COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 19.05.2023 Nz 3371

MUHUCTEPCTBO 3/IPABOOXPAHEHIBI POCEHHCROTE
®EJEPALINU

HHCTPYKIUSA
IO MEAUIIUHCKOMY NPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITIAPATA

Koarna-VII®

Perucrpaunonnsiii Homep: JICP — 010225/09
Toprosoe HauMeHOBaHHE: Koarun-VII®

MeskayHApOoHOEe HENATEHTOBAHHOE HANMEHOBAHMeE: dNITAKOT anb(pa [aKTMBMPOBAHHBI].

JlekapcTBennasi ¢opma: nuoduIN3aT Ul TIPUTOTOBJIEHMS pPacTBOpa i BHYTPUBEHHOTO

BBEJICHUSI.

Cocras:

1 ¢nakoH ¢ nMOPUAM3ATOM COAEPIKMT:

oeiicmeyloujee 6euecmeo: 1,2 mr 2,4 mr 4,8 mr

SMTaKor ajgbda [aKTUBHPOBAHHBII | 1,2 mr 2,4 mr 4,8 mr

(rFVIIa) (60 KEJI/ (120 KEII/ 240 KEJI/
60 teic. ME) 120 Teic. ME) | 240 teIc. ME)

6CHOMO2AMeENIbHbIE 8CU{CCMEA:

HaTpUsl XJIOPUJL 5,84 mr 11,68 mr 23,36 Mr

KaJbIMs XJIOpH/1a AUTUAPAT 2,94 mr 5,88 mr 11,76 mr

TIULIMANITTALIMH 2,64 mr 5,28 mr 10,56 mr

noaucopbar 80 0,14 mr 0,28 Mr 0,56 mr

MaHHUTOJI 60,0 mr 120,0 mr 240,0 mr

PactBopuTes — Boja Uil HHbEKUMI BO (iakoHax no 5 uau 10 mi.
1 MJ1 mpUroTOBIEHHOTO pacTBopa coaepkuT 0,6 Mr anTakora anbda [aKTMBUPOBAHHOIO].

Onucanue: JInodpunuszar — amopdHas macca 6esoro Lpera.
BoccTaHOB/IEHHBIH PacTBOp — NPO3pavHbIi WM cabo onajecuMpyromKi, 6eCUBETHBIA PacTBOP.
PacTBOpuTENDb — BOJIA /11 HHBEKLMI — OecLiBeTHAs MPO3payHas KMAKOCTh Ge3 3amnaxa.

dapMakoTepaneBTHYECKAsl TPYNNA: NFEMOCTaTHYECKOE CPE/ICTBO.
Koan ATX: B02BDO08

dapMakoiornyecKkHe cBOMcTBA

Onrakor anb(a [aKTHBUPOBAHHBINA] - peKoMOMHAHTHBIH (akTop cBepThiBaHus KpoBu Vlla,
MPOYLMPYEMBIH TeHHO-MOAM(PHLMPOBAHHEIMM  KJIeTKaMM noyek xomsukos (BHK-kiertkn).
MonekynsapHas macca - okoso 50000 qanbToH.

PapmMakoAHHAMHKA

MexaHu3M OeHcTBUs Mpenapara COCTOMT B CBsi3bIBaHMM (pakTopa cBepThiBanus Kpou VIla ¢
BBICBOOOAMBIIMMCS TKaHeBBIM (akTopoM. OOpa3oBaBLIMiCS KOMIUIEKC AKTHBHUPYET MEpeXoj
dakropos ceepreiBanus kposu IX 1 X B aktupHyto ¢popmy IXa u Xa. 3atem akrop cBepTEIBaHHS
KpoBuM Xa 3amycKaeT HayalbHbIE MpOLEccH NpeBpauleHus Tnpotpombuna (II) B TPOMOMH.
Tpom6un, nyTem mnpeepaueHus ¢uOpuHoreHa B ¢ubpun, obecreunBaetT 00pasoOBaHKE
reMOCTaTU4eckoil NMpoOKM, a TakKe CHOCOOCTBYeT aKTMBALMM TPOMOOUMTOB M (akTopos
ceprhiBanns kposu V u VIII B 30He nopesxkaeHus. B ¢papmakosoruyeckux 103ax snrakor aibga
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[aKTMBMpOBaHHbIﬁ], Harnpsmyto, 6e3 y4yacCTHsl TKAaHCBOTO ¢Jan1upa aRTUBaONM, TICPCBOANT (PAKTOP
CBepThIBaHUs KPOBU X B aKTHBHYIO opMy Xa Ha MOBEPXHOCTH aKTUBUPOBAHHBIX TPOMOOLIUTOB B
30HE TIOBPEXAEHHs, 4YTO TPUBOAMT K 00pa3oBaHHIO OOJBLIMX KOJMYECTB TPOMOMHA U3
npoTpOMOMHA.

