COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 11.10.2024 N= 22135

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPETAPATA "0

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPETTAPATA

I'enapun Hatpus, 5000 ME/mu, pacTBOp U1t BHYyTPUBEHHOTO U TTOJIKOKHOTO BBEIICHUS.

2. KAYECTBEHHBINA U KOJTMYECTBEHHbBIIA COCTAB

JelicTByrolee BEIEeCTBO: TeapyuH HaTPHUs.

Kax st mi pactBopa conepxut S000 ME renapuna Hatpusi.

Kaxnasie 5 mn pactBopa cogepxut 25000 ME renapuna Hatpus.

BcnomorarenabHble BCIICCTBA, HAJIMUMUC KOTOPBIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: OEH3WIOBBIA CIUPT, HATpUi (cM. pazaen 4.4).

[TonHbIM IepeyeHb BCIIOMOTaTeIbHbBIX BELIECTB MPUBENIEH B pazaene 6.1.

3. JIJEKAPCTBEHHAS ®OPMA
PacTBOp 111 BHYTPHBEHHOTO U MOJKOKHOT'O BBEJCHHUS.

[Tpo3paunblii OECIIBETHBIN MIJIM CBETIIO-JKEITOTO I[BETA PAaCTBOP.

4. KJIMHUYECKUE JTAHHBIE

4.1 lloka3zaHusi K NPUMEHEHUIO

[Ipenapar ['emapun HaTpusg MOKa3aH K MPUMEHEHHUIO Yy B3pocibix U aereil ot 0 no 18 mer (3a
UCKJIFOUEHHEM HOBOPOXKJICHHBIX U HEJJOHOLICHHBIX AeTel; cM. pazaen 4.3) 1o NoKa3aHUsAM:

— JIEYEHHE OCTPOH BEHO3HOW U apTepHAIBLHONW TPOMOOAIMOOINH (B TOM YHCIIE B paHHEH Teparmuu
uH(papKTa MHOKap/ia U HECTAOMIIbHOW CTEHOKApIUH);

— mnpouIaKTUKa TPOMOOIMOOIHH;

— MpenyNnpekIeHUE CBEPThIBAHUSA KPOBH B IPOLECCE IKCTPAKOPIOPATBHOTO KPOBOOOpAIEHUS

(HampuMep, TP UCTIOJIB30BAHUH amiapara UCKyCCTBEHHOTO KPOBOOOPAIICHHS U TeMOIUAIHN3a).

4.2 PeskxuM 103MPOBAaHUSI U CIIOCO0 NPHUMEHEeHHU

Jlo3a renaprHa onpeaenseTcss MHANBUAYAIBHO IS KaX/10T0 NallueHTa.

J103a 3aBUCHUT OT (PAKTUUYECKHUX 3HAUEHUI MTOKa3aTeNe CUCTEMbI CBEPTHIBAHUS KPOBH (CM. TaKXkKe
pazzaen 4.4), xapakTepa 1 TeUeHMs 3a00JIeBaHMs, PEAKIMM Ha IPOBOJIUMYIO TEPAIUIO, XapaKTepa
Y BBIPQXXEHHOCTH HEKENATEIbHBIX PEAKIMi, a TaKXkKe OT Bo3pacTa u Macchl Tena (MT) namuenra.
Heo6xoauMo y4uThIBaTh HHAMBUIYATbHYIO YyBCTBUTEIBHOCTD K TE€IIAPUHY, a TAK)KE U3MEHEHHE
MEPEHOCHUMOCTH TE€PAINuU TeMapuHOM (CM. TaKxe pazzien 4.4).

PexxuM 103upoBaHus

1) JleyeHue ocTPOU BEHO3HOU M apTEPUAIBLHONU TpoMO03IMO0IMH (B TOM YHCIIE B DAHHEHN Tepaluu

nHdapKTa MUOKAPIA U HECTAOWIBLHOU CTEHOKADIUH )




COOTBETCTBYET 3KCI EF'TH"" M" fFOTUETY
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TepaneBTuyeckass TO3MPOBKA KOPPEKTHUPYETCS a MG %’3\7)&% Ber%;ilf;ﬁoro

MOHUTOPHHTa aKTHBUPOBAHHOIO YacTHUYHOro TpomOorutactuHoBoro Bpemenu ([AUTB], cwm.

paznen 4.4).

B3pocnbie
bouroc [MoanepxuBatomas 1o3a
80 ME/kr MT BHYTpUBEHHO 18 ME/kr MT B uac, BHyTpuBeHHast HUH}Y3Us
5000 ME BayTpuBeHHO* He menee 30 000 ME B cytku*
5000 ME BuyTpuBeHHO* 250 ME/kr MT niBa pa3a B CyTKH HOAKO)KHO
333 ME/kr MT noakoxHO 250 ME/kr MT nBa pa3a B CyTKH HOAKO)KHO

* PexoMeHAalNu 110 T03UPOBAHMIO [T MAIIMEHTa CO CcpeTHUM BecoM 70 Kr.

Jleuenue necmabuavHou cmerHoKkapouu uiu uhgapxma muoxapoa 6es noovema cecmerima ST

Boumoc [MonepxuBatomas 1o3a
60-70 ME/kr MT (makcumanbhast mo3a 5000 ME) | 12—-15 ME/kr MT B uac (makcumansHast no3za 1000 ME
BHYTPHUBEHHO B 9ac), BHyTpUBEHHAs! HHPY3HUS

Jleuenue nndapkra Muokapaa ¢ nogbeMoM cermMenta ST B coueTaHuu ¢ GUOPUHOTUTHUECKUMHU

cpencTBamMu
Bomoc IToanepkuBaromast 103a
60 ME/kr MT (makcumanbhas no3a jgo 4000 ME) | 12 ME/kr MT B yac (makcumanbHas no3a 1000 ME B
BHYTPHUBEHHO yac), BHYTpUBCHHAs UHPY3Us

Hauuenmw 0emcKoco eo3pacma

Bnympusennoe ssedenue

MunaneHusl 1 €T B Bo3pacte oT 1 mecsna o 1 ropa:

bomroc [oepxuBatomas 1o3a
75 ME/kr MT 25 ME/kr MT B uac ¢ xoppekrupoBkoii mo AUTB

[ertu paHHero Bo3pacTta, I€TH U MOAPOCTKHU B Bo3pacte oT 1 roga go 18 ner:

Boroc TlonnepsxuBaromas n03a
75 ME/kr MT 20 ME/xr MT B uac ¢ koppekrupoBkoi o AUTB

Tlookoocroe gsedenue

MunaneHupl, 1€TH paHHETO BO3pacTa, JETH U IOIPOCTKU B Bo3pacte oT 1 Mecauma go 18 ser:
250 ME/kr MT nBa pa3a B CyTKu ¢ KoppekTupoBkoit mo AUTB.

2) IIpodunakruka TpoM0O0IMO0IHNH

Bspocnvie

5000 ME xkaxnpie 8—12 4acoB NMOAKOKHO; KaK MPABUJIO, B TEUEHHE HE MEHEE 5 CYTOK WJIM J10
BBIMKICKHU B 3aBUCHMOCTH OT TOTO, KAaKO CPOK HAaCTYIUT paHbIIIe.

VY nmanueHToB, NEPEHECHINX XUPYPrUYeCKOoe BMEIIATeIbCTBO, MIEPBYIO 103y BBOIAT 3a 2 yaca 0
orepanuu; g NpoQUIAKTUKH TPoMOOOOpa3oBaHMs TEPANUIO MPOJOKAIOT B TEYCHHE 2—3
HEZIeIb 1I0CIIE ONEpaltH.

Hauuenmw 0emcKoco eo3pacma
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MunaneHipl, AETH paHHETO BO3pacTa, IETH U IOHDOCTI&EIIE:%E%;&%'LOEEF ll-VJé(I;HIHA_ ﬁ(';l ll'é'l :IJ'IeTZ

100 ME/kr MT (makcumaneHas go3a 5000 ME) aBa pa3a B CyTKH MOAKOXHO ¢ KOPPEKTHPOBKON
no AUTB.

3) llpenynpexaeHre CBEPTHIBAHUSA KPOBH B IIPOIIECCE IKCTPAKOPIIOPATHLHOTO KPOBOOOpAIISHHS

(HammpuMep, IIpU UCIIOJIB30BAHNH allapara NCKYCCTBEHHOIO0 KPOBOOOPAIIEHN U ITeMOTHAIN3A)

Annapam ucKkyccmeenHo20 Kpo8ooopaueHus.

300400 ME/kr MT mmtoc JOMONHUTENBHBIC JJO3BI IS JOCTHOKCHHS W TOAJEPKaHUS
AKTUBHPOBAHHOI'O BPEMEHU CBEPTHIBAHUS KpOBU > 480 CEKYyH/I.

