIOKA3aHO
B CBA3M C HaJM4YMEM B cocTaBe OeH3wjIoBoro cnupta. [IpumeHeHue B IepuoJ TIPYyIHOrO
BCKapMJIMBaHMs JIEKAPCTBEHHBIX IPENaparoB rernapuHa HaTpUs, HE COAEP)KAIIMX OCH3MIIOBBIN
CIIUPT, BO3MOXXHO TOJBKO B TE€X CIIy4asX, KOIrJa OXuzaemas II0/b3a TEpaluu i MaTrepu
IPEBBINIACT MOTEHIIMATBHBINA PUCK AJIsl peOCHKA.

I'emapuH HaTpus HE BBIAEISETCS C IPYAHBIM MOJIOKOM. ExXKeTHEBHOE ITPUMEHEHHE BBICOKUX 103
rernapyHa HaTpus B TedeHue 0oiiee 3 MecsleB MOKET MOBBICUTh PUCK Pa3BUTHUS OCTEONIOpPO3a y

KOPpMANINX KCHIIIUH.

4.7. BiusiHue Ha CrnocoOHOCTH YNPaBJATH TPAHCIOPTHBIMHM CpeJcTBaMH M padorarh ¢
MeXaHMu3MaMH
HccnenoBanusi 1Mo OLCHKE BJIMSHUS TeNapuHa Ha CHOCOOHOCTh YIPABIATh TPAHCIOPTHBIMU

CpeaAcCTBaMU U 3aHUMATHCA IMOTCHUUAIBHO OIMACHBIMU BUAAMU ACATCIIBHOCTU HE IPOBOJUINUCE.

4.8. HexxesaTesIbHbIE peaKIIHU

Pe3roMe HekenaTeIbHBIX PeaKIUN

Knaccugpukamuss Bceemupnoit  opranmzamum  3apaBooxpanHenus (BO3)  HexemarenbHBIX
JICKApCTBEHHBIX PEAKIMU IO YacTOTE pa3BUTHS: oueHb uacmo (= 1/10); yacmo (= 1/100, HO <
1/10); neuacmo (> 1/1000, no < 1/100); peoxo (> 1/10000, o < 1/1000); ouerns peoxo (< 1/10000);
yacmoma neuzgecmna (He MOXKET ObITh OLIEHEHA HA OCHOBE UMEIOIUXCS JAHHBIX ).
I'emoppazuueckue ocnodcrnenus: pa3BUBAIOTCS oueHb 4acTo. Hambosnee TMIUYHBIMU SABIISIOTCS
kpoBoTeueHus u3 opranoB JKKT, MOYEBBIBOAAIIMX IyTEH, U3 MECT BBEICHUS I'ellapuHa HATpus,
U3 TMOCJIEONEPAMOHHBIX paH, a TAaKXkKe KPOBOU3IMUAHUSA B 001aCTAX, OJBEPratoIUXCsl 1aBICHHUIO.
Taxoke MOTYT pa3BUBATHCS KPOBOM3IMSIHUA B APYrie BHYTPEHHUE OPTaHbl, B T.4. B HAAIIOUYEYHUKU
(c pa3BuTHMEM OCTpPOH HAANOYEUYHUKOBON HEIOCTATOUYHOCTH), 3a0PIOLIMHHOE MPOCTPAHCTBO,
AUYHUKU. bolee yacToe BOSHUKHOBEHHE KPOBOTEUEHHI OTMeUaeTcsl y naiueHToB crapuie 60 et
(0COOEHHO y JKEHIIUH).

Annepeuueckue peakyuu: He4acTO — TUIIEPEMUS KOXKH, KOXKHAS ChIIb, KOKHBIN 3y]l U OLIyIIEHHUE
MOKEHUS B TIOJIONIBaX, 00JIb B KOHEUYHOCTSIX, THIIEPTEPMUsI, KPAITMBHUIIA, PHHUAT, KOHBIOHKTUBUT,
OJIbIIIIKa, OpOHXOCIa3M, aHTHOHEBPOTHUECKHM OTEK; OUEHb PEAKO — aHAPMIAKTHUECKUN IIOK.
Peaxkyuu 6 mecme 66edenus: 4acTo — paszpakeHHe, OOJE3HEHHOCTh, THIEpEMHs TKaHEH,
HE3HAUUTENIbHAsl TeMaToOMa M U3bsI3BJICHUS B MECT€ MHBEKLUI, HEYaCTO — TMCTAMUHOIIOI00HbIE
peaxkuu (BKJIOYasi HEKPO3 KOKU B MECTE MHBEKIINH), OUE€Hb PEIKO — KAJBIMHO3 MATKUX TKaHEU