Takum oOpa3zom, dapmakoauHaMuueckuii 3QQeKkT peKoMOMHAHTHOro (akTopa CBEpPTHIBAHHS
kpoeu Vlla 3akiodaercs B yCHJICHHOM MeCTHOM 00pa3oBaHUU (akTopa cBEpThIBAaHMS KPOBU Xa C
MOC/IeIyIOIMM YCKOPEHHEeM CHHTe3a B KackaJe (pepMEHTATHBHBIX peaKLUUd CBepThIBAIOIIEH
cUcTeMbl KpoBU TpoMOuHa U pubpuHa.

[Ipu npumeHeHun snrakora anb(a [aKTUBMPOBAHHOIO| HENB3S TMOJIHOCTBIO MCKIIOYMTH PHUCK
CHCTEMHOI aKTUBAalMM CBEPTHIBAHMS KPOBM Y TMALMEHTOB, CTPajalolUX 3a00/IeBaHUAMM,
npeapacroNiaraloliuMi K Pa3BUTHIO JAMCCEMHUHHMPOBAHHOTO BHYTPHCOCYIMCTOTO CBEPTHLIBAHUS
(AIBC-cunapoma).

OleHKa reMocTaTHyeckoro jeiicteus npenapata Koarun-VII® mposoaunace B pamkax
CPaBHMUTEJILHOTO KIMHUYECKOrO HCCIEJOBaHMsS B IEPEKPECTHOM Au3aiiHe y 9 mMauueHToB ¢
uHruouTopHoit Qopmoii remodunueir tTMna A. B Teyenume 48 uacoB mnocie OQHOKPAaTHOIO
BHYTpMBeHHOro BBeleHus Koarun-VII® wmu pedepentHoro npenapara snrakora anbga
[axTuBUpoBaHHOrOo] B g03e 90 MKI/Kr onpeaensau (apMakoJAMHaAMHYECKHE TapaMeTphl:
aKTUBMPOBaHHOE 4YacTUYHOE TpoMbormactuHoBoe Bpems (AYTB), mporpomGuHOBOE Bpems,
TpOMOMHOBOE BpeMs, KOHUEHTpaLuio pubpuHoreHa B riasme, aktupHocts FVII B mmasme, tecrt
reHepalyy TpOMOMHA, TAaKKe BHIMOIHIN TpoMboanactorpaduro (TOI).

[Tocne BBeaeHus OOOMX TMpenmapaToB HE BbISBIEHO 3HAUYMMbBIX H3MEHEHHWH IJ1a3MEHHOM
KOHLEHTpauuu ¢uOpuHOreHa ¥ TPOMOMHOBOro BpeMeHM. MakcuMalbHOE IOBBILIEHHE
akrusHoctu FVII 3apeructpupoBano crycts 15 mus (¢ 97,0 £ 19,3% no 3642,0 + 1377,0% nocne
BBesieHns npenapata Koarun-VII® u ¢ 92,9 + 22,4% o 3283,0 + 787,1% nocine pedepeHTHOrO
npenapara). [loBeimenne ninasmenHoi aktuBHoctH FVII coxpansnoce B Teuenue 48 4 mnocie
BBeleHUsT peepeHTHOro Tmpenapata snrakora aneda [akTHBMpoBaHHOro| W 36 4 - mocne
Koaruna-VII®. TTocne BBeaenns npenapata Koarun-VII® u pedepentHoro mpenapara snrakora
anb(da [akTuBupoBaHHOTO] Habmoanock ykopoyenue kak AYTB ¢ 119,0 + 26,0 10 67,7+ 6,9 u c
113,0 + 37,0 no 68,0 9,5 cek, Tak u nporpombuHoBoro Bpemenu: ¢ 11,4+ 0,7 no 7,3+0,3 cek ¢
11,0+ 0,7 no 7,4+0,2 cex, COOTBETCTBEHHO.

Jlo Beeaenuns rFVIIa suporennsiii Tpom6uHoBeIii noteHuman (OTIT) 6sin Huxe Hopmel. Tlocne
BBeieHus oboux mnpenapartoB rFVIIa OTII 3nayumo mnoBeimancs W J0CTUral HOPMalbHBIX
3HayeHuit. Yke depe3 15 munyt mapamerpbl TOI' mpubnwkanuce K HOpME, € COXPaHEHHEM
spdekra B Teuenue 2 yaco. [locie BBeneHus mnpenapara Koarun-VII® u pedepentroro
npenapara snrakora anb(a [aKTUBUPOBAHHOrO] B OJHM M TE K€ BPEMEHHBIE MPOMEXKYTKH
napameTpbl reMocTa3a OblIM COMOCTABUMBI M CTATUCTHYECKHM 3HAYMMO HE Pa3jinyaliuch.

PapmMaKoOKHHETHKA

dapMaKkOKMHETHYECKHE TMapaMeTpel Ipenapara Koarun-VII® wu3ydeHl B CpaBHEHMH C
pedepeHTHBIM  TpenapatoM  SnrTakora anbda [aKTUBMPOBAHHBIM] €  KCMOJb30BaHHEM
KOaryJJOMETPHYECKOr0 MEeTO/Ia Y MalMeHTOB ¢ MHrMOUTOpHOI dopmoii remopunuu A crapue 18
JET.