T'emoouanus

50 ME/kr MT Bo BHyTpHapTepHalIbHBIN KaTeTep, nojaepxxuBatomias go3a: 500—-1500 ME B yac.

Oco0ble rpyInel NAKUEHTOB

Tayuenmul ¢ Hapywenusmu yHKYUU neyeHu uiy noyex
JInsi manueHToB C TICYCHOYHOW WM TIOYEYHOM HEJO0CTaTOYHOCTHIO MOXKET MOTpeOOBaThCS
CHI)KEHHE JI03blI IIpernapara (CM. Takxke paszaen 4.4).
Tlayuenmul nodcunozo eospacma
Jlis manmueHToB MOXKMIIOIO BO3pacTa Ji03a TemapuHa MOXKET ObITh CKOPPEeKTHpOBaHA B
3aBHCHMOCTH OT COCTOSIHMSI B KQKJIOM KOHKPETHOM ciy4ae (Harpumep, GyHKIUHU MOYeK).
Kypawue nayuenmor
B 3aBucumoctd OT KOJMYECTBA HHUKOTHMHA, TMPUCYTCTBYIOLIETO B OpPraHU3ME, MOXKET
noTpeOoBaThCS YBETUUYCHUE JO3UPOBKH TemapuHa (CM. Takxe pa3zien 4.5).
Iayuenmul ¢ odxcupenuem
Pe3ynbpTaThl KIMHHYECKUX HCCICIOBAHUHN IMO3BOJSIOT MPEIANONIOXKUTh, YTO i OoOecredeHus
JIOCTaTOYHOW aHTUKOATYJSIIINK Y TAIIMEHTOB C MOPOUIHBIM OKUPEHHEM MOXKET MOTpeOOBaTHCS
NOBBILICHHE MOJNJEp)KUBarolell  1o3pl  remapuHa. OpHako  Kakue-muOO  KOHKpETHbBIE
PEKOMEH/IalMK 110 PacyeTy AO3UPOBKU OTCYTCTBYIOT.
bepemennvie ocenyunut
Jledenne TPOMOOAIMOOIUU: TOMKOXKHBIE WHBEKIIMU JBAa pa3a B CYTKH C IEPBOHAYATHHBIM
BBeJEHUEM OOJIFOCHOM J103b1 BHYTPUBEHHO Wi 0e3 Hee. J{03UpPOBKY KOPpPEKTHPYIOT B
cooTBeTcTBUU co 3HaueHrneM AUTB, nmomxydeHHbIM Yepe3 6 4acoB MOCHE KaKI0W WHBEKIIHH (CM.
TaKke pasznensl 4.4, 4.6 u 4.8).
JledeHnue mMpoaOIDKAIOT B TEUEHUE HE MeHee 6 Helenb Mocie poaoB (P MUHUMAILHOU OOIIei
MPOJOHKUTEILHOCTH TEPallui HE MEHEE TPEX MECSIIIEB).

eTu
Pexxum pgo3upoBanus i AeTeil B Bo3pacTe OT 1 Mecsla U MoAPOCTKOB NPUBEACH B MOJIpa3/ieie

«PexuM 103upoBaHUs».
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[Ipenapar ['enapuH HaTpusi TPOTHUBOMOKA3aH Y HOBopo'er_e“l;H—Llf_'x] EOBEEEH:U HE OTHOI;[I—e;IHI)IX

HOBOPOXACHHBIX (cM. pazzen 4.3).

BBuy NOBBIIIEHHOTO pHUCKa HAKOTUICHHUSI OCH3UIIOBOTO CIIUPTA Y AeTeH 10 3 JIeT peKOMeHayeMast
MPOJO/DKUTEILHOCTh TPUMEHEHHUS JAHHOTO JIGKAPCTBEHHOTO TIperapara, Kak IpaBUjo, HE
MPEBBINIACT OJTHY HEJEIIO.

Cnooco0 nnpuMeHeHus

[ToaxoxkHO WM BHYTPUBEHHO.
JlexkapcTBEHHBIN NpenapaT BBOAAT MYTEM MOJKOXHBIX WM BHYTPUBEHHBIX WHBEKUUH, OO
BHYTPUBEHHBIX HH(Y3UI MOCIe pa3BeIeHUSI B COOTBETCTBYIOIIEM PACTBOPE-HOCHUTEIIE.

WHceTpykumu no pa3BeIeHUIO JIEKAPCTBEHHOTO Ipenapara rnepesi IpUMEHEHUEM CM. B pazjene 6.6.

4.3 IIpoTuBONOKA3aHUSA

e [UnepuyBCTBUTENBHOCTh K T€ApUHY HATPUS WU K JI0OOMY U3 BCIIOMOTaTEIbHBIX BEILECTB,
MEePEUYUCIICHHBIX B pazzaene 6.1;

® TIPOAOJDKAIOIIEecss KPOBOTECUCHHUE;

e renapuH-uHAynHpoBaHHas Tpombornuronenus (I'MT) Il Ttuma, kak u3BecTHas W3 aHaMHE3a
ManucHTa, TaKk U NpcamnojiaracMad Ha OCHOBAHUH KIIMHUYCCKUX Haﬁ]’[lo&eHHﬁ;

e 3a00JieBaHUs U MOPAXKEHUSI OPTaHOB, CBA3aHHbBIE C TEMOPPArHY€CKUM IMaTE30M, TaKHe Kak:
— KoaryJjomnaTruu,
—  TPOMOOILIMTOIICHUS,
—  TsKelble 3a00JIeBaHMsI IEYEHH U MOIKETYJOUHOU KeJe3bl;

e 3a00JieBaHUs, IIPH KOTOPHIX BO3MOXKHBI TIOPAKEHHSI COCY/I0B, HAIIPUMED:

SI3BBI JKETYJJOYHO-KHUIIIEYHOTO TPAKTA;
— HEKOHTpOJHpyeMas U TsDKelas apTepuaibHas TUNEPTeH3Ws C JAUACTOINYECKUM
apTepuaibHBIM AaBieHueM 6osee 110 Mm pr. CT.;
— BHYTpPUYEPEIHOE KPOBOTECUECHHUE;
— BHYyTpUYEpeIHas apTephalibHas aHEBPHU3MAa;
— PpeTHHONATHUH, KPOBOU3IHUSHUS B CTEKIOBUIHOE TEIIO;
—  0pTAIBMOJIOTHYECKHUE XUPYPTrUUIECKHUE MTPOLICYPhI WITH TPABMBI,
— axTuBHas GopMa TyOepKyes3a;
— UHGQEKIHOHHBIN SHAOKAPINT;
e yrpoaromuii abopr;

¢ HCIOHOMICHHBIC U HOBOPOKIACHHBLIC.

4.4 OcoOble yka3zaHus U MepPbI MPETOCTOPOKHOCTH NPH MPUMEHEHHU U
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Hasnauenue npenapara ['enapux HaTpust BO3MOIKHO, TOJ'I‘II)QQ écﬁﬁ%&ﬁfagﬁghtﬂfgiﬂﬁg Bitlﬁgganﬂ

IIpenapaToM IPEBBINIAET BOZMOXKHBINA PUCK PAa3BUTHS OCIIOKHEHUH, B CIIEAYIOIINX CIydasx:

® DHUCK pa3BUTHS KpOBOTEYEHHUs (HAampuMep, MpU MOJO3PEHMM Ha 3JI0KAYECTBEHHOE
HOBOOOpa30BaHWE, TNpPU OOLUIMPHOM XHUPYPrHUYECKOM BMEIIATEIBCTBE, B OCOOCHHOCTH
KacarolemMcsi LEHTPAIbHON HEPBHOW CHUCTEMBI, MPU HAJIMYMU KaMHEW B MOYKax WIM B
MOYETOYHHUKAX);

® XPOHHUYECKUM AJIKOTOJIU3M;

e 0OepeMEHHOCTh, OCOOCHHO B Clly4ae IJIUTEIHLHOTO MPUMEHEHUs renapuHa (CM. TakKe paseln
4.6);

® TAIMEHTHI MOXKUJIOTO BO3pacTa, 0COOCHHO MOXKHIIbIE KEHIIUHBI;

® TsHKeN0OO0JIbHBIE MAIUEHTHI;

e JIeYeHHE JIEKAPCTBEHHBIMU IMpernapaTaMy, BIUAIOMIMMU Ha (GYHKIUIO TPOMOOILMTOB WU
CHCTEMY CBEPThIBaHUS KPOBHU (CM. Takke pazzen 4.5);

® MAIMEHTHI C apTEPUATLHON TUIIEPTEH3UECH.

'emapuH MOXET NOAABIATH CEKPELHIO aJbJOCTEPOHA HAAMOYEYHHKAMH, YTO HPUBOAMT K

TUIIEPKAJIMEMHUH. B CBsI3M € 3TUM cllelyeT KOHTPOJIMPOBATh YPOBEHb KA B CBIBOPOTKE KPOBU Y

MAIUEHTOB C PUCKOM Pa3BUTHS TUIIEPKATHEMUH (HAPUMED, TIPU CaXxapHOM JruadeTe, HapyIIeHU!