B MECTE€ BBEICHHUs (MPEUMYIIECTBEHHO Y TAIMEHTOB C TSKEIONM XPOHWYECKOW IMOYEUHON
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HEJI0OCTaTOYHOCTHIO).

l'enapun-unoyyuposannas

COOTBETCTBYET 3K

CMEPTHC

MY OTHETY

mp0M60uum0neHuﬂ

oT 20,07 23 N2 1369
(NOCNEOOBATENEHOCTE 0001)
(ITYT): Tspxkenas WMMYHHas — peaxius,

o0ycioBJIeHHass 00pa30BaHNUEM aHTUTEI U MTPUBOSAIIAS K HEOOPaTUMOH arperaui TpOMOOLIUTOB.
MoskeT pa3BuUThCA Kak Ha (poHE Tepanuu renapuHoM (peaKo), Tak U B TeYCHHE HECKOJIBKUX HEeNb
nocie ee mpekpaieHus (oueHsb peako). Knunndeckue mposiBieHUs: BEHO3HbIC U apTepUalbHbIE
TpoMOO3bI (B T.4. TpoMOO3 TITyOOKHX BEH HOT, TPOMOOIMOOJMS JIETrOYHOW apTepuu, TpoMOO3
MO3TOBBIX BEH, HHCYJIBT, HH(APKT MUOKap/a, TPOMOO03 ME3CHTEPHATIBHBIX U TIOYEUHBIX apTEePHid,
TpoMOO03 apTepuil KOHEUHOCTEW C pa3BUTHEM TaHTrpeHbl). JIabopaTopHasi IMarHOCTUKA: CIEyeT
OTIpeeIIATh KOJIMYECTBO TPOMOOLUTOB Mepe]] Ha3HAYCHUEM IelapruHa HaTpus, B MEPBbIE CYTKU
JICUCHUS, U 3aTeM KaXKble 2-3 CYTOK B TEUEHHE BCETO Mepro/ia JeueHus (0COOeHHO ¢ 6 1o 14 1eHb
TEpanuu).
B Havane gsedeHus TemapyHOM HATpUs HMHOTZA MOXET OTMEYaThCs MPOXOAsINas
TPOMOOIIUTONEHUSI C KOJMYECTBOM TPOMOOIIMTOB B jauamna3zoHe oT 80 X 10%n mo 150 x 10%m.
OOBIYHO JaHHAS CUTYaIUsl HE TIPUBOJIUT K PA3BUTHIO OCIIOKHEHUH U JICYCHUE TeTIAPHHOM HATPHS
MOXET OBITh MPOJOJDKEHO. B peakux ciydasx MOXKET OTMEYaThCs TsDKenas TPOMOOIIMTOIICHUS
(cunapoM oOpazoBanus 0enoro TpomOa), HHOTAA € JIETaJbHBIM UCXOJ0M. J[aHHOE OCIOXKHEHHE
clelyeT TpeamnosaraTh B Cilydae CHIKEHHS KoIMdecTBa TpombOormtos Hinke 80 x 10%m wm
6onee yem Ha 50 % OT MCXOAHOIrO YPOBHS, B TaKMX CIydasX CJIEAYyeT HEMEIJIEHHO OTMEHUTh
remapuH Hatpusa. B ciaydae HeEOOXOOMMOCTH CJleQyeT Ha3HAYUTh AIbTEPHATHBHYIO
AHTUTPOMOOTHYECKYIO TepaInio. Y MalueHTOB C TSHKEJIOU TPOMOOIIUTONIEHUEH MOXKET Pa3BUTHCS
KoaryyionaTus norpebiaeHus (MCToleHue 3anacoB puOprHOTeHa).