AHanu3 KoaryJslMOHHOM aKTMBHOCTH MpPOBOJMICS 10 M B TeueHWe 48 4acoB mocje BBEACHHS
npenapaTtoB peKOMOUHAHTHOTO aKTUBUPOBAaHHOTO (akTopa cepThiBanus VII B 103e 90 MKr/kr
(Tabnumna 1).
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Tabauua 1. PapMakoKMHETHYECKHE MTOKA3ATEIH 11

npenapara snrakora anbpa [aKkTUBUPOBaAHHOTO |

1 xzry® 1
erapaToB Koarm - Vil W pedepeRTHoTo

@K napamerp Koarua-VII® PedepenTHslii npenapatr
N 9 9

AUCo.48, ME/Ma*uy, M+SD 105,70 £+ 26,23 94,52 + 24,26

AUC.inf, ME/Ma*4, M£SD 107,10 + 26,60 95,70 + 24,86

Cmax, ME/Ma, M£SD 36,93 + 13,85 31,94 + 7,89

Tmax, 4, M£SD 0,25+ 0,00 0,25+ 0,00

MRT (1), M£SD 4,58 + 3,33 5,18 +2,04

Kel (1/4), M+SD 0,081 + 0,036 0,074 + 0,031

T1/2 (), M£SD 9,93 + 3,53 10,42 + 3,06

CL (mn/kr/4), M+SD 4,58 + 3,33 50,84 + 14,59

Vss (mn/kr), M£SD

685,65 + 391,04

732,30 + 215,22

M — cpeanee, SD — cranpaptHoe otkioHenue, Med — meamana, AUCo4s . miomaap noj
(papmakokuneTnueckoid kpuBoii g0 48 u mocne BBemenus mnpenapata, AUCoinf -
njowaab noJ GapMakOKMHETHYECKONH KPUBOM, OKCTparnojiupyemMas K 6ecKOHeYHOCTH Crax -
MaKCHMaJsibHasi KOHUEHTPALMs, Tmax - BpeMs JOCTHKEHUs MaKCUMalbHOM KoHUeHTpauuu, MRT -
cpeanee pesujeHTHOe Bpems, Kel - KoHcTaHTa CKOpOCTH SnMMHHAUMM, Ty, - TNEPHOJ
nonyseiBeieHus1, CL — knupenc, Vss — 00beM pacnipeieieHust B CTallHOHAPHOM COCTOSIHHH.

ITokaszanus K npHMeHEeHHI0

INpenapar Koarun-VII® npuMensetcs s 0CTaHOBKM KPOBOTEUEHHIA, a Takoke MPODUIAKTHKH UX
pasBUTHA TpHU MPOBEJCHUM XHUPYPrUYECKHX BMEINATe]bCTB W WHBA3WUBHBIX TPOLEAYp B
CJIEIYIOLIMX IPyMIax MalUeHTOB:

— Yy TalMEeHTOB C HAacjeJICTBEHHOW remoduineit ¢ TUTpOM HMHTUOMTOPOB (HaKTOPOB
ceepreiBanus KpoBu VIII mnu IX > 5 BE;

— y NAlMEHTOB C HaCJIEJICTBEHHON reModuavell ¢ 0XWAaeMOi MMMYHHON peakiuel Ha
BBeJieHue pakropa ceeprhiBaHus KpoBu VIII unu [X Ha ocHOBaHMM aHamHe3a;

— y NMalMeHTOB ¢ MPHOOPETEHHOH reMopuIneii;

— Y MaUMEHTOB C BPOKAEHHBIM Je(pUIMTOM (akTopa cBepThiBaHus KpoBu VII;

— Y NauueHToB ¢ TpombacTeHuel [naHumaHa M pedpakTepHOCTBIO (B HACTOSIIEM WIIH
npouioM) K TpaHcdy3usM TPoMOOLMTAapHOW Macchl NMPH HAIWYUKM WM OTCYTCTBHH
aHTUTEN K TPOMOOLIMTAM WM TIPH HEAOCTYIHOCTH TPOMOOLIMTAPHOM MACCHI.

Ipenapar Koarun-VII® npumensiercs s npoMIaKTMKH KPOBOTEUEHHMil Yy MALMEHTOB C
HacJIe/ICTBEHHON reMo(uiIneil ¢ THTPOM MHrHOUTOpPOB (hakTOpoB cBepThiBaHus KpoBu VIII mim
IX > 5 BE unu oxuaaemoii MMMyHHO# peakuueil Ha BBeaeHue (akTopa cBepThiBanus Kpou VIII
wu IX Ha ocHOBaHMM aHaMHe3a.

Maccusnoe nocnepooosoe kposomeuenue

INpenapar Koarun-VII® nokasau mis eyeHHs MAacCHBHBIX MOC/IEPOJOBHIX KPOBOTEUEHHMIA, KOra
NPUMEHEHHE YTEPOTOHUKOB U1l IOCTHXKEHHUS N'éeMOCTa3a HeI0CTaTOYHO.

IIpoTruBonoka3sanusi

['MnepyyBCTBUTENBHOCTh K JEHCTBYIOLIEMY BEIIECTBY MIJIM JIOOOMY W3 BCIIOMOTaTeNIbHBIX
BELIECTB Ipernapara.

