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WMHCTPYKIHWA
[10 MEJJMIIUHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O

[TPETIAPATA

®
I'opaoke
HauMEHOBAHHUE JICKAPCTBEHHOIO Npenaparta

Perucrpauuonnsiii Homep: [1N013656/01
Toprosoe HaumenoBanue: ['oprokc®
MexkayHapo/Hoe HeNaTeHTOBAHHOE HJIH I'PYNIIHPOBOYHOE HAHMEHOBAHHE: aNpOTHHHH

JlekapcTBeHHas popma: pacTBOp /Uil BHYTPUBEHHOIO BBEACHUS

Cocras
OpiHa ammya COAEepIKHUT:
Jleticmeyiowee eewgecmeo: anpoturut 100 000 KHE.

Bcnomozamenvivie 6euecmea: HATPUs XJIOpU, OEH3UIOBBII CIIUPT, BOJA U1 MHBEKLIUH.

Onucanue

beclseTHas UM cierka OKpalueHHas XUIAKOCTb.

dapmakoTepaneBTHYECKas IPYNNa: HHIHOUTOP MPOTEOJIU3a.

Koa ATX: B02ABO1

®apmako/J0ruiecKme CBOHCTBA

dapmakoIHHAMHKA

ATPOTHHHMH ABJISETCS MHIMOMTOPOM MPOTEOIUTHYECKMX (JEPMEHTOB LIMPOKOIO CMEKTpa ACHCTBHA,
obnajarouii aHTUPUOPUHOIMTHYECKMMU CBOCTBaMHU. OOpasys oOpaTUMble CTEXHOMETPUUYECKHE
KOMIUIEKCHI — MHIMOMTOPLI (JEpPMEHTOB, anpOTHMHWH TMOJABJIAET AKTUBHOCTH IUIA3MEHHOrO M

TKAHEBOr0 KaJUTMKpEHHa, TPUIICHHA, M1a3MHUHaA, CHHXKas (I)M6pldHOﬂl/lTHl{eCKyl'O AKTUBHOCTb KPOBH.



ANPOTHHMH MHIMUOMPYET KOHTAKTHYIO (asy aKTHBAllMM CBEPTHIBAHMA, KOTOpas WHHULHUPYET
KOAryJslMIo ¢ OJHOBPEMEHHOI aKkTHBalMel GuOpuHOIM3a. B ycIoBUAX HCMOJB30BaHKS annapara
ucKyccTBeHHOro kpoBoobOpaienus (AUK) 1 akTiBallu1 CBEPThIBAHHA, BBI3BAHHO KOHTAKTOM KPOBH
C WHOPOJHBIMM TMOBEPXHOCTSMH, AOTMOJHHTENBHOE MHIMOMPOBAHHME M1a3MEHHOIO Ka/IMKpeHHa
6yeT crocoGCTBOBATE MHUHMMH3ALIMH HAPYIEHUH B CUCTEMAX CBEPThIBAHUA U GHOPUHOIM3A.
ATIPOTHHHH MO/YJIUPYET CUCTEMHYIO BOCMAMTE/IbHYIO PEAKLMIO, BOSHUKAOLLYIO MPH ONepaluax ¢
ucrnonpsopanreM AMK. CructemMHas BocanuTebHas peakiys BeeT K B3aMMOCBS3aHHOH aKTHBALMH
CHCTEM remocTasa, (pUOPUHO/IM3A, aKTHBALMKM KJIETOYHOTO M FyMOPaIbHOrO OTBETa. ATPOTHHHH,
WHrUOMPYS MHOFOUMCIIEHHbIE MEAMAaTOphbl (KaJTMKPEMH, MIa3MHMH, TPUIICHH W Jp.), ocnabaser
BOCTIAIMTENBHYIO PEaKIHIo, yMeHblaeT puOpuHOIN3 u 06pazoBaHne TPOMOMHA.

ATIPOTHHHH MHIUOUPYET BHICBOOOIK/IEHHE BOCTIATIMTEIBHBIX LIMTOKWHOB M TMOAICPKUBACT rOMEOCTa3
[IMKOMPOTEMHOB. ATIPOTMHUH yMmeHbluaer notepio raukonpotentos (I'TT Ib, T'TI IIb, I'TT IIla)
TPOMOGOUMTAMH ¥ MPEMATCTBYET — SKCMPECCHH  MPOTHBOBOCTAIMTENbHBIX  aAre3WBHBIX
riukornporenHoB (C IIb) rpanynounTam.