Ha d¢one remapuH-UHIYIIUPOBAHHOM TPOMOOIIMTOIIEHUH MOTYT OBITh: HEKPO3 KOXH,
apTepUaNbHBIA TPOMOO03, COMPOBOXAAIOUIMICS PAa3BUTHEM TaHTPEHbI, WH(papKTa MHUOKapja,
UHCYJIbTA.

[Tpu Bo3uukHOBeHuu ['UT remapun HaTpus cienyeT HEMEAJIEHHO OTMEHUTh. [lalmeHT noiKeH
OBITh TIPEIYNPEXKACH O TOM, YTO B OyAyIIeM €My HeJb3s Ha3HayaTh HePpaKIMOHWPOBAHHBIN
TelapiH U HA3KOMOJIEKYJISIPHBIE TerapuHbl. ECITU ManuenT HyXIaeTcs B aHTUTPOMOO THIECKOM
Tepanuu, cieayeT IPUMEHSITh JpyTrue mpenaparsl.

Jpyrue HexelnaTeIbHble PEaKIIuU

Knaccudukarus HexeNnaTeNbHBIX peakinuil mnpuBeaeHa corimacHo kouBeHnuu MedDRA o
4acToTe pa3BUTHS: oueHb yacmo (= 1/10); uacmo (= 1/100, vo < 1/10); neuacmo (= 1/1000, o <
1/100); peoxo (> 1/10000, o < 1/1000); ouenv peoxo (< 1/10000); uacmoma neuzsecmua (He
MOJKET OBITh OllEHEHA Ha OCHOBE UMEIOIUXCS JAHHBIX ).

Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemol

Yacmo: ymepeHHas TpoMbonuToneHus (cojpepkanme TpomoOormTo (150-100)*10%m) me
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ot 20.07.2023 N= 13653

arontdAes TporoOsAMIr (Mot Hat Mo htbes

y 6-30% marueHToB, NOJYJaloNUX TeapyH).
Peoko: obparumas 303uHODUIHSL.

DOHOOKpUHHbLE HAPYULeHUs.

Peoxo: runoanbI0cTepOHU3M (U3-32 YTHETEHUSI CHHTE3a aJIbJIOCTEPOHA).

Hapywenus co cmoponvl HepeHoill cucmembl
Heuacmo: TonoBoKpysxeHue, TOJI0BHas 00JIb.
Hapywenus co cmoponwsl cocyoos

Heuacmo: cHIXeHue apTepralibHOTO 1aBIICHUS.

Kenyoouno-kuwuieunvie HapyuleHus

Heuacmo. TOHIHOTA, CHUIKCHUC alllICTUTA, pBOTA, JUAPCA

HapymeHuﬂ CO CNOPOHbL KOJHCU U NOOKOICHBIX MKAHEU

Heuacmo: npexonsias aaonerus.

Hapywenus co cmoponwl mbluieunotl, CKeemHol U cOeOUHUmMenbHOU MKAHU

Peoxo: ocreonopo3 (Ipy ATUTEIBHOM IPUMEHEHUU T'ellapuHa HAaTPHUsl), CIIOHTAHHbIE MEPETOMBI

KOCTEH.

HapymeHuﬂ CO CNOpPOHbL penpodykmueﬁoﬁ cucmembsvl U MOJIOYHBIX JHcejles3

Ouenwb pedxo: IpUanu3M.

Jlabopamopnvie u uncmpymenmanvhule OanHble

Yacmo: NOBBILIEHUE aKTUBHOCTH «T1e4eHOYHBIX» TpaHncamuHas (ACT u AJIT) B mnazme KpoBU

Heuacmo: moBblllIeHHE COACPpKaHUA CBO60I[HLIX JKUPHBIX KHUCJIOT IIOCJIE OTMCHBI TI'ClIapHHA,

IMOBBIIICHUE COACPIKAHHA THPOKCHUHA B IIJIa3ME€ KPOBH, JIOKHOC CHHIKXCHUC COACPKAHUA

XOJIECTCpHHA, JIOKHOC TIIOBBIIICHHUEC

Opomcynb(hanrenHoOBOTO TecTa

COJICpKAHHUS

IJIFOKO3bl W HEBEPHBIE PE3YJIBTAThI

Peoxo: obpatumas 3aeprkka Kajusi, MeTaOoJIU4YeCKUN aluao3.