Annepruyeckue peakuuy Ha O€NIKM >KMBOTHOTO MPOUCXOXAEHHs (MBIIIEH, XOMSIUKOB, KPYITHOTO
poraToro cKkoTa) B aHaMHe3e.




COOTBETCTEYET 2KCNEPTHOMY OTUETY
ot 19.05.2023 Nz 9371
(Bxopawmin M3 N24.241284)

C 0cTOpOKHOCTBIO
Ilpu pa3smo3KeHHBIX paHaX, PacCIpPOCTPAHEHHOM aTEPOCKIEpO3e, TPOMOOTHYECKHUX OCI0KHEHUSX,
CCICUCe, HEJABHO [EPEHECEHHBIX XMPYPrHMYECKMX OMNepalusx, a Taioke Yy TMalMeHTOB ¢
MLIEMHYECKON 00JIE3HBIO cepAla U OOJNIE3HSAMM NEYEeHH B aHaMHe3€ B CBA3M C IMOTEHIMAIbHBIM
PUCKOM  pa3BUTHs  TPOMOOTMYECKMX ocioxkHeHHi win  JIBC-cunapoma; B mepuos
HOBOPOJKJEHHOCTH.

Ilpumenenne npu GepeMeHHOCTH H B MEPHO/ I'PYAHOr0 BCKAPMJ/IHBAHHSI

bepemeHHOCTB

Hwmeromuecs orpaHMYeHHbIE JaHHBIE MO TMPUMEHEHUIO BO BpeMsi OEpeMEHHOCTH B paMKax
0100peHHBIX TMOKa3aHUH MOATBEPXKAAIOT oTcyTcTBHEe BiusHUs rFVIIa Ha Teuenue GepeMeHHOCTH
M 3J0pOBbE IUI0Ja/HOBOpOXKAEHHOTO. IlpumeHeHne mpemapata y OepeMEHHBIX CIELYET
OTrpaHUYUThH CTPOTUMU MOKA3aHUSIMHU.

Ilepron rpyiHOro BCcKapMJIMBaHUs

HewussectHo, Beigensercs au rFVIla ¢ rpyaHsim monokom keHiguH. Boigenenue rFVIla c

MOJIOKOM Ha JKMBOTHBIX He M3y4vanock. CrenyeT cobmoaaTh OCTOPOXKHOCTb MPU Ha3HAYEHUU
npenapara Koarnn-VII® kopmsimm mMatepsm. Peluenue o nmpo10 ke HUK/TIPeKPaIleHHH TPy IHOTO
BCKAapMIIMBAHHs HJIM O MPOJOJDKEHUH/TIpeKpalleHn sieuenus npenapatom Koarun-VII® cnexyer
NPUHUMATB, UCXO/A U3 COOTHOIIEHMS TOJIb3bl TPYAHOTO BCKapMIIMBAHUS Ui peOeHKa U MOJIb3bI
Wi pucka Tepanuu npenapartom Koarun-VII® as sxeHIMHEL

DepTUIbHOCTL

Hccnenosanue penpoayKTMBHON (yHKLMM CaMLIOB M CaMOK KpBIC 110Ka3ajo, YTO BHYTPUBEHHOE
Beesienue rFVIIa B go3ax no 3,0 mr/kr maccel tena/nenb (150 000 ME/kr maccel Tena/neHs) He
BJIMSUIO HA TOKa3aTenu (epTHIbHOCTH M (U3MOJIOTHYECKHE MMapaMeTpbl MOTOMCTBA. JlaHHbIE
JOKJIMHUYECKUX MCCIIEJOBAaHUM, a TakXe IMOCTMAPKETHHTOBBIE NaHHbIE HE IMOKa3aJd HHUKAKMX
MPU3HAKOB, YTO OSNTakor anbpa [aKTUBMPOBAaHHBINM| WMeeT BpeAHOE BO3JEHCTBHE Ha
(GepTUIBHOCTE MYXKYMH WM JKEHILMH.

Cnoco6 npuMeHeHHUs! U 103bl

Jleuenue cnesyeT HauuMHaTH NOJ HaOIOJEHUEM Bpaya, MMEIOLIErO OMBIT JICUEHUS reMopuInu
W/MIHM HapyLIEHUH CBEPTHIBAHUS KPOBH.

HacnencrBennas remodunus A wnv B ¢ MHTMOUTOpaMM MJIH ¢ OKMJIa€MON UMMYHHOM peakLMen
Ha BBeJeHUE (hakTopa ceepThiBaHus Kposu VIII mam IX

Jlo3vl

[Ipy pa3BUTHH KPOBOTEYEHHs HEOOXOAMMO Kak MOXKHO paHblie Beectd Koarun-VII®,

PexoMmennyemas HauanbHas 7103a, BBOAMMAs BHYTPUBEHHO CTPYHHO, cocTaBiseT 90 MKr Ha Kr
maccel Tena nauuenta. [locne BBeAeHMS HayalnbHOM 03b1 HMHBEKLUMM Mpernapara MOXHO
MOBTOPATH. JIUTENBHOCTE JIEUEHHUS] U UHTEPBAJl MEX/y UHBEKLHUSAMHU ONPECNSIOTCs TIKECTHIO
KPOBOTEYEHHs MJIM XapaKTepOM MHBA3UBHOM MPOLEAYPBl MM XUPYPrHUECKOTO BMEIIATE/ILCTRA.