[IpuMeHeHHe anpOTHHMHA B XHPYPrUM TMPU MPOBEAEHWH OMEpaLuii C MCMONb30BaAHHEM AUK
yMEHBIIAET BOCMAJMTEbHBIN OTBET, YTO BBIPAXKAETCS B YMEHbIUCHHH 00BEMa KPOBOMOTEPH M
MOTPeGHOCTH B reMOTpaHC(y3uH, CHUKEHHH YaCTOThI IIOBTOPHBIX PEBU3HI CPEIOCTEHHS LIS MOUCKA

UCTOYHHUKA KPOBOTECUCHUS.

DapMaKOKHHETHKA

PacnipeeneHue

[Toc/ie BHYTPMBEHHOTO BBEIEHHMS KOHLEHTPALMs anpOTHHHHA B MJ1a3Me KPOBH ObICTPO CHHIKACTCA
W3-3a pacripesie/ieH!ss B MEXKKIETOYHOM NPOCTPAHCTBE C HA4YallbHBIM TMEPUOIOM MONYBbIBEACHUS —
0,3-0,7 uac. Koneunblit nepuoa nonyssiBeseHust coctaiaser 5—10 yacos. Cpeanne paBHOBECHbIE
MHTpaorepalMOHHbIe KOHLEHTPALMK MNpernapara B [ia3Me KpoBH COCTaBJISIOT 175-281 KUE/mn y
MALMEHTOB, TMOJYYalOIIMX JIeYeHHe arnpOTMHMHOM B XOJ€ Onepaluu B CICAYIOWEM pexUME:
BHYTpHBEHHas HarpysouHas 103a 2 M. KUE, 2 man. KUE Ha neprutblii 00bem uHy3uu, 500 ThIC.
KUE exeyacHO B TeYeHHe BCErO BPEMEHM OMEpalMM B KAayecTBE HEMpPEepbIBHOW BHYTPUBEHHON
uudysuu. [lpy TPUMEHEHHH TOJOBMHHBIX /03 Cpe/IHUe pPABHOBECHBIC WHTPAONCPALMOHHbIC
KOHLIEHTPALIMH aNpOTHHUHA B M1a3Me KpoBH cocTapsioT 110-164 KUE/mn.

CpasHenye (apMaKOKMHETHYECKMX [MAPAMETPOB aNpOTHHUHA Y 3J0POBBIX J0OPOBOJLLEB, Yy

MaLKEeHTOB ¢ KapAMOJIoruueckoil narosnorueit npu npumenenuu AWK 1y KEHUIMH MpU onepaumu



FHCTEPIKTOMMUH MOKA3a0 JMHEHHY0 (apMaKOKHHETHKY arpOTMHHHA NpH BBEACHUH 103 OT 50 ThIC.
no 2 muH. KHUE.

80% anpoTHHUHA CBA3bIBAETCS ¢ OeKaMH M1a3mMbl KpoBH, 20% anpoTHHHHA HAXOJUTCS B cBOOOIHOM
BH/IE 1 00YC/IaBIMBAET aHTU(DUOPUHOIMTHYECKYIO aKTUBHOCTh. PaBHOBECHBIH 00beM pacnpee/ieH s
cocTaBiseT 0ko10 20 J1, 06Ut KTMPEHC anpOTHHMHA COCTABIIAET NpUMepHO 40 MJI/MUH. ATIPOTHHUH
HAKamJIMBaeTcs B MMOYKaX M, B MEHbLIEH cTerneHu, B XpslleBOi TkaHu. Hakornuienne B movkax
MPOMCXOMT 3a CYET CBSI3bIBAHMA CO IIETOYHON KaMOW SMUTENHATBHBIX KIETOK MPOKCHMalbHBIX
[MOYEUHBIX KAHAIBLEB M HAKOTUIEHHs B aroiu3ocomax 3Tux kietok. Hakonnenue B XpsiueBoi TkaHH
MPOMCXOAMT 3a c4eT apGUHHOCTH aANPOTHHUHA, SBJSIOMIErOCAs OCHOBAHWEM, K  KHCJIBIM
MpPOTEOr/IMKaHaM XpsiieBoil TkaHW. KoHUEHTpauuu anpoTHHHHA B JPYrMX OpraHax CpaBHMMBI C
KOHLeHTpauueil B riasme kpoBu. Camas HM3Kas KOHUEHTpalMs anpoOTHHMHA OMNpEAe/sieTcs B
FOJIOBHOM MO3re, anpOTMHMH MPaKTHYeCKH He TMPOHMKAeT B JMKBOp. OueHb OrpaHHYEHHOE
KOJIMYECTBO aNPOTHHMHA POHHMKAET Yepe3 MIaleHTapHbIi 6apbep.