(GYHKIIUH TTOYEK), & TAK)KE Y TAIIUEHTOB, MOTYYAIOIIUX MTPETapaThl, MOBBIMIAIONINE YPOBEHB KaTUs

B CBIBOPOTKE KPOBH (CM. Takxke pazzen 4.5).

HelipoakcnanpHass aHecTe3usi y NMAalMEHTOB, MOJIYYarOLIUX TIelapHH, CBSI3aHA C MOBBIIICHHBIM

PHUCKOM CIMHATBHOTO KPOBOTEUEHHUS M CIUHAIBHOM reMaToMbl, CIOCOOHOM BBI3BATh AJTUTEIIbHBII

WJIM 1aK€ TTOCTOSIHHBIN Mapanuy (CM. Takxke paszzien 4.8).

MuHUMaNIBHBI BPEMEHHOW MHTEPBAJ MEXKIAY BBEICHHEM NOCIEAHEN JO03bl TeNapuHa |

BBEJICHUEM SIUYpalbHON/CIMHAIIBHON WUIJIBI MM M3BJIEUEHUEM KaTeTepa cocTaBisieT 4 yaca.

[Ipu BBenaeHMHM remapuHa B TEPAleBTHUECKUX J03axX TpeOyeTcss Hopmanu3aius ypoBHs AUTB.

BBenenue renaprHa MoXeT OBITH BO30OHOBIIEHO Yepe3 | yac mocie 3aBepiieH st MpoLeayphbl.

B mepuon remapuHoTepanuu cieayer u30eraTh BHYTPUMBIIICYHBIX WHBEKIHUNA BBHUIY pPHCKA

00pa3oBaHMs TEMATOM.

B ciiydyae Bo3HUKHOBEHUS TPOMOO3IMOOINYECKUX OCIOKHEHUH B X0/I€ TeapuHOTEPaIuU CIIeIyeT

yuutbiBaTh puck pazsutust [ UT Il Tuna u u3amepsaTs KOIUIECTBO TPOMOOIIUTOB.

[anrenTsl, OTyYaoNue rermapuHOTePaIHio, JOKHBI H30eraTh MOJIyUYeHHs TPABM.

[Ipn naUTENTPHOM NPHUMEHEHHMM JIEKApCTBEHHOIO IIperapaTa CyLIECTBYET PHCK pa3BUTHUSA

0CTE0NOopo3a, OCOOEHHO y MAlMEHTOB B TPYIIE pHUCKa (T. €. y MAlMEHTOB MOXKUJIOr0 BO3pacTa,

0COOEHHO KEHIIMH B TMEpPUOJ MOCTMEHOINAY3bl, OEPEMEHHBIX U KOPMSIIMX JKEHIIWH, a TaKXKe

neTei); cM. Takxke paszaeinsl 4.6 u 4.8.
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['emapuH MOXeT MPHUBECTH K YCHICHUIO U yBEHH‘IeHH}A_II'I'D:UHMeHEEMME ODFD;lI:I;H B

cilydae HEOOBIYHO OOMJIBHOTO HJIM AlUKIMYECKOT0 MAaTOYHOTO KPOBOTEUCHHSI HEOO0XOIUMO
UCKJIIOUUTH JII000€ opraHnyueckoe 3abojeBaHue, Tpedyromiee crnennpuyeckoro Je4eHus, myTem
JOTIOTHUTEILHOTO THHEKOJIOTUYECKOT0 00CIIeIOBAHMUS.

TepaneBTUYeCKyl0 703y TemapuHa CIeayeT KOHTPOJUpPOBaTh C momomlbio aHanmmn3za AYUTB,
OTKaJIMOPOBAHHOTO HA MECTE, C PEKOMEHIyeMbIM TepareBTHuecKkuM nuanazonom AUYTB ot 1,5
1o 2,5.

Kontpons AUTB ocymiecTBisitoT HE peke OJHOr0 pa3a B CYTKH C IMOBTOPHBIM H3MEPEHUEM
MPUMEPHO Yepe3 4 yaca Mocie KaKI0u KOPPEKTUPOBKH JO3bI.

[lepen BBeneHMEM renapuHa U3MEPSAIOT YaCTHYHOE TPOMOOIUIACTHHOBOE BPEMSI U TPOMOMHOBOE
BpeMsi. JlaHHbIE MOKa3aTeNnu JOKHBI HAXOIUTHCS B Mpeenax HOPMBI.

st Hanbonee pannero BeisiBieHus pazsutus [ YT 11 Tuna namepenre KoaudecTBa TPOMOOIIMTOB
CJIEAYeT OCYIIECTBIATh MEepe]l HAa4aJIOM JICUEHUSI U Ha 5-€, 7-€ U 9-€ CYTKM MOociie ero Havyaiua. Y
NAalMEeHTOB, HEIABHO TMOJYYaBIIUX TeHNapuH, KOJIUYECTBO TPOMOOLMTOB JIOTIOJHUTEIHHO
onpenenstor yepe3 12—24 yaca nocine Hayaia Je4eHUsI.

['enmapuH MOXeT OKa3bIBaTh BIMSHHE HAa IPOTPOMOMHOBOE BPEMS; TO CJEIyeT YUUTHIBATh MPU
OTIpeZieNIEHUH J103bI POU3BOIHBIX KYMapHHa.

lemapun cnenyeT NOpPUMEHATb C  OCTOPOKHOCTBIO Y  IALIMEHTOB C  IMOBBIIIEHHOW
YYBCTBUTEIBHOCTBIO K HU3KOMOJIEKYJISIPHOMY T€lapuHy.

ITanmeHTHl ¢ HapYIICHUSIMH d)VHKHI/II/I INSYCHHU MJIN ITOYCK

[Ipy Ha3HaueHWW remnapvHa NAaUUEHTaM C MEYEHOYHOM WM TMOYEYHOM HEIOCTaTOYHOCTHIO
HEOOXOIUM TIATEIbHBI MOHUTOPUHT, BKJITFOYAst KOHTPOJIIb OKa3aTeNeii CBePTHIBAEMOCTH KPOBH.
DT0 TaKke MPUMEHUMO B OTHOIICHUH BBEACHHUS TeTIApHHA JITIs TPEIyIPex ACHUS TPOMO0IMO0INN
(«HM3KOI03HAsY Tepamnus). Y TAIMEeHTOB C IMEYEHOYHOW WM TOYEYHOW HEIOCTAaTOYHOCTHIO
CYIIIECTBYET PUCK HAKOTUICHHS O€H3MIIOBOTO CITUPTA, YTO MPUBOIUT K TOKCUUECKOMY ITOPAKCHHIO
(MeTabOTUYeCKHi aluI03).

Pe3ncTeHTHOCTD K renapuy

Y HEKOTOPBIX MAIIMEHTOB BO3HUKAET MOTPEOHOCTH B MPUMEHEHUH T'elaprHa B HEOOBIYHO BEICOKUX
J03ax IS TOCTHXKEHUs TepaneBTuideckoro ypoBHss AUTB (pe3ucTreHTHOCTH K remapuHy). B
HEKOTOPBIX CIydasX 3TO MOXET OBITh OOYCIIOBIEHO Pa3IMYHON UyBCTBUTEIHLHOCTHIO aHAN3a
AUTB. B cBsi3u ¢ 3TUM BBeJIeHHE MOBBIIICHHBIX J03 TeMapruHa MaleHTaM C Pe3UCTEHTHOCTHIO K
TerapyuHy CIEAYET BBINOJHATh UCKIIOUUTEIBHO HAa OCHOBAHUHW PE3YJbTATOB JIOMOIHUTEIbHBIX
M3MEPEHHI aHTH-Xa-aKTUBHOCTH (11eseBoit nuamnaszon ot 0,35 no 0,7 ME/mn).