Hoszuposanue npu nevenuu oemeit

Hmerommiics B HacTosillee BpeMs  KJIMHUYECKMH OMBIT HE TO3BOJSET NPEJIOKUTD
auddepeHIMPOBaHHbIH PEXUM JO3UPOBaHUS Ul JETeH M B3POCHBIX, XOTS M3BECTHO, YTO
KJIMpEeHC snTakora ajnbda [aKTMBMPOBAHHOIO]| y JeTeil miajuiero Bo3pacta Bbile. [lostomy B
NeMaTPUUECKOM MPAKTUKE MOXKET BOZHUKHYTh HEOOXOMMOCTh MPUMEHEHHs OoJiee BHICOKHMX /103
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npenapara Koarun-VII® s aoctidkenus koHUeRTpanim TIperapaTa B TITa3Me, AHATOTHIHOM
KOHLEHTPALMK B IJIa3Me B3POCIIbIX MALIUEHTOB.

Yacmoma eeedenus npenapama

Kaxapie 2-3 waca 10 noctmxenus remocrasa. Eciu uMeroTcst mokasaHHs Jisl MPOJOIDKEHUS
JIeYEHUs TI0C/IE OCTAHOBKH KPOBOTEYEHHs, TO MHTEPBAJIbl MEXy BBEICHHUSMH IpernapaTta MOTYT
ObITh MOCHENOBATENBHO yBeNTMYeHB 10 4, 6, 8 WM 12 yacoB Ha Bech MepHOJ JICUCHHS B
COOTBETCTBUM C MOKA3aHUSAMMU.

Kposomeuenus nezxoit u cpedneii cmenenu msaxcecmu (8kniouas ambynamopnoe neuenue)

IIpy KpoBOTEUEHHH JIETKOM M CPe/IHEl CTeNeHH TSHKeCTH (CYCTaBHBIE, MBILICUHBIE M M3 CIIH3HUCTOM
TKaHM) Haubosee >(pPeKTUBHO paHHEe BBEJCHHUE Tpernapara.

PexkoMeHzytoTCS Clletyronue pexXuMbl 103UPOBAHUS:

- Or aByx 10 Tpex uHbeKuMi B 03¢ 90 MKI/Kr ¢ 3-4acoBbIMM MHTepBanamu. J{ins
nozepkanus s¢gdexra MokeT ObITh HazHa4YeHa elle oaHa Jo3a npenapara Koarun-VII®
n3 pacyera 90 MKr/Kr.

— OpnHokpaTHas MHBEKIMS U3 pacyeTa 270 MKI/KI Macchl Teja.

[IpoaomkuTebHOCTE aMOyIaATOPHOTO JIeYEHHUS! He I0JKHA NPEBBIATh 24 4acoB.
Knuvnuueckuii onblT npuMeHeHMst npenapata B go3e 270 MKI/KT y TNOXHIBIX TMAlMEHTOB
OTCYTCTBYET.

Kposomeuenua maicenoii cmenenu

Pexomennyemas HavyanpHas J103a npemnapara coctasiseT 90 MKI/KT ¥ MOXKET BBOAMTBCS Ha dTare
TPaHCIIOPTUPOBKU B cTauuoHap. JlanbHeillnas cxema Jie4eHWsl 3aBUCHUT OT THIA M THXKECTH
kpoBoTeueHus. [Ipenapar BBoaMTCs Kaxaple 2 yaca 10 OCTAaHOBKM KpoBoTeyeHus. [1pu Hanuuum
MOKa3aHW /I NPOJIO/DKEHHS TEPANTMM MHTEPBaJibl MEX/y BBEJICHUSMH Ipernapara MOryT ObITh
yBeIMYEHbI 110 3 4acoB B TeueHue 1-2 cytok. B mocneayioueM MHTEpBalibl MEX1y BBEACHUSAMHU
npenapaTta MOXHO yBeJauuuBath 10 4, 6, 8 uau 12 yacoB Ha Bech NepUO/I JIeYEHHs B COOTBETCTBUU

C TOKa3aHUSIMU. B 3aBUCMMOCTH OT KJIMHHUYECKUX I1OKa3aHUM MpOAOJDKHUTEIBHOCTE JICUCHUSA
KPOBOTCHYCHUA TSKEJIOM CTENIEHU MOXKET COCTaBJISITh 2-3 HeJenu u bornee.

IIpoghunakmuxa kposomeuenuii

[Taupentam ¢ uHruburopHoi remodunueit A win B u yacteiMu KpoBoTeuenusmu (4 u Gonee
SMU30/10B B MeCAL) /Ul YMEHbIIEHUS! YacTOThl KpoBoTeueHwii npenapar Koarun-VII® moxer
Ha3zHa4aTbCs B 103¢ 90 MKI/Kr OJMH pa3 B eHb. JIIUTENbHOCTD JIeYEHHs — 110 TPEX MECSLIEB.

Hnusaszusnvle emewiamenscmea/xupypeuieckue onepayuu.