MeTab0113M U BbIBEAEHHUE

ATIPOTHHHH MeTabo/IM3UPYeTCs JTM30COMaIbHBIMM  (pepMEHTaMH B MOYKAX [0 HEAKTHBHBIX
MeTaboTMTOB — KOPOTKMX MENTUAHBIX LieNeil 1 aMMHOKHMCIIOT. AKTUBHbIN anpOTHHUH BBIABJIACTCH B
Moue B HeGOJBIIOM KosuuecTBe (MeHee 5% OT BBeleHHOW 103bl). B Teuenne 48 wac 25-40%
anpoTHHUHA ONpe/IeNSeTCs B BUE HEAKTHBHBIX META00UTOB B MOYE.

dapmMaKOKUHETUKA Y 0COOBIX I'PYIN NALIMEHTOB

Iayuenmvi ¢ no4eyHoU HeOOCMamo4HOCMbIO

V MalneHTOB ¢ TEPMUHAJIBHON MMOYEYHON HEJOCTATOUHOCTHIO (apMaKOKWHETHUKA alpOTHHHHA HE
uzydanach. [IpM HCCAENOBaHWM MALMEHTOB C HApyLIEHHEM GYHKUMM  MOYEK M3MEHEHUs
dapMaKkoOKMHETHYECKHX MApPaMETPOB alpOTHHUHA HE BBISBJICHDBI, KOPPEKLHMSA PEXKUMA J103UPOBAHHUA

He TpedyeTcs.

IMoka3aHusi K NPUMEHEHHIO

Jlnsi mpoMIAKTHKM MHTPAOIEPALIHOHHON KPOBOTIOTEPH M yMEHbLIEHUs 00beMa reMoTpaHcdy3uu
Mp¥ MPOBEJEHUH OfepaLHii a0PTOKOPOHAPHOIrO LIYHTHPOBAHUA C WCIMOJIbL30BAHWUEM armapara
uckyccTBeHHOro kpoBooOparenus (AMK) y B3pocibiX NaUMEHTOB, HAaXOAALIMXCA B Ipymnne

[MOBBILLIEHHOTO pUCKA pa3BUTUA KPOBOTEUCHHUS UITH HEO0OXO0AMMOCTH MPOBEACHHUSA reMOTpchd)ymu.

IIpoTuBONOKa3aHUSA

= rHﬂCp‘{yBCTBMTeﬂbHOCTb K alipOTHHUHY HUJTH IllO6OMy U3 BCIIOMOraTeJbHbIX BEUIECTB.



- Bospacr 10 18 siet (9¢)peKTHBHOCTB M 6e30MaCHOCTE HE YCTAHOBJICHBI).
- YV MauMeHToB C MOJOKUTEIbHBIM TecToM Ha cretduyeckue aHtutena IgG k anpoTuHuHY (CM.

pazaen «Ocobble yKa3aHHs»).

B cnyuae, eciu npoBejieHKMe TeCTHPOBaHUs Ha cneuuduyeckue anturena IgG K anpoTHHUHY nMepet
HAYaIOM JIeYEHHUs HEBO3MOXKHO, HO MPE/oiaraeTcs, YTo NalMeHT MoJydast ieueHne anpoTHHHHOM
UM «pUOPUHOBBIMK FepMETHKaMU» B TEUEHHE Mpe/blAyluX 12 mecsues, BBEJCHUE anpOTHHUHA

NMPOTHUBOIIOKAa3aHO.

C 0CTOPOKHOCTBIO

- TIpeauiecTByIOlIEE MPUMEHEHHE APOTUHUHA (cM. pas3zien «Oco0ble yKasaHHUAY).

Ipumenenue npu 6epeMEeHHOCTH H B EPHO/l IPYIHOT0 BCKAPMJ/IHBAHHUS

bepeMeHHOCTh

WccnenoBanus Mo NpUMEHEHHIO Mpernapara Topaokc® y GepeMeHHbIX JKEHIIMH HE NPOBOMIHUCE.
[IpuMeHeHHe BO BpeMsi OepeMEHHOCTH BO3MOXKHO TOJIbKO B TeX ClydasX, KOrja rpeanosiaracmas
fMojib3a U MaTepH NpeBbllIaeT MOTeHLUHaNbHbI pUCK At mioja. [Ipu oLeHKe COOTHOWICHHUS
M0J1b3a/PUCK CJIeyeT YUMTBIBATH HEraTMBHOE BIMSAHUE HA TJIOX TAXKEIBIX MOOOYHBIX peaKLuH,
BO3MOXKHBIX MPM MPUMEHEHHH Mperapara, TakKMX Kak aHauIaKTHYeCKHe pPeaklMH, OCTaHOBKA
cep/lia M T.J1., @ TAKXKe TeparneBTHUECKUX Mep, MPeNPHUHAMAEMbIX LTS YCTPAHEHUS ITHX peaKLuii.