Coo011eHne 0 moI03pEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

BaxHo coo0mare O MOAO3PEBAEMBIX HEKENIATENbHBIX PEAKIMAX IOCIE PETUCTpalUU

JICKApPCTBCHHOT'O IpeTiapaTa C LCJIbIO obecneueHUs HCMIPEPBIBHOI'O MOHUTOPHUHI'A COOTHOIICHUSA

«I10JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpcriapara. MeauiuHCKUM pa60THI/IKaM PECKOMCHAYCTCA

COO6H13TB 0 JII00BIX MOoaO3pE€BACMBbIX HEXKCEIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIp€riapara

Y€pe3 HAIMOHAJIBHBIC CUCTEMBI COO6HI€HI/I$I 0 HCXKCJIATCIBHBIX PCAKIUAX TOCyaAapCTB — YJIICHOB

EBpa3uiickoro 5KOHOMHUYECKOr0 COH03a.
Poccniickas @enepanvs

109012, r. MockBa, CiiaBsgacKas miomans, 1. 4,

ctp. 1

®denepanpHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (PoczapasHaazop)
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4.9. Ilepeno3upoBka

CuMnOTOMBI

IIpu3Haku KpOBOTECUEHHUS.

Jleuenue

[Tpy ManbIX KpOBOTEYEHUSX, BBI3BAHHBIX MEPEIO3UPOBKON remapuHa, JOCTATOUYHO MPEKPATUTh
ero npuMeHenue. [Ipu oOIUPHBIX KPOBOTEUEHUAX U30BITOK remapiHa HEUTPAIU3yIOT IPOTAMHHA
cynbdarom (1 mr nporamuna cynbdara Ha 100 ME renapuna). 1 % pactBop nporamuHa cynbdara
BBOJIIT BHYTPUBEHHO OueHb MeaneHHo. Kaxple 10 MuHyT Henb3s BBoAUTH Oosee 50 mr (5 mun)
npotamuHa cynbdara. C yuyeToM ObIcTporo merabosius3Mma remapuHa Harpus TpeOyemas 103a
npoTaMuHa Cynb(dara ¢ TeYeHHeM BpeMEHH yMeHblnaercs. s pacdera HEOOXOAWMOW O3B
IpoTaMUHA CyJab(aTa MOXKHO CUMTaTh, 4TO T1/2 remapuna Hatpus coctapiser 30 munyTt. Ilpn
OPUMEHEHUH NpPOTaMUHA OTMEYAJIMCh TsDKEJble aHa(UIAKTUYECKHE DPEaKLUU C JIeTalbHbIM
UCXO/IOM, B CBSI3U C 4eM, IIpernapar cleAyeT BBOAMTb TOJBKO B YCIOBHUSX OTHEJICHHMS,
000pYIOBaHHOTO JUIS OKa3aHUSl AKCTPEHHOH METUIIMHCKON MOMOIIM NMpH aHa(QUIAKTHYECKOM

mroke. ['emoamanu3 Hed(hEeKTHBCH.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA
dapmakoTepaneBTUYECKas rPyIa: AHTUKOATYISTHTHOE CPEJICTBO PSIMOTO ICHCTBUSI.

Kon ATX: BO1ABO1

Mexanusm aelictBus U hapMakoauHaMudeckre dhheEKThI

MexaHn3M JEWCTBUS TeNapUHA HATpUs OCHOBAH, INPEXKIE BCEro, Ha €ro CBSI3BIBAHUM C
antutpomMOuHoMm III, KOTOpBIN sBIsETCS €CTECTBEHHBIM HHIMOMTOPOM aKTHUBUPOBAHHBIX
¢dakTopoB cBepThiBaHud kpoBu — Ila (TpomOuna), 1Xa, Xa, Xla um Xlla. I'enapun Hatpus
cBs3bIBaeTcs aHTUTpoMOuHOM 11 1 BbI3bIBaeT KOH(OpMaLIMOHHBIE U3MEHEHMSI B €r0 MoJjieKyJe. B
pe3ynbTaTe yckopsercs cBs3biBaHue antutpoMmOuHa IIl ¢ dgakropamu cepreiBanus kposu lla
(TpoMOuHOM), [Xa, Xa, XIa u XIla u 6nokupyercs ux pepMeHTaTUBHASA AKTUBHOCTb. CBSI3bIBaHUE
rernapuHa HaTpus ¢ anHTutpoMOuHOM Il MMeeT anekTpocTaTUYecKyIo IPUPOAY U B 3HAUUTEIILHON
CTEMEeHH 3aBUCUT OT JUIMHBI U COCTaBa MOJIEKYJIbI (151 CBA3BIBAHUS renapuHa ¢ aHTUTPOMOMHOM
III HeoOxoamMma mMeHTacaxapuaHas MOCIeA0BaTeIbHOCTD, coaepxaiias 3-O-cynbpaTupOBaHHBINA