BcrnoMorarenbHBIE BEIIECTBA
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[Ipenapar I'emapun Hatpust coaepxkut 9,0 mp anpTangelzlalﬁgB%ll:'o -|]_3EJI”:M|_!'I"D CTB'O:pa'I.‘ITO

cooTBeTCTBYeT «mpu no3e MeHee 90 mr/kr/cyt» ([Ipunoxenue Ne 1 Pemenus Cosera EDK ot
03.11.2016 Ne 88). [IpoTBONOKa3aH HEIOHOIIEHHBIM U HOBOPOXACHHBIM (CM. pazzen 4.3).
MoskeT BbI3bIBATh TOKCHYECKHE U aHA(DUIAKTOUTHBIE PEAKINHN Y MIIaJICHIIEB U JIeTeil 10 3 JeT.
Hudopmarinio, CBsI3aHHYIO C HAJTHMYUEM B COCTaBe IMpernapaTa OEH3WIOBOTO CIUPTa, TAKXKE CM. B
paznenax 4.6 u 4.8.
Jannbplii npenapat coaepkut MeHee | Mmonb (23 Mr) HaTpus Ha OJHY J03Yy, T.€. IO CYyTH HE
COJIEPKUT HATPUSL.
bepeMeHHOCTB
[Ipu BO3MOKHOCTH pPEKOMEHAYETCS MpPUMEHEHHE TermapuHa 0e3 KOHCEpBAaHTOB, €CITU Teparus
remapuHoOM HeoOXoauMma BO BpeMsi OepeMeHHOCTH. OTCYTCTBYeT Kakas-1ubo uHbOpMamus o
HEOJIaronpusATHBIX UCXOAaX, CBA3aHHBIX C BO3JEWCTBHEM Ha IUIOJ MCIOJIb3YEMOrO0 B KauecTBe
KOHCEpBaHTa OEH3WJIOBOrO CHUPTA, MOC]E BBeIEHUs Mpernapata marepu. OAHAKO, MOCKOJIBKY
OCH3MIIOBBII CIIUPT MOXKET MPOHUKATh Yepe3 IJIalleHTapHBIA Oaphep, peKOMEeHIyeTcsl n30eraTb
NPUMEHEHUS TelaprHa, B COCTaBE KOTOPOTO COJNEPKUTCS OCH3WIIOBBIA CIHPT, BO BpeMs
OCpEeMEHHOCTH.
BBenenue renaprHa B TEpaneBTUUECKUX 033X CIEAYET MPEKPATUTH HE MEHEe YeM 3a 24 yaca 10
WHAYKIIMHA POJIOB WITM BBIMIOJTHEHUS KECapeBa CEUCHUS.

eTu
beH3uoBeIi CIUPT MOKET BBI3BIBATH TOKCUYECKUE U aHA(DWIAKTOUIHBIE PEaKIIUU Y MJIa/ICHLIEB
U 7eTeil B Bo3pacte 10 3 neT (cM. paszaen 4.8).
[Ipn HazHayeHWW TemapuHa MIIAJCHIIAM WIH JETSIM HEOOXOJUM TIATENbHBII MOHHMTOPHHT,
BKJIIOYasi KOHTPOJIb TIOKa3aTellel CBEPTHIBAEMOCTH KPOBU. DTO TaKKe MPUMEHUMO B OTHOIIICHUHU

BBEJICHHS TeTaprHa s IPEIyIPEKISHUS TPOMO0IMOO0INN («HU3KOI0O3HAS) TEparusl).

4.5 B3aumojeiicTBHe ¢ JAPYrMMH JIeKAPCTBEHHBIMM MpenapaTtaMM M Jpyrue BHAbI
B3aUMOJAeHCTBUSA

JIpyrue JeKkapCTBEHHBIE TIpemapaThl

Ycunenue oeticmsus eenapuna

Knunuuecku 3HaunMoe yCuiIeHHEe NEHCTBUS renapuHa, BO3MOXKHO, CBSI3aHHOE C MOBBIIIECHHBIM

PHUCKOM KPOBOTEUEHUSI, MOKET ObITh BBI3BAHO CIICAYIOIIMMH MperapaTaMu:

® VHTHOUTOPHI arperaiud TPOMOOIMTOB, TAKHE KaK alleTHIICAIUINIIOBAS KHUCIOTa B BHICOKHX
no03aX, THKJIONWAWH, KJIOMUAOTPEN, AWIMHPUAAMON, OJOKATOPBI TIUKOIMPOTEHHOBBIX
penentopos IIb/Ila;

e (puOPUHONMHUTHKY;
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® [IpOYME aHTUKOATYJISHTHI (HalpuMep, MPOU3BOIHEIC KYMAPUH OHJAITAPAHYKC, TACUTATPaH,

JpyTHe TernapuHbl WM TeNapruHONOI00HbIC BEIIECTBA);

® HEKOTOpBIE HECTEPOHIHBIC MPOTHBOBOCHAIMUTEIbHBIC MpemapaTsl (HampuMep, KEeTOpOJak,
TUKIO(EHAK BHYTPUBEHHO);

¢ TICHUIIWIJINH B BBICOKUX J103aX;

® I[IMTOCTATHYECKHUE MPETaparThl, KpOMe JOKCOPYOUIIHHA;

® JIEKCTPaHBI.

Ocnabnenue Oeticmsusi cenapuma

JleiicTBue remapruHa MOXKET OBITh OCITA0JICHO CIIEAYIONIMMHU JIEKApCTBCHHBIMU CPEACTBAMHU:

® JIOKCOPYOWUIIVH;

® HHUTpATHl: COOOIIAJIOCH O CHWKEHUM aKTUBHOCTH TeMapWHa TMpH OJHOBPEMEHHOU
BHYTPUBEHHOW MH(Y3UH TIIUIECPUITPHHATPATA;

® OCHOBHBIC JICKAPCTBEHHBIE TMpemnaparbl (Hampumep, (EHOTHA3UHBI, TPHUIMKIMYECKUE
NICXOAKTHBHBIC BEIIECTBA, aHTUTUCTAMUHHBIC TIPENapaThl): B3AUMHOE OCJIa0JICHHE ICHCTBHS
IpernapaToB MyTeM 00pa3oBaHus COJEH.

BimsgHue renapuna Ha ASHCTBHE APYTUX JISKAPCTBEHHLIX MPENapaToB

[IpenapaTsl, KOTOpbIE MPUBOAAT K MOBBIIIEHUIO YPOBHS KalHs B CHIBOPOTKE KPOBU (Hampumep,
AITMCKUPEH, MHTHOUTOPHI aHTHOTeH3UHIIpeBpaniatomero ¢pepmenta (AIID)), cieayer Ha3HAUaTh
COBMCCTHO C TCHHapUHOM HCKIIIOYHUTCIBHO IMPU YCIOBUHU TINATCIBHOI'O KOHTPOJIA (CM. TaKXKe
paznen 4.4).

W3BecTHO, 4TO TenapuH aKTUBUPYET JUMONPOTEHHIINIIA3Y [IJIa3Mbl, YTO CIEAYyeT YUYUTHIBATH MPU
OJIHOBPEMEHHOM MPUMEHEHUHU IenaprHa ¢ MpenapaTaMi ¢ U3BECTHBIM BBICOKHM CBSI3bIBAHUEM C
6GHKaMI/I IMJ1a3Mbl U Y3KHUM TCPAINICBTHUYCCKUM JHANNA30HOM (HaHpI/IMep, CCPACUYHLBIC FJ'II/IKOBI/I,Z[BI).
Kypenue

HukoTuH MOXeT yBenu4uBaTh KJIMPEHC TelapuHa U YaCTUYHO OCHaOJsATh aHTUKOATYJISTHTHBIN

s dexT remapuna (cM. Takxke pasaen 4.2).

4.6 ®epTHIBHOCTD, 0€PEMEHHOCTD W JIAKTALMS

bepemeHHOCTD

Hmeroecs: TaHHBIE CBUIETENBCTBYIOT 00 OTCYTCTBHM IMOPOKOB Pa3BUTHS IUIONA, a TaKXKe
aMOpuo- Wi (eToTokcudeckoro 3¢ @dekra BCICACTBUEC HA3HAUYCHMs TenapuHa OepeMEHHBIM
JKEHIIUHaM. Pe3ynbpTaThl HCcCcIeI0BaHUN HA )KMBOTHBIX YKa3bIBAlOT HA OTCYTCTBHUE MPSMOTO WM
KOCBCHHOI'O OTpUIATCIBHOTO BO3ﬂGﬁCTBHH, CBsA3aHHOI'O C perOI[yKTHBHOﬁ TOKCHUYHOCTBIO.

I'enapuH He MPOHUKAET Yepe3 IUIAleHTapHbIH Oapbep.
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OEpeMEHHBIX JKCHIIMH C COMYTCTBYIOUIMMM 3a00JIeBaHMSIMM, a Takxke Yy OepeMeHHBIX,
MOJIy4YaIOLUX JOMOJIHUTEIBHOE JIEUEHHE.

OrcyrcTByeT Kakas-mubo uHpopmanus O HEONIaronmpusTHBIX HCXO0JaX, CBS3aHHBIX C
BO3/ICIICTBIEM Ha IJIOJ UCIIOJIb3YEMOT0 B KayecTBE KOHCEpBaHTa OEH3MJIOBOTO CIUpTA, MOCIe
BBeZICHUs npenapara marepu. OHaKo, MOCKOIbKY OCH3UJIOBBIM CIIUPT MOXET MPOHUKATH Yepes3
IUTAllEHTApHBIN Oapbep, peKOMEeHIyeTcsl n30eraTb MPUMEHEHHUs T'ellapiHa, B COCTaBe KOTOPOTo
COJIEP)KUTCS OEH3UJIOBBIM CIUPT, BO BpeMs OEpPEeMEHHOCTH. YUUThIBasi BO3MOXKHBIN Bpen,
KOTOPBIA HAaHOCUT OCH3WIOBBINH crupT rioay (cMm. paszensl 4.3 u 4.4), monb3y NMPUMEHEHUS
renapuHa y MaTEpU COMOCTABIISIIOT C MOTEHIIMAIIBHBIM PUCKOM IS TUIOAA.