[lepuoa rpyaAHOrO BCKapMJIMBAHMs

[pumenenne nperapata ['opaokc® B Mepuoa rpyHOTO BCKapMIMBaHWs He u3yueHo. [lpenapar
ABJISIETCS MOTEHLMANBHO 6E30MacHbIM MPH MOMNaJaHuyi B OPraHu3M pebeHKa ¢ rpyaHbIM MOJIOKOM,

MOCKOJIbKY He 001a1aeT GHOI0CTYITHOCTBIO MPU MPHEME BHYTPb.

Cnoco0 npuMeHeHHs H 103bl

Jlo HasHaueHus npenaparta [opaokc® KakIOMy NaLUMEHTY PEKOMEHYETCs BBINOJHUTbL TECT Ha
nanuuue antuten (IgG) k anpotunuHy (cM. pazaenst «[IpoTuBonokasanus», «Ocodbie yKa3aHUA»).
IMpenapar [opaokc® BBOAAT BHYTPUBEHHO, MeUIEHHO. MakcumasnbHas CKOpOCTb  BBEIACHHA
coctasier 5—10 ma/mun. [Ipu BBeAEHHMH Mpenapara MaukeHT J0KEH HAXOMUTHCS B MOJIOKCHUH
nexxa Ha crimue. [penapar [opaokc® crefyeT BBOAMTH Yepe3 MarucTpajibHbIC BEHbI, KOTOPBIC HE

JIOJIKHBI MCMOJIB30BATHC U BBEACHUSA APYTUX MpenapaTos.



B CBA3M C BBICOKHM DHMCKOM pa3BMTHs a/Ulepruyeckux / aHauIaKTMYECKHUX PeaKLHH, BCEM
nmatenTam 3a 10 MUH 0 BBEJEHHS OCHOBHOM 103kl npernapara ['opaokc® cneayer BBECTH MPOOGHYO
no3y, cocrapistoutyto | miu (10 teic. KME). Tlpu oTcyTcTBuM OTpHLATENbHBIX peakLuil BBOJIAT
TepaneBTHYECKYIO 103y npernapara. Bo3MoxkHO npuMeHeHue 6J10KaTOpoB rHCTaMHHOBBIX Hi- u Hz-
peuenTopoB 3a 15 MuH 10 BBeaeHus mpenapara I’ opaokc®. B moGom ciyyae J0KHBI OBITH
obecreueHbl CTAHAAPTHBIE HEOTIOKHBIE MEPONPHSTHS, HAMPABICHHbIE HA JIEYEHHE allIePruieCcKoOH /
aHaUIAKTHYECKON peaKLIny.

Bspocneie nayuenmot

HauanbHyto 103y, coctasistoityto 1-2 miH. KHUE, BBOAAT BHYTPMBEHHO ME/UICHHO B TEUCHHC 15—
20 MUH TOCTe Hauaja aHecTe3Wd W 10 mpoeneHus crepHoromuu. Cneayromme 1-2 maH. KHUE
nobapnsitoT Kk nepsuuHomy oobemy AMUK «cepaue-nerkue». ANPOTHHUH CIENYET J100aBJATh K
MepBUYHOMY O0BEMY B MEPHOA PEUMPKYISUMH Ui OOecredeHns JOCTaTOYHOro pasBeiACHHA
npernapara u npeJ0TBpalleHUs B3aUMO/ICHCTBUSA C renapuHOM.

[Tocie OKOHYaHHMs GOMIOCHOTO BBEIEHMS YCTAHABIMBAIOT MOCTOSHHYIO MHQY3HIO CO CKOPOCTBIO
BeeaeHus 250-500 toic. KUE/u 10 okoHYaHHs onepaumH.

O61ee KOJMYECTBO BBEJEHHOrO anpoOTHHHHA B TEYEHHME BCEH Orepaluu He JO0J/DKHO MpeBbILIaTh
7 mnu. KHE.