TJTFOKO3aMUH).
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UHTUOMpoBaTh GaxTopsl cBepThiBaHus [la (TpoMOuH) 1 Xa. OTHOLIEHNE aKTUBHOCTH TerapuHa
HATpUs B OTHOIIEHHH (hakTopa Xa K ero akTUBHOCTH B oTHomeHHH ¢akrtopa Ila cocraBiser
0,9-1,1.

I'emapyn  HaTpus CHIKAET BA3KOCTb KPOBH, YMEHBIIAET IPOHULAEMOCTH COCYOB,
CTUMYJIMPOBAaHHYIO OpaJMKMHUHOM, THCTAMHHOM M APYTUMH SHIOTEHHBIMH (hakTopamu, u
NpPEMATCTBYET, TAKUM 00pa3oM, pa3BUTHUIO cTa3a. I 'emapuH HaTpus criocobeH copOMpOBaTHCS Ha
IIOBEPXHOCTH MeMOpaH »HHAOTENUS U (POPMEHHBIX 3JIEMEHTOB KpPOBHM, YBEIUYMBAs MX
OTPHLIATENIbHBIN 3apsijl, YTO NPENSATCTBYET aATe3UH U arperaunu TpomMOouuTos. ['enapun HaTpus
3aMeIeT THIEPIUIA3UIO TIIaJKUX MBIIII, aKTUBUPYET JUIMONPOTEHHIINIIA3Y U, TAKUM 00pa3oM,
OKa3bIBAET TUIIOJUIUAEMUYECKOE IEHCTBUE U NIPENATCTBYET Pa3BUTHIO aTEPOCKIEPO3a.

I'emapun HaTpus CBA3BIBAET HEKOTOPBIE KOMIIOHEHTBI CHCTEMbI KOMIUIEMEHTA, CHUXKas €€
AKTUBHOCTb, MPEMATCTBYET KOOINEpauuu JTUM(OLMUTOB U OOpa30BaHUIO MMMYHOIJIOOYJIMHOB,
CBSI3BIBACT TUCTaMHUH, CEPOTOHHH (T. €. 00JamaeT nporuBoauieprudeckumM 3ddexrom). ['enapun
YBEJIMYUBAET IMOYEYHBIH KPOBOTOK, IOBBIIIAET COINPOTUBICHUE COCYAOB MO3ra, YMEHbILIAET
AKTUBHOCTb MO3IOBOI TMallypOHUAa3bl, CHUXKAET aKTUBHOCTb Cyp(aKTaHTa B JIETKUX, TOJABIISET
Ype3MEpHBIA CHHTE3 albJ0CTEPOHA B KOPE HAIIOYEYHUKOB, CBSA3bIBACT aJpEHANINH, MOLYJIUPYET
pPEakUrI0 SIMYHUKOB Ha TOPMOHAJbHBIE CTUMYJbl, YCUJIMBAaeT aKTUBHOCTb MapaTropmoHa. B
pe3ynabTate B3auMOJEHCTBHS ¢ (EepMEHTAaMH TemapuH MOXKET YBEIUYHMBAaTh aKTHBHOCTD
TUPO3UHIUAPOKCUIA3pl Mo3ra, nerncuHore’a, JIHK-momumepassl M CHMXKAaTh aKTUBHOCTB
muosuHoBoi AT®da3sl, nupyBarkuHassl, PHK-nonumepassl, nencuna. KnnHudeckoe 3HaueHue
3THX 3¢ (HEKTOB rernapruHa OCTAETCS HEONPEAEIEHHBIM U HEAOCTATOYHO U3YUYEHHBIM.