BBenenue renapuHa B TepaneBTUUYECKUX J03aX CIELYET IPEKPATUTh HE MEHEE YeM 3a 24 Jaca 10
WHAYKIMH POJIOB WJIM BBIMOJHEHUS KEcapeBa CEUCHUS.

JlniutenbHOEe TNpUMEHEHHE TelmapuHa MOXET TOBBICUTh PHCK pa3BUTHS OCTEONOpo3a Yy
OepeMEeHHBIX JKEeHIUH (CM. TaKxke pasnen 4.4).

Puck mopakeHHs KOKU BbIIIE Y OCpEeMEHHBIX >KEHIIMH, YeM y HeOepeMeHHBbIX >keHIMH. [Ipu
HEOOXOJUMOCTH BBINOJIHEHUS SMHUIYpaIbHOW WM CIHHAJIBHOM aHECTe3UH y OepeMeHHBIX
MUHUMAaJbHBII BpEMEHHON MHTEPBAJI MEK1y BBEJICHHEM MOCIEAHEN 103bI TelapiHa U BBeIEHUEM
UTJIbl UM U3BJIEUEHUEM KaTeTepa COCTaBIseT 4 yaca.

JlakTanus

['emapun 1 ero mMeTaboOJUTHI HE BBIBOASTCS ¢ MOJOKOM MaTepu. OpHako OCH3WIOBBIM CHUPT,
UCIIONIb3YEMBI B KauecTBE KOHCEpBaHTa B Ipemapare [emapuH HaTpusi, BEPOSATHO, MOKET
BBIJICJIUTHCSI B MOJIOKO MaTe€pHU U MOMACTh B OpraHu3M pebeHka. B cBs3M ¢ 3THUM cienyer ¢
OCTOPOXKHOCTBIO Ha3zHadyaTh InpernaparT [‘emapuH HaTpus KOpPMSAIIMM OKEHIIMHAM M, IO
BO3MOXXHOCTH, HCIIOJIb30BaTh TeMapuH HaTpus 0e3 KOHCEpBAHTOB. J[nHuTenbHOE NMpUMEHEHHE
renapuHa MOXET MOBBICUTh PUCK Pa3BUTHsI OCTEONOPO3a y KOPMSIIMX JKEHIIMH (CM. TaKxke
paznen 4.4).

DdepTUabHOCTD

Wupopmanus o HeOIaronpusaTHOM BIMSHUU TeNapuHa Ha PENpOAYKTUBHYIO (YHKIHUIO
OTCYTCTBYET. B L1€710M, COIIaCHO MMEIOIUMCS JIMTEPAaTypHBIM JaHHBIM, I€IapUHOTEPAINs, KaK
IIPaBUJIO, CYUTAETCS CKOPEE MOJIE3HOU, YEM HEXKEIIATEIbHOM.

VY manueHTok ¢ aHTUPOCHOTUNMHUIHBIM CHHIPOMOM PEKOMEHIYETCS TPEeapoa0Basi MpoduIakTHKa

rernapuHOM.

4.7 BausiHMe HA CMOCOOHOCTH YNPaBJATH TPAHCNOPTHBIMU CPeACTBAMH U PadoTaTh €

MEXaHU3MaMHU
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A e e
[Mpenapatr T'emapuH HaTpWss HE BIHSET MK HesHANH TTb RO BT 1 CIrJeO GOt K

YIPaBJIECHUIO TPAHCIIOPTHBIMU CPEICTBAMH, PA0OTY ¢ MEXaHHU3MaMH.

4.8 HexxennaTebHbIe peakiuu

Pe3roMe HexxenaTeabHbIX PEAKIINN

HesxenaTelbHBIC PeakIuy MEPEUYUCIICHBI B COOTBETCTBHH UX C YaCTOTOW BOSHUKHOBCHHS: OYCHB
gacto (>1/10), wacto (>1/100, vHo <1/10), Hewacto (>1/1000, HO <1/100), penko (>1/10000, HO
<1/1000), ouens peako (<1/10000), gactora Hen3BecTHA (HA OCHOBAHWU HUMEIOIIUXCS JAHHBIX
OIICHUTH HEBO3MOKHO).

Nudopmanus 000 BceX peakIusaX, IMOJyYeHHAs B XOJ€ aHaIW3a IOCTPETUCTPAIMOHHOTO
npUMeHeHHs (CIIOHTaHHBIC COOOIICHUS W HAay4Has JIMTEparypa), OTHOCUTCS K TOMYJISIHH
NAIMEHTOB, XapaKTEPUCTUKUA KOTOPHIX B 3HAYUTEIHHON CTEICHH OCTAIOTCS HEH3BECTHBIMH. B
CBS3M C 3THM KOHKDETHBIC JJaHHBIC HE MOTYT OBITh IMPEIOCTABIICHBI, a YaCTOTa yKa3aHa Kak

HCHU3BCCTHAs.

Hapywenusa co cmoponuvl Kposu u tumgamuyeckou cucmemsl

Yacmo

I'UT I Tuna.

B wnavane remapunotepanmuu — jerkas [UT 1 tuma (xommuectBo tpomOommToB 100000—
150000/mxu), 6e3 TpoMO03a. TpoMOOIITONICHNS, KaK MPAaBUIIO, PAa3BHUBAETCS B TEUEHUE MEPBBIX 5
CYTOK JICUEHUS U, BEPOSITHO, 00YCIIOBIIEHA MPSIMBIM BO3JICHCTBUEM Ha TPOMOOIIUTHI.

Yacmoma neuzsecmua

Do3uHOpUITHSL.

Hapywenus co cmopoHvl uMMYHHOU cucmembl

Heuacmo

AJiepruyeckue peakiuu JJI000ro xapakrepa U CTENeHH TSHKECTH € Pa3IMYHBIMU MPOSIBICHUSIMU
(Hanmpumep, KpalmuBHUIIA, 3y, OABIIIKA, OPOHXOCTIa3M, THIIOTCH3HS).

Peodko

AJtepruyeckue peakinu, BbI3BaHHbIC O€H3UIOBBIM CITHPTOM.

Tsoxenas remapuH-UHIYIIMPOBaHHAs, UMMyHoOomocpeaoBanHas Tpomboruronenus (I'UT Il tuma).
Quenb pedxo

AHa(uIaKTUYECKUI MIOK, OCOOCHHO y TAIMEHTOB C BBICOKHMM YPOBHEM HMMYHOJIOTHYECKOM
PEaKTUBHOCTH, paHee MOIyYaBIINX FenapyuH.

Hacrynnenne TpomOoruronenuu Il Tumna ¢ 3a1epkKoit 10 HECKOIBKUX HEIEb MTOCIIE 3aBePIICHUS
BBEJICHUS TeMapHuHa.

Yacmoma Heuzsecmmua

10



Peakuusi runepuyBcTBUTENbHOCTH [V THnma

COOTBETCTBYET 3KCINEPTHI
ot 11.10.2024 N= 2215

anpuméh. “fropaRkri konit, Spdie

OMY OTUETY

.n.——.

M%ITO?HLIC

MnaryJibl 1 OJIAIIIKK B MECTE I/IH’beKI_II/II/I) MOKCT MMPOTCKATh JIATCHTHO JO HECCKOJIbKUX MCCAIICB.

Hapywenus co cmopoHvl 3H0OKpUHHOU cucmembl

Peoxko

['unoanbrocTepoHU3M, MIPUBOAAIIUN K TUIIEPKATHUEMUN U METa00INYECKOMY alli103y, 0COOEHHO

y MaIMeHTOB C HapyIIeHneM (QYHKIIMH MOYEeK M caXapHbIM 1uadeToM (cM. Takoke pasnen 4.4).

Hapywenus co cmoponul HepéHoii cucmemvl

Yacmoma neuzsecmua

[TocTOSIHHBIM WM BPEMEHHBIM Tapajdy BCIEIACTBUE CyOapaxHOWIATBHOW WM JIHAYPaTbHOU

IéMaTOMBI IIOCJIC HeﬁpoaKCHaﬂbHOﬁ AaHCCTC3H1 M.

Toxkcuueckue PCaKlu, BbI3BAHHBIC OEH3MIIOBEIM CIIUPTOM.

Hapywenus co cmoponwl cocyoos

Quenb yacmo

KpoBoreuenue (cm. Takxke paznenst 4.4 u 4.9).

B 3aBucumoctu ot J03bI ITIOBBIIACTCA 4aCTOTAa KpOBOTe‘IeHI/Iﬁ 13 JII000T0 OopraHa UJiv TKaHH.