Oco0Oble rPYIIIbl NalMEHTOB

Iayuenmsi ¢ noYeuHoU HeOOCMAMoOYHOCMbIO

Vi3MeHeHHe pexuMa 103MPOBAHKS Y MALMEHTOB ¢ HapyleHHeM (YHKLMU MOYeK He TpeOyeTcs.
Iayuenmul noxcuno2o eo3pacma (cmapute 65 rem)

M3MeHeHHe peskuMma J103MpOBaHis y MaLUeHTOB MOKUIIOro Bo3pacTa He Tpedyercs.

Hemu u noopocmku 00 18 nem

IpumeHenue npenapara [opaoke®™ MPOTUBONOKA3aHO Y AeTed U MOAPOCTKOB B BO3PACTe 10 18 siet

(3ddekTHBHOCTD U 6E30MaCHOCTh HE YCTAHOBJIEHBI).

IToGouHoe aeficTBHE

Annepeuueckue / anagunrakmuuecKkue peaKkyuu

V NaUMeHTOB, MOJyYaioKUX anpOTHHUH BIIEPBbIE, PA3BUTHE aJLIEPrUYECKHUX HIIK aHA(MIAKTHYECKHUX
peakuuii ManoseposTHO. [Ipn TMOBTOPHOM BBEJEHMM 4YacTOTa pa3BUTHS  ajIePrUYCCKUX /
aHaUIAKTHUECKUX PeaKUMii MOXKET BO3pacTaTh 10 5%, OCOOEHHO MPH MOBTOPHOM MPUMEHCHUH
anpoTHHHUHA B TeyeHue 6 Mmecsues. [Ipu MOBTOPHOM MPUMEHEHWH anpoTHHUHA Oosiee yeM uepes

6 MecsleB PUCK PasBUTHs aleprudeckux / aHapuIaKTHIeCKNX peakuuii cocrapnser 0,9%. Puck
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Pa3BUTHS TAKE/bIX ANIEPrHYECKUX / aHApUIAKTHYECKMX PEeakLMH BO3pACTaeT, eCiii B TEUCHHE
6 MecsiLeB anmPOTHHUH NMpUMeHsics Gosiee yem JBa pasa. Jlaxke B TOM Cjlyyae, €CJIM MpH MOBTOPHOM
NPUMEHEHHH anpOTMHUHA HE HAGJI0Janoch CUMITOMOB aIeprHyeCKuX peakuui, nocieayrouee
NMPUMEHEHHE Tpernapara MOKET NMPUBECTH K PasBUTHIO TAKEIbIX alepruyeckux peakuuii MiIu
aHa(MIAKTHYECKOTO LIOKA, B PEIKHMX CIIy4asX C JIeTalbHbIM HCXOIOM.

Cumnmombsl ainepzuieckux / AHaQuIaKmMu1ecKux peakyutl, NPOAGIAIOULUECA HAPY U EHUAMU:

CO CTOPOHBI COCYAOB: apTepuajibHas rMIMOTEH3US;

CO CTOPOHBI KEJIYJIOUYHO-KUILIEYHOI0 TPaKTa: TOIHOTA;

CO CTOPOHBI JIbIXaTeJIbHOW CUCTEMBI, OPraHOB I'PYJHOM KJI€TKH U CPEAOCTEHMA: 6p0quaanaﬂ acTMa

(6poHxocmnasm);

CO CTOPOHBI KOKM ¥ MOJKOXKHBIX TKAHEH: KOKHBIN 3y/1, KpanMBHHLA, KOKHAsA ChIMb.

B ciyuae pa3BUTHMS peaKUHMil TMMEpYyBCTBUTEIBHOCTH TMPH MPUMEHEHMH anpoTHHWHA CleayeT
HEME/UIEHHO TMpEKPaTUTh BBEJEHWE Mperaparta M o0ecneyuTh MPOBEJCHHE CTaHAAPTHBIX
HEOTJIOKHBIX MEPONPUATHH — HH(DY3UOHHYIO Teparnuio, BBeleHHE dnuHedpuHa (ajpeHannHa),
FIIOKOKOPTUKOCTEPOHUIOB.

HesxenatenbHbie nekapcTBetHbie peakiuun (HJIP) npu npumeHeHnn anpoTHHUHA NPEACTABICHBI 110
CHCTEMHO-OPraHHBIM KJaccaM B COOTBETCTBMM ¢ Kimaccudukaumeir MedDRA wu ¢ uactoroii
BO3HUKHOBEHHS:

Heuacro: ot >1/1000 go <1/100

Penko: ot >1/10 000 go <1/1000

Ouenb peako: <1/10 000.