HenocpenctBeHHO nepesi BMEIIATENECTBOM MIIM Onepalueil BBogutes Jo3a 90 mkr/kr. Bropas
[103a BBOJMTCS 4Yepe3 2 4aca, a 3aTeM Mpenapar BBOAMUTCSA C 2-3 4acOBBHIMH MHTEpBaJaMH Ha
NpOTSKEHMHM  nepBelX  24-48  yacoB B 3aBUCHMMOCTH  OT  THNA  MHBa3WBHOM
TNpPOLEAYPbI/XUPYPruYECKOro BMELIATEILCTBA U COCTOSIHUS nauueHTa. [Ipu Gonbmx onepaumsx
JIeYeHUe MNpojobKaerces 6-7 CyTok ¢ 2-4 yacOBBIMM MHTEpBajaMM MEXAy BBeAeHHeM 7103. Ilpu
NPOBE/IEHUH JICUEHHS] HA TMPOTSHKEHMU CIIEYIOUIMX 2 HeJlellb MHTEPBaJbl MEXIY BBEACHUSAMH
npenapara MOryT ObITH yBenuueHbl 10 6-8 uacoB. OOwas NMPOAOKMTENBHOCTH MPUMEHEHHs
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npenapara 1ocje O0ONbIIMX ONepaLuil MOXKeT COTTABIATE 2=3 HEAETH BINTOTE 0 3aKABICHT
ONepaLMOHHOMN pPaHBbl.

IIpuobperennas remodunus

Hosa u unmepean medxicoy doszamu (sknouas ambyramoproe nevenue)

ITokasaHo kak MoxHO Gosee paHHee BBeJeHue npenapara Koarun-VII® nocne navana
KpoBOTe4YeHHs. PekoMeHlyemas HauanbHas /1033, BBOAUMAsi BHYTPUBEHHO CTPYHHO, COCTABIISIET
90 mkr/kr maccel Tena nauuenTa. Ilocne nepBoit nHbekunu BBenenue npenapata Koarmn-VII®
MOJKHO TMOBTOPATb, MPH HEOOXOAMMOCTH. JINUTENbHOCTh JICYCHHS M MHTEPBAT  MEXY
BBE/ICHUAMH Tpernapata OnpelessioTes TAKECTIO KPOBOTEYEHHsI WIIM XapakKTepOM HMHBA3WBHOI
MPOLE/LY PbI/XUPYPrUYeCcKoro BMemaTenbcTa. [Ipy BBEACHHH HaYalbHOM 10361 MHTEPBAN J0JKEH
cocTaBiATh 2-3 yaca. [locie 1ocTKeHHs reMoCcTa3a HHTEPBANIbl MeX/Ly BBEJEHHAMMU TperapaTa
Ha BEChb MEPHO/1 JICYECHHs MOXKHO YBEIUUUBATh J10 4, 6, 8 nnu 12 yacos.

BpoxxaeHHbli geduuut dhakropa ceeprbiBanusi kpou VII
Ho3za u unmepsan mesxncoy dozamu

Pekomenjtyembie 10361 Ul OCTAHOBKM KPOBOTEUEHHI M MPOMUIAKTUKH KPOBOTEUEHMH MNpH
MPOBEICHUM  XUPYPrHYECKUX OINEpalMid WIM HMHBA3UBHBIX BMELIATENILCTB  COCTABISIIOT
15-30 mxr/kr maccel Tena. Ilpenapar Koarun-VII® Beoautcs kax/pie 4-6 4acoB 10 AOCTHKEHHS
remocra3sa. Jlo3a ¥ yactoTa BBeIeHUs NMOAOUPAIOTCS B MHANBU/LYaIbHOM TOPSIJIKE.

Hosuposanue npu nevenuu oemet

B neauarpuyeckoii nonynasuuu B Bospacte 10 12 et ¢ TSHKENbIMH KITMHUYECKMMHU NPOSIBICHUAMU
HAaKOIUICH OTPaHMYCHHBIH KJIMHMYECKHUH OMBIT JOJrOoCpoyHOM mpoduiakTuku. Jloza ¥ 4acToTa
MHBEKUMHA JUIst TPO(UIAKTUKH MOAOHPAIOTCS U aJanTHPYIOTCS Ul KaXJI0T0 MalMEHTa OT/AEIBHO
Ha OCHOBE KJINHUYECKOTO OTBETA.

Tpombacrenus ['naHuMana ¥ pedpakTepHOCTBIO (B HACTOSLIEM MM MPOLULIOM) K TpaHChY3USIM