Hapywenus co cmoponbl neuenu u s#cenuedbl8o0auux nymeti

Quenb yacmo

IToBeImIeHTE KOHICHTPpAUX NICYCHOYHBIX q)epMeHTOB (HOBBIH_IGHI/IG KOHIOCHTPALUX TpaHCAMHUHA3

(acmapratramuHotpancepaza  (ACT),

anmaHMHaMHHOTpaHchepasa  (AJIT)),

ramMma-

TIIYTAMUJITPAaHCICITUAA3BI, JTAKTATACTUAPOr€HAa3bl W JIUMIIA3bl B CBIBOPOTKEC KPOBH, BO3MOXKHO,

MPUBOAIICE K YBETUUCHHUIO COJEPKaHMs CBOOOTHBIX JKUPHBIX KUCIO0T). OHAKO TaKue PeaKIuu

SIBJIIAFOTCA 06paTI/IMBIMI/I.

Hapymenuﬂ CO CNMOPOHBL KOJHCU U NOOKONCHBIX MKAHEL

Heuacmo

Hpexo/:[ﬂma;l ajonenus BCJICACTBUE JJIUTCIbHOIO IPUMEHCHUA, HCKPO3 KOXKU.

Hapymenuﬂ CO CNMOPOHbBL CKeNIeMmHO-MbIUUEYHOU CUCTNEMbL U COCOUHUMENbHOL MKAHU

Yacmoma Heuzgecmmua

Ocreonopo3 (Tocie JTMTETBHOT0 MPUMEHEHHUsI TerapuHa) (CM. Takke pasnensl 4.4 u 4.6).

Hapywenus co cmoponvl penpo0ykmusHoU cucmemsl U MOJIOYHBLX Jicelle3

Quendb pedxo

[Tpuanusm.

Obwue HapyweHus U peakyuu 8 mecme 66€0eHus.

Yacmo
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MecTHBIE TKaHEBBHIC p€akiuu B MECTEC HHBEKIIUU, f&&é]@glf%ﬁgﬁﬂhﬁg; I:H]E)R‘[;‘lchI;II-eIII{I/Ie,

N3MCHCHHC 1IBCTA U HeOOJIBIIINE TeMAaTOMEL.

Onucanue OTJICILHBIX HEXKEIATCIbHBIX PEeaKIIUM

TI'enapun-unoyyuposannas mpomoboyumonenus Il muna

Tsokenas renapuH-uHAYIUPOBaHHAS, MMMYHOOIIOCPEI0BaHHAas TPOMOOLIUTONICHUS
(rpomOoruronenus Il tuma, TUT II) xapaktepusyercss TeM, YTO KOJUYECTBO TPOMOOIIMTOB
3ameTHO HIke 100000 enrHUIT HA MUKPOJIMTP WU OBICTPO CHUXKAaeTcs 10 ypoBHs MeHee 50 % ot
HCXOJIHOTO 3HA4YEHUs, COMPOBOXKIAETCS TPOoMOO30M WU sMOonmei aptepuii wim BeH, J[BC-
CUHAPOMOM (AMCCEMHUHHUPOBAHHOE BHYTPUCOCYINCTOE CBEPTHIBAHUE), HEKPO30M KOXKHU B MECTE
UHBEKIUN. AHTUKOATyJITHTHOE JEHCTBHE TenapruHa MOXKET ObITh CHIKEHO.

VY mnauueHTOB 0€3 paHee BBIBICHHOM T'HIIEPUYBCTBUTEIBHOCTH K TEHNapuUHY CHIDKEHHE
KOJIMYECTBA TPOMOOITUTOB OOBIYHO MPOUCXOAMT B MepuoJ ¢ 5 mo 14 cyTkw mocie Havaia
renapuHoTepanu. Y NAIlMEHTOB C MMEIOMIMMHCA aHTUTEJIaMH K TemapuHy TaKoe CHUKEHHE
HAYMHAETCs y’Ke Yepe3 HECKOJIbKO YacoB MOCIE BBEACHUS. YeM BBIIIE CTENEHb TSKECTU TPABMBI
U, COOTBETCTBEHHO, YPOBEHb BBICBOOOXKIEHUS TpoMOoruTapHoro ¢akropa 4 (I1d4), tem Bolie
BEPOATHOCTh TOrO, YTO y TMalueHTa OyayT BblpabaTbiBaThesi anTuTena [MT u wHacTynmut
xkyimHuueckas ['UT.

Cpa3zy mocne BO3HUKHOBEHHs TpomOouurtornenuu Il Tuma ciemyer HeMeIUIEHHO MPEKPAaTHThH
BBEJICHUE rernaprHa. DKCTPEHHOE JIeUeHHE 3aBUCHUT OT XapaKTepa v CTEIIEHH TSHKECTH CUMIITOMOB
3a0oneBanus. [loBTOpHOE mMapeHTepalbHOE MPUMEHEHUE TrenapuHa y NalueHTa abCOII0THO
MPOTUBOMNOKA3aHO.

IlanueHThl, MOAKIIOYEHHBIC K alapaTy S3KCTPaKOpIopalbHOrO KDOBOO6DaH_IeHI/I$I

B 0CcHOBHOM BO3MOKHBIE ITOOOYHBIC PCaKuu SABJIAIOTCA TAKUMU KC, KaK U 'y JIPYTUX IMALTUCHTOB.
HaHI/ICHTBI, Haxoadg1muecs Ha reMOJHaJIN3€, MOT'YT ITOABEPTaThCA ITOBBINICHHOMY PHUCKY Pa3BUTHA

aHa()MIIAKTUYECKUX M aHA(PUITAKTOUIHBIX PEAKITHH.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O TMOA03pEBAaEMBbIX HEXKENATeNbHBIX PEAKIMAX IOCIE PETUCTpaIiH
JIEKapCTBEHHOT'0 Tperapara ¢ 1elbio 00ecredeHnsl HeMPepbIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM paOOTHUKAM PEKOMEHIYeTCs
coolmiate O JOOBIX MOJ03PEBAEMBIX HEKENATENbHBIX PEaKIHsIX JIEKAPCTBEHHOIO Iperapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHHUSI O HEXEIAaTeIbHbIX PEAKLHUAX rOCyIapCTB — YWICHOB

EBpa3zuiickoro 5KOHOMUYECKOTO COI03a.

Poccuiickas @enepanus

denepanbHas ciyx0a o Hag30py B cdepe 3npaBooxpaneHust Poccuiickoit denepamnmu
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Anpec: 109012, r. MockBa, CnaBsiHCKast TIJI01IIA,

Tenedon: +7 (800) 550-99-03
OnexkrponHas noura: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

4.9 Ilepeno3upoBka

CuMITOMBI

KpoBoTeuenusi, B GOJBIINHCTBE CIIy4aeB U3 KOXKHBIX TTOKPOBOB, CIU3UCTHIX 000JIOYEK, paH, U3
KEIyAOYHO-KUIIIEYHOTO TpPaKTa, MOYEBBIBOISAIIMX MyTeH M MOJIOBbIX myTed. Takke Moryr
pa3BUBAThCSl KPOBOMBJIMUSHUS B Jpyrue BHYTPEHHUE OpraHbl, HalpuMep, MO3T U JIETKHE.
CHIXEeHHE apTepUaIbHOTO JABJICHUS, CHI)KCHUE T'€MATOKPUTA WU APYrHe CUMITOMBI MOTYT
YKa3bIBaTh Ha CKPHITOE KPOBOTEUYEHHUE.

Jleuenue

Jleckoe unu ymepennoe ne yepooicaroujee HeusHu KpogomeueHue

Crnenyer OTMEHUTH TelapyH.

Taocenoe yepooicaiowyee Hcu3Hu Kpogomeuenue

[Tocne uckIOUeHUs APYyTUX NMPUYNH, BKIIOYast AeuuT GpakTopoB cBepThiBaHMS KpoBu u JIBC-
CUHJPOM, BBOJAT MPOTAMUH, YTOOBI HEUTpaIM30BaTh ACHCTBUE renapuHa.

[IpoTamuH cienyeT MPUMEHATh ¢ OONBIION OCTOPOKHOCTBHIO TOJBKO MPU YTPOXKAIOUINX KU3HH
KPOBOTEUECHHSX, MTOCKOIbKY MOJHAS HEWUTpain3alus renapuHa CBsi3aHa C MOBBILIEHUEM pPHCKa
BO3HUKHOBEHHUSI TPOMOO30B.

[Tpu 3TOM HEOOXOAMMO YUUTHIBATh MEPUOJ MOTYBBIBEACHUS IeapvHa U3 CHIBOPOTKH KPOBU U
Coco0 ero BBEJCHHUS.

[IpoTamMuH BBIBOAUTCS M3 KPOBEHOCHOTO pyciia HAMHOTO ObicTpee remapuHa. IPQPEeKTUBHOCTD
HEeWTpaIU3alluM rernapuHa KOHTpoaupyercs nyteM onpeaenenus AUTB.