Hapywenusi co croponbl  |Peaxo Anneprudeckue peakiuu
MMMYHHO#H CHCTEMbI Anadunaktuyeckue / aHaQUIaKTOU/IHbIE PEaKLIMU
Ouenb peiko | AHaUIAKTUUECKUI LIOK (MoTeHUMaATBHO
’KU3HEYrpOKarOLHi)*

Hapyuienus co croponbl  |Oyenb peako | CHMHAPOM JMCCEMUHHUPOBAHHOTO BHYTPUCOCY AMCTOTO
KPOBH H JTUM(PATHYECKOI ceeproiBanus (JIBC-cunapom)™

CHCTEMBI Koarynonaruu*




Hapyuenusi co CTOPOHbI

cepala H COCy10B

Heyacto

Winemus muokapaa

TpomG03 / OKKITIO31si KOPOHAPHBIX apTEPUi
Wudapkr muokapaa

[lepukapauanbHbIH BBIMOT

Tpom603b1

Penko

ApTepuaibHblii  TpoMGO3  (opraHo-creuxdpuyeckue
KIMHUYECKHE TMpOsABIEHUs HapylleHus (yHKUuK
KU3HEHHO BAXKHBIX OpraHoB: [OYKH, JI€rKHe,

rOJIOBHOM MO3r)

OueHb peaKo

TpomGoaMBOIHs eroYHOl apTepuu™

Hapyumenus co CTOPOHBI
MoYeK U MOYEBbIBOASIIUX

nyTei

Heuacto

Onurypus
Octpasi noyeyHast HeJ0CTaTOYHOCTh

TyOynspHbIi HEKPO3

OO6uue paccTpoiicTBa U
HApYIIEHHS B MecTe

BBEJICHHUS

O4yeHb peKo

Peakuuu B 00J1aCTH HHBEKLIMH/UHDY3HHU

Tpom6odebut / hiedut B mecte MHDy3HHU

*Mndopmauns 0 [JaHHBIX HEKeNATeNbHbIX pPEaKUMAX MONy4YeHa MPU MOCTPErHCTPALMOHHOM

NMpUMEHEHUH Npenapara.

ITepeno3npoBka

B Hacrosiiee BpeMsi O Cjyyasax Mepeo3upOBKH aNPOTHHUHOM He coo0ianock. AHTUIOTA HE

CYILECTBYET.

B3aumojelicTBHE ¢ IPYTHMH JIEKAPCTBEHHBIMH CPeICTBAMH

Ipenapat ['opaokc® He cieyeT cMelnBaTh ¢ ApyrMMHU MpenapaTamy.

IMpenapat ['opaokc® coBmecTm ¢ 20% pacTBOPOM IJIHOKO3bI, PACTBOPOM TMAPOKCHITHIHPOBAHHOTO

Kpaxmaja, JJaKTaTHbIM pacTBOPOM PuHrepa.

[lpy OJHOBPEMEHHOM TMPHUMEHEHHMH Mpernapata [opaoke® €O CTPeNTOKMHA30M, yPOKHUHA30M,

aJITernja3on YMEHbLIACTCA aKTUBHOCTB 3THUX MpPEriapaToB.

Oco0ble ykazaHHs

[lpu npuMeHeHHH anpOTHHWUHA, OCOOEHHO MpH MOBTOPHOM MPUMEHEHWM Mpernapara, BO3MOXKHO
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pa3BUTHE alepruyeckux / aHauIakTHIecKux peakiuit. [losromy nepe npuMEHEHUEM npenapata
HEOGXOIMMO TIIATENLHO OLEHUTb COOTHOIIEHHe Monb3a/puck. 3a 10 MUH 710 BBEJEHHsS OCHOBHOM
1036l npenapata [opaokc®™ BBoAUTCS NpoOHast 1033, COCTaBJIAIOLIAsA 1 ma (10 teic. KHUE). 3a 15 MmuH
JI0 BBEJIEHHUS TeparneBTUYECKOW /03bl Mpernapara Topaokc® BO3MOXKHO TpUMEHEHHE 0JI0KaTopoB
ructamuHoBbiX Hi- n Ha-petentopos. OHako aniepruyeckue / aHahuIakKTHYeCKue peakiu MoryT
pa3sBUTLCS M NPU BBEJCHWH TEPaneBTHYECKOW /103bl Mperapara, Aake €Cld BO BpeMs BBCACHUA
npoOHO# 103l MOOOUHBIX PEAKLMI HE OTMEYAIOCh.