TDOMGOHHTaDHOFl MAcCChl IpU HAJIMYUKW HJIM OTCYTCTBUHM AHTUTE]l K TDOMGOHHTaM HJIW _TIpH

HEO0CTYIHOCTU TPOMOOLIMTAPHOM MacChl

Ho3za u unmepsan mesncoy oozamu

Jloza il KOHTpOJA KpOBOTEUEHMH M NPO(UIAKTHKM KPOBOTEYEHHH TIPU TPOBEJEHHMH
XUPYPrUYeCKHX Olepaluid WM WHBa3WMBHBIX BMeEIATENbCTB cocTaBiseT 90 Mkr/kr (80—
120 mkr/kr). INpenapar Koarun-VII® eoautes kaxawle 2 yaca (1,5-2,5 vaca). Jins obecrnedenus
CTOHKOIO remocrasa TpeOyeTcsi He MeHee TpeX 103. PekoMeHayeTcsi BHYTPUBEHHbIN GOIOCHBIN
crnoco6 BBeJE€HHMs, MOCKOJIBLKY TNpH KameabHOM BBeACHWH S((QEKTHBHOCTH Mpenapata MOXET
CHWKATbCA. OCHOBHBIM METOAOM JIeYE€HHMs MAaUMEeHTOB ¢ Tpombactenueit [ nanumana 6Ges
pedpakTepHOCTH sBNISETCS IPUMEHEHHE TPOMOOLIMTAPHOM MAcChl.

MaccuBHOE M0oC/IepoI0BOE KPOBOTEUEHHE
Hoza u unmepsan mesxncdy oozamu

Pexomenyemblii AMana3zoH 103 U1 OCTAHOBKM KpOBOTeYeHHs cocTaBiseT 60—90 MKr/Kr mMacchl
TEJIa NPU BBEJAEHUWM BHYTPMBEHHO CTpYiHO. [IMK reMoctarnueckoil akTHBHOCTH MOXKHO OXKH/ATh
yepe3 10 munHyt. Bropyio mo3y npenapara Koarmn-VII® MoXHO BBOAMT Ha OCHOBAaHUM
KJIMHUYECKOTO  OTBETa KaXKAOW OTAeNbHOW mMalUMeHTKW. B ciyyae  HemocTaTrouyHOro
reMocTaTuyeckoro a¢dekra BTopyro 103y peKoMeHyeTcsl BBeCTH Yepe3 30 MUHYT.
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IIpaBuiia npuroToB/IeHHsi pacTBOPa AJIsi BHYT CCHIS

Obwgue nonoxyncenun

1. TmarenbHO BBIMOWNTE PYKH NeEpes MPOBEASHHEM HUKEOMHMCAHHBIX NpoLEIyp U BBINOJIHSANTE
TNpaBuJia aCeNTHKH B TpOLiecce NIPUrOTOBJIEHUS U BBEJICHUSI PaCTBOPa Mpenapara.

2. OTKpbITBIE MEIMLMHCKHE MaTepHajbl MCTONb3YHTE, 1O BO3MOXKHOCTH, OBICTPO, YTOOBI
COKpATUTh 10 MUHMUMYyMa BPEMs MX KOHTAaKTa ¢ aTMOC(EpPHBIM BO3/IyXOM.

3. Bosbmute (niakoHbl ¢ THOQHIM3ATOM M PACTBOPUTENEM, BHIHYTHIE M3 XOJOAWIBHUKA, W, HE
OTKpBIBas MX, CJIErKa Harpeire, Hanpumep, nojepxkas ux B pykax. He momyckaercs Harpesanue

npenapara Beiwe 37 °C. Ilpu ucnonk3oBaHun BoAsHOM GaHM TemIepaTypa BOABI HE JOJDKHA
npeseimats 37 °C.
4. IlocraBbre 06a (h1aKOHA HA YMCTYIO POBHYIO MIOBEPXHOCTb.
5. CHUMHTE 3aIUTHYIO TIACTUKOBYIO HAKJIAJKY € KaXI0r0 (hakoHa.
6. O6paboraiite pesuHoBbIe MPoOKM drakoHOB candeTkoil crnmpToBoii. JlaiiTe MM BHICOXHYTH
nepej ucrnoik3oBanueM. He npukacaiitech pykamMu WM ApyruMH mpeamMeTamu K 06paboTaHHBIM
MOBEPXHOCTSIM.

. 7. OTKpojiTe GIMCTEPHYIO YNAaKOBKY KaHioJIu. CHUMHUTE 3alUTHBIA KOJIMAYOK C HUIJIbl KAHIOJH.
8. BBeauTe NiacTUKOBYIO WIJIy KaHIONM BEPTHKAIBHO B LEHTP PE3MHOBOI MpobkM (akoHa ¢
pacTBopuTeieM A0 ynopa (puc. 1).

Pucynok 1

. 9. Otkpolite OnMCTEpHYIO YMAaKOBKY INNPHLA, OTOTHYB 10 CEPeAMHBI OyMaxHOe MOKpPBITHE,
OTKPOMTE CHHIOKO 3aLIMTHYIO KPbIIIEYKY KaHIONIM M BCTaBbTE ILUINPHIL] B OTBEPCTHE KAHIONM (pHC.
2). Voeoumecwv 6 nnomnocmu coeounenus.
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COOTBETCTBYET 3IKCNEPTHOMY OTYETY
ot 19.05.2023 N2 9371
(Bxopawmin M3 N24.241284)
10. IlepeBepuute (nakoH BBEpX AHOM M 0TOCpHTE B THNPAI YKa3aHHOE HIDKE KOJNWYECTBO

paCTBOPUTEJIA, IJIABHO OTTArUBas MOPUICHb:

° JUIst 103UpoBkH 1,2 Mr — 2 mur;
° JUTSL 1O3UPOBKM 2,4 Mr — 4 mut;
. JUis 103UpOBKU 4,8 Mr — 8 mi1.