B oTHOmEeHNN remnapuHa remoauanu3 HedphekTuBeH.

5. PAPMAKOJOTHMYECKHE CBOMCTBA

5.1 ®apmakoguHaMH4YeCKHe CBOMCTBA
dapMakoTepaneBTUYECKas Irpymna: aHTUTPOMOOTHYECKUE CPEACTBa; IPyIa rernapuHa.
Kox ATX: BOIABO1

Mexanusm aeiictBus u hapMakoauHaMudeckue 3O GHEKThI

'emapuH — 3TO KUCHBII MONMIMCIEPCHBIN MONMCcaxapui. 3a C4eT OTPULATENBHOIO 3apsiia OH
0o0pa3yeT KOMILIEKCHI C OIPEICIEHHBIMU O€lIKaMu, U3MEHsSI UX OMOJIOTHYECKYI0 aKTUBHOCTh. B

YaCTHOCTH, ITyTeM 00pa30BaHMsI KOMIUIEKCA C rermapruHoM akTUBHOCTH aHTUTpoMOuHa 111 (AT III)
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AT III, oOpa3ys ¢ HUM KOMIUIEKC, YTO M OOECIIEYMBAET €ro aHTHUKOAryJssHTHOE ICWCTBUE.
OcrasnbHble 1B€ TPeTH 00J1a/1al0T MUHUMAaIbHON aHTUKOATyJITHTHOM aKTUBHOCTBIO (0K0JI0 15 %)
B TEpaleBTUYECKUX KOHLEHTPALUAX, OJHAKO B CIIy4ae MPEBBILICHUS TepaneBTHUYECKOrO
JMara3oHa KOHIIEHTpaIui Kak BbiIcOkoadOUHHBIN, TaK U HU3K0aG(OUHHBIN TelapuH YCUIIUBAIOT
anTuTpoMoOoTHUecKuil 3 ekt kodakTopa remapuna I (KT II).
AKTUBUPOBAaHHBIN aHTUTPOMOMH MHTUOMPYET pa3iMyHbIe CEPUHOBBIC MPOTEA3bl, B TOM YHCIE
daktopsl cepThiBanus Xlla, Xla, Xa, [Xa, VIla u Ila. ®akrop VIla ymepenHo uyBcTBUTENEH, a
ITa (TpoMOuH) 1 Xa, HaPOTHUB, 00JIa/IAI0T BHICOKON YyBCTBUTEIBHOCTHIO K ICUCTBUIO KOMITJIEKCA
AT-renapus. Huskue 10351 renaprHa B O0JIBIIMHCTBE CIy4YaeB yCKOPSIIOT MHAKTHBALIUIO (hakTopa
Xa. OtuM oOBsicHseTcs A(PPEKTUBHOCTh IMPHUMEHEHHsI TemapuHa B HU3KHX J03aX Ul
npoUIaKTUKA TPOoMOOIMOOIUHU. AHTHKOAryJissHTHOE JEWCTBHE TIemapuHa 3aBHCHT  OT
KOHIEHTpAllUu aHTUTpOMOMHA U (uOpuHOreHa. I'emapuH B BBICOKHMX [03aX WHAKTUBUPYET
oOpasyrouiuiics B M30bITKE TPOMOUH U TAKMM 00pa3oM MpeAoTBpaliaer oopazopanue GpudprHa u3
¢ubpunorena. ['enapun Takxe oka3pIBaeT BIUSHUE HA (PYHKIIHIO TPOMOOIIUTOB.
Hekortopeie BemecTBa, comepkamuecs B Tpombornurtax (TpoMOomuTapHbiii  (aktop 4),
HEUTPANIU3YIOT FeMapyH.
W3BecTHO, UTO renapuH akTUBUPYET JIUIIONPOTEHHOBYIO JIUMAa3y B IIa3Me KPOBU.
BnusHue Ha ocTeoreHe3: HE3aBUCHMO OT CBOEH aHTHUKOATYJSIHTHOM AKTUBHOCTH, TelapHH
MoJiaBJsieT 00pa30BaHUE OCTE00JACTOB U AKTUBUPYET OCTEOKIIACTHI.

eTu
Konnenrpauuss aHTuTpoMOMHA B TIjIa3Me KpPOBH ABISETCA (DU3MOJIOTMYECKH HHU3KOM IpH
poxaenun (npubnuzurenpao 0,5 ME/mi) u 1o 3-X MecsyHOro BO3pacTa HE YBEITHYHUBACTCS IO
YpOBHS B3pocioro uenoBeka. Kpome notpeGHOCTH B IPUMEHEHUH MOBBIIIEHHBIX 103 MpernapaTa
y nered, pU3NOIOrNYecKd HU3KUN ypOBEHb aHTUTPOMOMHA B TEUCHHE MEPBBIX MECALEB KU3HU
MOXET OrpaHuuyuBaTh 3(QekTuBHOCT, HedpakuoHUpoBaHHOro renmapuHa (HOI) wHapsay c
NaTOJIOTUYECKUMU  COCTOSTHUSIMHM, KOTOpbI€ TPUBOIAT K JONOJHHUTEIBHOMY CHUKECHHUIO
koHneHTpanuu AT B 1mazMe KpoBu (HampuMmep: HEPOTHUECKHH CHHIPOM, ITUPPO3 TEUYCHH,
Tepanus L-acraparuHa3zoi mpu octpom TuM(OoOIacTHOM JICHK03€) M TTOBBIIICHUIO KOHIICHTPAIIHI
0eTKOB OCTpOH (ha3bl, CBAZBIBAIOIIMX I'€IIAPHH B TUIa3Me KPOBU.
BripaboTka TpoMOMHA B MJa3Me€ KpPOBH HOBOPOXKIEHHBIX 3aMEIIISETCd M CHIDKAETCS 10
CPaBHEHMIO C TAKOBOM y B3pOCIIBIX MAIIEHTOB, U €€ YPOBEHb aHAJOTMYEH TAKOBOMY Y B3POCIIBIX
MAI[MEHTOB, MOJYyYalolUMX TIeMapuH B TepaneBTUYECKUX Jo03ax. Ha BTOpoM roay Xu3HU
CHOCOOHOCTh MJIa3Mbl KPOBU T'€HEPUPOBATh TPOMOWH IOBBILIAETCS, OCTABAsCh MPH HTOM Ha

IPOTSKEHUH BCETO JETCKOT0 BO3pacTa MPUMEpHO Ha 25 % HMKE, UeM Y B3POCIIbIX.
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ot 11.10.2024 N= 22135
(NOCNEQCBATENEHOCTE 0003)

5.2 PapmakokuHeTHYECKHE CBOMCTBA

COOTBETCTBYET ZKCNEPTHOMY OTUETY

AOGcopbuus

BcenencrBue BBICOKOM OTHOCHUTEIIBHOM MOJIEKYJISIPHOM MacChl M OTPULATENBHOIO 3apsiaa
MOJIEKYJIbl TelnapuHa He a0copOupyIOTCS B KHUIIEYHHMKE, OJHAKO YCBaMBAaIOTCA IpH
HapeHTepaIbHOM BBEJICHUHU (BHYTPUBEHHO WU MOAKOYXHO) MM UHTAJISALMSIX.

buonocTynHocTh

[Tocnie BHyTpUBEHHOTO BBEACHMS ICHCTBUE TeIIapHHA HACTYIAET MPAKTHYECKH CPasy.

IIpy MOAKOKHOM BBEJICHHMM JIEMCTBHE TeNapUHA TMOJYMHSIETCS HEIWHEHMHONW KHHETHKE, YTO
00yCIIOBJIEHO COYETaHHWEM HACBHIIIAEMbIX M HEHACBIIIAEMbIX MEXaHU3MOB KiHpeHca. Takum
o0Opa3om, mdaHHbIN 3((HEKT TPUBOIUT K CHIDKEHUIO HECBS3aHHOW ()pakiMu remapuHa, a TaKke
AHTUKOATyJITHTHOW aKTUBHOCTH TelapyWHa B HU3KUX KOHIEHTpAIUsAX. B JomoiHeHue K 3ToMy
CBs3bIBaHUE TenapuHa ¢ pakropoM hon Buimebpanna nHruOupyeT GyHKIIMIO TPOMOOITUTOB.
buopocTtynHOCTh remapuHa NpU TOAKOXKHOM BBEICHHH HOCHT J[0303aBHCHMBIN XapakTep.
buonoctynmHOCTh, M3MepsieMasi aKTHBHOCTHIO aHTH(akTopa Xa, MOBBIMIAETCS C YBEIHYCHHUEM
J103b1 B ipeaenax npumepHo ot 30 % npu Hu3Kux 03ax npemnapata 10 100 % npu BBICOKHX J103aX.
Takum 06pazom, mocie MoAKOKHOTO BBEJIEHUS IMpernapaTa AecTBHE reraprHa HacTynmaeT yepes
30-60 MuHYyT.