B ciyuae pa3sBuTHs peakUWil TUIEpPYyBCTBUTENLHOCTH MpPH MPUMEHEHMH alpOTHHUHA, CICAYyeT
HEME/JIGHHO TMpeKpaTWTh BBEJAEHHE Mperapata M 00eCrevyWTb MPOBEIACHUE CTaHIAPTHBIX
HEOT/IOKHBIX MEPOMPUATHH, HANpaBIEHHBIX HA JIEYEHHE AJIEPrHYecKuX / aHaUIaKTHYCCKHX
peaKuui.

[MaumeHThI, y KOTOpbIX BbisABs0TCs anThTena (IgG) K anpoTHHKUHY, HMEIOT BBICOKMI PUCK Pa3BHTHS
aHaMIaKTHYECKUX PeakLnii Y NMPUMEHEHUH anpoOTHHHUHA. B CBSA3M ¢ 5TUM NPUMEHEHHE NpernapaTa
lopaokc® y Takux MalMeHTOB MPOTHBONOKa3aHo. JIo Ha3sHaueHUs npenapata Topaokc® kaxaomy
MALMEHTY PEKOMEHAYETCA BBHINOJHMTH TeCcT Ha Hanuuue antuten (IgG) Kk anpoTHHHMHY. Ecnun
onpeaenenue anturen (IgG) K anpOTHHMHY HEBO3MOXKHO, TO Y MALMEHTOB, Y KOTOPBIX HEJb3s
HCKJIIOYMTH TPUMEHEHHWE anpoTUHMHA B TEYEHHE MpEeJeCTBYIOUWMX 12 mecsueB, NMPUMEHEHHE
npenaparta ['opaokc® NpoTHBOMOKA3aHO.

Hecmotpsi Ha TO, 4To aHaMIAKTHYECKHWE PEaKLMH Yalle BCero pasBUBAIOTCA MMPH MOBTOPHOM
BBE/ICHUM ANPOTHHHMHA B TedeHHe 12 MecALEB, HMEIOTCs COOOIEHHS O Pa3BUTHM aHAQHIIAKTHYECKOTO
1oka u B 6osee no3H1e CpoKH (KOorja rMoBTOPHOE BBEJAEHHE ObLIO BBINOJIHEHO MO3/HEE YeM 4Yepe3
12 MecsiLieB noc/ie NepBoro BBEACHHS).

[Tpu MpoOBEJeHUH ONEPaLMK HA TPYAHOM OT/eNe aopThl ¢ uenonb3osanueM AUK 1 npumeHeHrem
r1y6oKoit X01010Boi kKapauoneruu npenapat ['opaokc® ciielyeT NPUMEHSTh KpaitHe 0CTOPOIKHO Ha
(boHe aieKBaTHOM Teparuu renapuHoM.

OnpejieneHne BpeMeHN aKTUBUPOBAHHOTO CBEPTHIBAHMS HE ABJIACTCA CTaH1apTU3UPOBAHHBIM TECTOM
IS OTIpE/IENIEHUs] KOaryJIsiLMOHHOH COCOOHOCTH KPOBH, U IPUMEHEHHE allpOTMHWHA MOXKET BIUATH
Ha pa3/MYHbIE METOAMKM MpOBEJeHUsA TecTa. TecT HM3MEepeHHs CTENEeHH KoaryJsluu (ACT)
MO/IBEpIKEH BIMAHUIO pasnMuHbIX >QdeKToB npy passejeHun u Bo3neHcTsun Temneparypsl. ACT
TECT ¢ KAOIMHOM HE YBETMUMBACTCA B TAKOH CTEMEHH MPH Haluuuu anpotunuHa, kak ACT Tect ¢
eautoM. U3-3a pa3inuns B MpOTOKONAX PEKOMEH/YeTCs PUHHUMATh MUHMMaIbHble 3HadeHus ACT
tecta — 750 cek u ACT Tecra ¢ kaonuHoM — 480 cek B MPUCYTCTBUHU allpOTMHUHA, HE3aBUCHMO OT

9} HeKTOB reMOAUTIOLMH U THIIOTEPMHUH.



CranjapTHas [03a rerapHHa, BBOJAMMAs [0 KaHy/ISLUMM CepAla W KOJIMYECTBO TernapuHa,
noGaBnsemoe k mnepBuuHomy obvemy B AWK, no/mkHa COCTaBiATh HE MEHEE 350 ME/kr.
JlonoHUTeIbHAs 1032 rernaphHa ONMpe/eNseTcss MacCoi Tesa MalMeHTa M MPOAOJKUTEIbHOCTBIO
MepH1o/ia IKCTPAKOPIopaibHOr0 KpOBOOOpalLeHHS.