[Tpu ocTpoM KOpoHapHOM cUHApPOMe Oe3 cToiikoro noabema cermenta ST Ha OKI' (HecTabunbHas
CTeHOKapusi, UH(papkT Muokapaa 6e3 mogbema cermeHta ST na OKI') remapun Hatpus B
KOMOMHAIMY C aleTHJICATUIIMIOBON KUCIIOTON CHM)KAaeT PUCK pa3BUTHUS MH(papKTa MHOKapAa U
cmepTHOCTh. [Ipn mHpapkTe Muokapaa ¢ moasemom cermenta ST wa DKI' remapun Hatpus
3¢ (deKTUBEH NpU MEPBUUYHON YPECKOKHONM KOPOHAPHOM pEeBACKyJspH3aluud B KOMOMHAIUHU C
uHruouropamu riaukonporenHoBbix [Ib/Illa peunentopoB u mpu TpoMOOIUTHYECKON Tepanuu
CTPENTOKNHA30M (YBEIMUYEHHE YaCTOThl PEBACKYIIAPU3ALINHN).

B BeIcOKHX n03ax remapuH Hatpusi 3(QQeKTHUBEH MpU TPoMOOAIMOOIUM JETOYHOM apTepuul U
BEHO3HOM TpoMO03e, B MaJIbIX — 3(pPeKTUBEH Ui NPOPUIAKTUKN BEHO3HBIX TPOMO03MOOINH, B
T. 4. TIOCJIE XUPYPTUYECKUX ONEPALIU.

ITocne BHYTpUBEHHOrO BBEACHHS [EHCTBUE Ipenapara HAcTyHNaeT NPAaKTUYECKU Cpasy, HE
no3aree 10-15 MuHYT M JuATCS Hemonro — 3-6 yacoB. [lociie mMoKOKHOTO BBEJICHUS JICHCTBHE

mpenapara HadyuHAeTcsl MeieHHo — uepe3 40-60 MunyT, HO mmurcs 8 dacoB. [ledunur
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3¢ deKT renapuHa HATPUsI.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

AOGcopbuus

MakcumanbHasg KoHUeHTpauus (Cmax) I©OCA€ BHYTPUBEHHOIO BBEAEHHUS JOCTUraercs
IIPAKTUYECKU cpa3y, ociie IOK0KHOI0 BBEIeHUs uepe3 2-4 yaca.

Pacnopenenenne

CBs13b ¢ Oenkamu mi1a3mel — 10 95 %, o0beM pacnpenenenus odeHb MasieHbkuii — 0,06 n/kr (He
MOKHUIAET COCYIUCTOE PYCJIO M3-3a CHIIBHOTO CBSI3BIBAHMS ¢ Oeikamu Iuia3mbl). He mpoHukaet
Yyepes IUIACHTY U B TPYAHOE MOJIOKO.

HWHTEHCUBHO 3aXBaTBIBAETCS SHIOTEINAILHBIMA KJIETKaMHU 51 KJIETKaMH
MOHOHYKJICAPHO-MaKpO(araibHOW CUCTEMbI (KJICTKAMH PETHKYJIO0-3HIOTEIUATBHON CHUCTEMBI),
KOHIICHTPUPYETCS B TICUCHU U CEJIC3CHKE.

Buorpancdhopmariusa

Mertabonu3upyeTcsl B MeYeHH ¢ ydacTreM N-necyib(aMuIasbl U TermapuHa3bl TPOMOOIUTOB,
BKJIIOUAIOLIEiics B MeTaboIM3M remapuHa Ha Oojiee MO3JHUX JTanax. YdyacThe B MeTabonu3me
TpoMOouuTapHoro ¢akropa [V (anturemapuHoBoro ¢akropa), a Takke CBSI3bIBAaHUE T'elapuHa ¢
cucreMoid  MakpoaroB  OOBSCHAIOT  OBICTPYIO  OHOJOTMYECKYI0  WHAKTHBALMIO U
KPaTKOBPEMEHHOCTh  JeicTBUsA.  JlecynbaThHpoBaHHBIE MOJIGKYJIBl IOJ  BO3JCHCTBHEM
SHOTIMKO3H/1a3bl TIOYEK MPEBPAIIAIOTCS B HU3KOMOJIEKYIIpHbIE (hparMeHTHI.