Ecnu Tpebyercs HeMeICHHOE TOCTHXKEHUE aHTUKOATYJSIHTHOTO 3 deKTa, HadalbHas 1032 JJIs
MOJIKOYKHOTO BBEJICHUS JJOJHKHA COMPOBOKIATHCSI BHYTPUBEHHBIM BBEJICHUEM OOJIFOCHOM J03HI.

Pacnopenenenue

['enapuH B BBICOKOW CTETEHHM CBSA3BIBACTCS C O€NKaMH IUIa3Mbl (JIUIIOMPOTEHMHAMH HU3KOH
IUIOTHOCTH, TTIO0YJIMHAMH, B YaCTHOCTH, aHTUTPOMOUHOM U (pubpuHOoreHom). Takum obpazom,
0o0BbeM pacripesienieHus], Kak MpaBuio, OTPaHu4YeH 00BEMOM IUIa3Mbl. DTO TAaK)Ke MPUMEHUMO B
OTHOUICHUH B3POCIBIX MAalMEHTOB, HAXOMAIIMXCSA Ha JIUANN3€; B JAHHOM CIydae yKa3aHHBIN
00beM pacnpeneneHus cocrasisier mpumepHo 0,07 i/kr.

BI/IOTDaHCd)ODMaHI/IH U 3JIMMUHAIIUA

[Ipu mapeHTepaqbHOM BBEJICHUU T'eApUH BBIBOAMTCS M3 KPOBM 32 CYET COYETAHUS OBICTPOTO
HACBIIAEMOI'0 MEXaHU3Ma HYJIEBOTO MOPAJKAa M 3HAUYUTEIBHO 0ojee MENJIEHHOTO MEXaHH3Ma
neporo nopsaka. Haceimaemast ¢aza knupeHca remapuHa oOYCIOBJIEHA CBSI3bIBAHUEM C
PETHKYJIORHIOTENNAIBHON CUCTEMOI (HallpuMep, peLenTopaMu 3HIOTEIHAIBHBIX KIIETOK,
Makpogaramu), B KOTOPOi OH YCBauBAECTCA U JICTIOIMMEPH3YETCs C TIOCIEAYIOLUINM Pa3JIoKEHUEM
B IICUYEHM C Yy4YaCTHEM TIelapuHa3, a 3aTeM BBIBOJUTCS C MOYOH, B OCHOBHOM B (Qopme
JENOJIUMEPU30BAHHOTO0 MHAKTUBUPOBAHHOTO IeNIapHHA.

MexuHAUBU Ty alIbHBIN IIEPHO/ OTYBBIBEEHUS COCTABIISIET IpUMEPHO 1—-2 yaca. OH 3aBUCHUT OT

BBEZICHHOM 1103bl, (PYHKIIUH MT€YEHH, I0YEK U COMYTCTBYIONIUX 3a00IeBaHUH.
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COOTBETCTEYET JKCMNEPTHOMY OTUYETY
ot 11102024 N2 22199
6. DAPMAIIEBTUYECKHUE CBOVICTBA (NOCNEOOBATENBHOCTL 0003)

6.1 Ilepeyenb BcmoMorareJibHbIX BellleCTB

- beH3UI0BbIN CIUPT;

- Harpus xnopun;

- Bona i1t uHBEKIUM.

6.2 HecoBmecTUMOCTD

JlaHHBII NE€KapCTBEHHBIM IpemnapaT HE CJleAyeT CMEIIMBaTh C APYTMMH JIEKAPCTBEHHBIMU
IpenapaTamu, 3a HCKJIIOUEHUEM YIIOMSHYTHIX B paszaene 6.6.

6.3 Cpok rogHocTu

3 roxa.

6.4 OcoOble MepbI IPEIOCTOPOKHOCTH NMPH XPAHEHU U

XpaHUTh B 3alIUIIIEHHOM OT CBETa MECTE, MPU TeMIiepaType He Boie 25 °C.

6.5 Xapakrep u cogepkaHue IEPBUYHON YIIAKOBKH

[To 1 Ma unu mo 5 MJT B amIysibl HEUTPAIBLHOTO CTEKJIA C KJIACCOM CONPOTHUBIICHUS THIPOJIU3Y
HGA1 (nepBslif THAPOTUTHICCKUN).

ITo 5 ammys nomMeImaOT B KOHTYPHYIO SYEMKOBYIO YIIAKOBKY U3 IICHKU IOJIMBUHUIXIIOPUIHON
(IIBX).

ITo 1 unu 2 KOHTYpHBIE AYEHKOBBIE YITAKOBKH BMECTE C MHCTPYKIIUEN MO TPUMEHEHHUIO TOMEIIAI0T
B MIAUKY W3 KapTOHA JIsl TOTPEOUTENbCKON Taphbl.

[To 5 win 10 ammyn BMecTe ¢ MHCTPYKIMEN 110 IPUMEHEHHIO IIOMEIIAIOT B [TAYKy U3 KapTOHA IS
NOTPEOUTENHCKON Taphl C TOPPUPOBAHHBIM BKIIAIIBIIIEM.

YnakoBka Uil CTallIOHAPOB

I[To 50 wmnum 100 KOHTYpHBIX SYEMKOBBIX YMAaKOBOK C aMmIyJaMd IIpenapata BMECTE C
HHCTPYKIUAMH 110 TMPUMCHCHUIO, KOJUYCCTBO KOTOPBIX PABHO KOJIUYCCTBY KOHTYPHBIX

STYEHKOBBIX YITAKOBOK, MMOMEMIAIOT B KOPOOKY M3 KapTOHA TOPUPOBAHHOTO.

6.6 OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH  YHUYTOKEHHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUus:

JIEKAapCTBEHHOI0 Npenapara, i Ipyrue MaHUIMyJISIHH C MPenapaTomM

Het oco06b1x TpeOoBaHUil K yTHIN3AINH.

He wucnonp3oBarh pacTBOp MpH HAIMYMM TPU3HAKOB YXYALICHUS KadyecTBa, BKIIOYAs
NOMYTHEHHE, HAJTMYUE 0CA/IKA MIIM M3MEHEHNE [IBETA, a TAK)KE ITPH MOBPEKACHUH aMITyJIbI.

JIns BHYTPHBEHHBIX HWH(QY3MH BO3MOKHO DPa3BEICHHE TelaphHa HATPUS C HCIOIb30BaHHEM
CJICAYIOUINX PAaCTBOPOB JJIsi HH(Y3HIA:

® HATpHs XJIOPUA 9 MI/MII, pacTBOP it UHQY3UIA;
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 11.10.2024 N= 22153
11%5:.'1 EOQBATENEHOCTE 0003)

e rmoko3a 50 mr/mi unu 100 mr/mi, pacTBop Ui I/IHd)\}pI/I

e pactBop Punrepa miis uadysuii.
dusznyeckass 1 XUMHUYECKasi CTAaOWIBHOCTH IOCIIE Pa3BE/ICHUS T'elaprHa B yKa3aHHBIX BBIIIC

pacTBOpax coxpaHseTcs B TeueHHe 48 4acoB NP KOMHATHOW TeMIEpaType.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHMUSA

Poccniickas @enepanvs

000 «Dnnapa»

601122, Bnagumupckas 06:1., [lerymmnckuit paiioH, 1. [Tokpos, yin. ®@panma [lTonssepka, 1. 20
ten./dakc: +7 (49243) 6-42-22, +7 (49243) 6-42-24

aneKTpoHHas rmouta: info@ellara.ru

7.1 llpencraBuTeib AepxaTessi PperuHCTPALMOHHOIO yY10CTOBEPEHUS

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccniickas @enepanvs

000 «OQnnapa»

601122, Bnagumupckas o6i1., [letymmnckuit paiioH, 1. [Tokpos, yia. ®@panma [lTonssepka, 1. 20
Teit./akc: +7 (49243) 6-42-22, +7 (49243) 6-42-24

aneKTpoHHas nmouta: info@ellara.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUSI
JITT-Ne(007315)-(PT-RU)

9. JATA TTEPBUYHOMN PETMICTPAIIMMU (ITOJATBEPXXJIEHHWSI PEIMCTPAIIUMN,
HEPEPETUCTPALINN)
Hara nepoii peructpanuu: 18.10.2024

10. JATA IIEPECMOTPA TEKCTA

OOmast XapakTepHCTHKa JICKQpCTBEHHOTO Tpenapata [emapuH HaTpus JOCTyIHa Ha
UHPOPMALIMOHHOM TIOpTajie EBpa3suiicKkoro SKOHOMHUYECKOTO Cor3a B HWH(POPMAIMOHHO-

KOMMYHHKAIIMOHHOH cetn "MHTepHeT" http://eec.eacunion.org/
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