MeTo 1 THTPOBAHUS MPOTAMUHA He MOABEP/KEH BIUSAHUIO anpoTUHUHA. JIo0aBOUHbIC 103bI renapuHa
ONMpeJIENIAIOTCS HAa OCHOBAHMM KOHLEHTPALMK TrerapuHa, pacCuMTaHHble OTHM  METOLOM.
KOHLEHTpalys renapuHa BO BPeMs LIYHTHPOBAHMS HE JIOJUKHA OMYCKAThCs Huke 2,7 EJl/mn
(0,2 Mr/Kr) Wiy HUKE YPOBHSI, OMpPEIENIEHHOr0 10 NPUMEHEHH anpOTUHHHA.

Y nmauueHToB, noayuyaBmux npenapat ['opaoke®, HelTpaiM3alumio rernapuHa npoTaMUHOM CJIElyeT
MPOBOJMTH TOJBKO TOC/E TPEPHIBAHKS IKCTPAKOPTIOPATLHOTO KPOBOOOpAIICHHsA, HA OCHOBAaHHH
(MKCHPOBAHHOrO KOJIMYECTBA BBOJMMOIO rerapuHa WM MOA KOHTPOJIEM METOAA THTPOBaHUA
MpOTaMH1HA.

OG6liee KOJMYECTBO BBEIEHHOIO anpoTHHHHA B T€UEHHUE JIeueOHOro LMK/IA He JI0JDKHO MpEeBbILIATh
7 mnu. KHE.

ATPOTHHUH HE SIBJIAETCS 3aMEHUTENIEM renapuHa.

[lpenapatsl Uisi MapeHTEpaIbHOrO BBEJEHMS CIEAYeT [MOJBepraTb BH3yallbHOMY KOHTPOJIO
HEMOCPE/CTBEHHO TMepei NpuMeHeHueM. He  crieayer ucnonb3oBaTh OCTAaTKM pacTBOpa A
MOCJIe1yIOLEro NPUMEHEHHUS.

BcnomozamenbHble geuiecmea

JlanHblit npenapat coaepKuT OeH3unoBbii crupT. CyTouHas J03MpPOBKA OCH3WUIOBOrO CHMpTa He
JOMKHA npeBbliath 90 Mr Ha KWJIOrpaMMm Beca Teja. BeH3WIIOBbIH CHHPT MOXKET BbI3bIBATH

aHa(UIAKTOM/IHbIE PEAKLMH.

BiausiHHe HA ¢OCOOHOCTH K YNPABJIEHUIO TPAHCIIOPTHBLIMH CPEACTBAMH H MeXaHH3MaMH
JlaHHble O KakoM-nuGo BausHMM mpenapara [opaokc® Ha CnocoGHOCTb K yNpaBieHHIO

TPaHCIIOPTHBIMU CPEJCTBAMH M paboTy ¢ MEXaHMU3MAaMU OTCYTCTBYIOT.

®opma BbINyCKA

PactBop st BHyTpUBeHHOTO BBeaAeHus, 10 000 KHUE/ma.

[To 10 ma npenapara B GeCLBETHOM CTEK/ISHHOM amiyJie | rMApOIMTHYECKOro Kilacca ¢ TOUKOH s
pasnoma. ITo 5 ammysn B MacTMKOBOM MOJUIOHE, | MOMIOH € amiyiamMu B KapTOHHOH madke ¢
HHCTPYKLMEH 110 PUMEHEHHUIO WM S5 MOJUIOHOB C aMITy/laMH B KapTOHHOH KOPOOKE ¢ HHCTPYKLMEH

10 MPUMEHEHHIO.



YeaoBusi XxpaHeHust

B 3awuineHHom oT cBeTa Mecte npu Temmnepatype He Boiie 30 °C.

XpaHuTb B HEJIOCTYIHOM JUISl IeTeil MecTe.

Cpok roaHocTu
5 ner.

He IMMPUMEHSATDH MO UCTECYEHHUHU CPOKa N'OJHOCTH.

YeaoBus ornycka

OTnyckaroT no peuenty.

IIpousBoauTenn
OAO «I'eneon Puxtep»
1103 Bynanewr, ya. lémpéu, 19-21, Benrpus

IIpeTensuun norpeduTeieii HANPaBJAATD M0 aJpecy:
Mockosckoe [IpencraButensctBo OAO «I"eneon Puxrep»
119049 r. Mocksa, 4-it Jlo6peIHUHCKHIA nep., 10M 8

DnekTpoHHbIi anpec: drugsafety@g-richter.ru

Tenedon: (495) 363-39-50

Bonosuu H.B.
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