DJIMMUHALNS

[Tepuon monyseiBenenust (T12) — 1-6 gacoB (B cpemnem — 1,5 waca); yBenwuuBaeTcs MpH
OXXKHUPEHUH, ICYCHOTHOHN H/HITU MIOYCUYHOW HEJOCTATOYHOCTH; YMEHBIACTCSI PU TPOMO03IMO0IINH
JIETOYHOM apTepuu, HHPEKIUAX, 3TT0KaYECTBEHHBIX OMYXOJIfX.

BreiBonuTCS MOYKaMu, MPEUMYIIECTBEHHO B BHUAEC HEAKTUBHBIX METAOONMTOB, U TOJIBKO IPHU
BBEJICHUH BBICOKHUX /103 BO3MOKHO BhIBeieHHE (110 50 %) B Hem3mMeHeHHOM Buje. He BeIBOgUTCS

MMOoCpECACTBOM reMoanainia.

6. PAPMAIIEBTUUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

e  DBeH3WIIOBBIN CIUPT

e Harpus xsopun

e Boja mi1a nuHbEeKIUH
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6.2. HecoBMecTHUMOCTL

JlaHHBIM JeKapcTBEHHBI NpenapaT He CIEAyeT CMENIMBATh C JIPYTUMH JIEKaPCTBEHHBIMU
IpenapaTam, 3a HCKJIIOUEHUEM YIIOMSHYTBIX B paszeie 6.6.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHUTb B 3aILMIIEHHOM OT CBETa MECTE IIpHU Temiieparype He Bbie 15 °C.

He 3amopaxuBats.

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

ITo 5 mur mpemnapaTta B amMmyJsibl O€CIIBETHOTO HEHTPAIBHOTO CTEKJA TUI I C I[BETHOH TOYKOH U
HACEYKOW WJIM C LBETHBIM KOJbLOM M3j10Ma. Ha ammysbl 1ONOJHUTENIBHO MOKET HAHOCUTHCS
OJIHO LIBETHOE KOJIBLIO.

Ha ammysipl HaKJIeMBAIOT 3TUKETKY CaMOKJIESIIYIOCS.

[lo 1 wmm 5 ammOya MOMEIMIAalOT B KOHTYPHYIO SYEHKOBYIO YIAKOBKY U3 IIJICHKU
MOJIMBUHUJIXJIOPUIHOM.

1 unu 2 KOHTYpHbIE TYEHKOBBIE YITAKOBKU BMECTE C MHCTPYKLIHUEH 110 IPUMEHEHHIO IOMELIAt0T B
KapTOHHYIO YIIAaKOBKY (TAuKYy).

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOXXKEHUH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHbIX IIOcjle NPHMEHEeHHus:
JIEKApPCTBEHHOI'0 MpenaparTa u Apyrue MaHUILYJISIUM C IPenapaToM

OcoOble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
Poccuiickas ®enepanus

000 «ATomm»

445351, Camapckas o0:1., r. XKurynesck, yi. ['mapoctpourenei, . 6.

Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

7.1. IlpeacraBuTteb AepaKaTessi PpericCTPALMOHHOIO Y10CTOBEPeHHUs

[IpeTen3uu HOTDC6HTCJ’ICI>1 HalpaBJIATH IO aApPECy:

Poccniickas @enepanvs
000 «O308»

445351, Camapckas 00:1., 1.0. XKurynesck, T. XKurynesck, yi. ['mapocrpouteneii, 1. 6.
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Ten.: +79874599991, +79874599992 (MOCNEAOBATENBHOCTS 0001)

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHMUSA

9. JATA TEPBUYHOW PETMCTPALIMM (MMOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO0miass XapakTepHUCTUKa JIEKAPCTBEHHOro Ipemnapara l'emapuH HaTpus JOCTYIIHA Ha
MHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALHMOHHO-

KOMMYHHUKAIMOHHOM cetn «MuTepuer» https://eec.eaeunion.org/.
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