11. OTtkpoiite 61MCTEPHYIO yIMAaKOBKY BTOPO# KaHIONM, CHUMHMTE 3aIIUTHBIN KOIMAYOK C MIJIBI U
BBEJIMTE IIACTUKOBYIO MIVIy B LEHTP Pe3MHOBOHM NpoOKM (iakoHa ¢ NMOGuIM3aToM, 10 yrnopa,
aHaJIOTMYHO pacTBOPUTEIIO (CM. 11. §).

12. Y panure HanosHeHHbIH WNpUIL U3 KaHIOM (uiakoHa ¢ pacTBoputesieM (cM. 1103. 10), ocraBus
NepexoHUK B MpoOke (akoHa ¢ octaTkoM pactBoputens. Crneaure 3a TeM, 4TOObl KOHUHK
IITMpHLA HE CONPHUKACAIICS C PYKOH MJIM IPYTUMHU MOCTOPOHHUMH TIPEIMETAMM.

13. BerabTe HamoJIHEHHBIH WINPUIL ¢ PACTBOPUTEIEM BO BTOPYIO KaHIONIO, YCTAHOBJIEHHYIO Ha
(nakone ¢ nmModuIN3ATOM, OTKPBIB CHHIOI 3aLUMTHYIO KphIEuKy. Véeoumecs 6 niomuocmu
COeOuHeHUs.

14. OcTOopoXKHO HaXKMMas Ha CTEP)KeHb MOPILIHS U CJIETKa HAKJIOHAS (JIaKOH, Me/IJIEHHO BBEIUTE
COOTBETCTBYIOIIMI 00beM pacTBopuTens (cM. 1. 10) mo creHke dakoHa yepes KaHioo, u3beras
neHoo6pa3oBaHMs ¥ CONPUKOCHOBEHMsI MIJIbI C PacTBOPOM mpenapata. DhPeKT «BCIEHUBAHHMA»
TOSIBJIACTCS, €CJIM PACTBOPHUTED MOMAAAET HEMOCPEACTBEHHO Ha JIHO(HIIN3AT.

15. OcropoxHO mnokauuBaiiTe (IakoH KPyroBbIMH JBHXKEHHSMM, TOKA BCE BELIECTBO HE
pactBoputcs (puc. 3). He ecmpsaxueaiime ¢naxon. YO6eaurech B TOM, YTO MOPOIIOK MOJHOCTHIO
pactBopuiics. [Ipy HannyumK MoOBIX BKIIIOYEHHMI WM MyTHOCTH HE MCTIOJB3YIiTE pacTBop.

PucyHnok 3

16. Jlepxa (py1akoH B cllerka HaKJIOHEHHOM TIOJNIOKEHWH, OTOEPUTE M3 HErO BECh PACTBOP B ILITPHIL
4yepe3 KaHKOJ, MEIJEHHO M IUIABHO OTTATMBas MOpIUeHb. YOeaurech B TOM, 4YTO BECh
MPUrOTOBJICHHBIH PACTBOP MNepelles B WINPHULL. YAaluTe BO3AyX M3 LINPHLA, NepeBepHYB (IaKoH
BBEPX JAHOM (puc. 4). OTnoxuTe (H1aKOH €O WINMPHLEM U KaHIOJIEH 10 CleyIoLIeil MaHUITY JISLUH.
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B

Pucynok 4

17. Otkpoiite GnucTepHylo ynakoBKy KateTepa uis nepupepuyecKux BeH.

18. He mensas nonoxenus nopiist (cM. m. 16), yaanmure HamoJHEHHbIN LWIMNPUL, U3 KaHIOJH,
OCTaBMB MEPEXOHUK B NIPOOKE MycTOro (iakoxa.

19. CHumure 3amuTHYyIO 3arymKy ¢ TpyOku katerepa. [IpucoeuuuTe mmpmiy Katetepy (puc.
5). Vb6eoumecwv ¢ nnomnocmu coeounenus.

Pucynok 5

20. O6paboTaiiTe MeCTO MHBEKLIMH MPUIIAraeMoii candeTkoii crupToBoii.

21. CHumHTE 3aLIMTHBIH KONMAYOK C MIVIBl KaTeTepa. YaiuTe BO3AYX M3 NPHCOEIHHEHHOI
CHUCTEMBI JUISl BHYTPUBEHHOTO BBE/ICHHMS ¥ BBOJMTE PAcTBOP BHYTPUBEHHO CTPYHHO MeJIEHHO (B
TeYeHHUe 2-5 MUHYT).

22. O6ecneubTe 6e30NaCHYI0 yTUIN3ALMIO BCEX MCIIOb30BaHHBIX MATEPUAIOB.

[IpuroToBneHHbIi pacTBOP JOJKEH MCTONB30BAThCS cpasy nocle pazseneHus. Eciu uHbeKuus 1o
KaKOii-m1bo MpUYHHE OTKIaaBIBaeTCs, (IaKOH ¢ PacTBOPOM Ipenapara CilelyeT XpaHWThb MpH
Temmnepatype ot 2 10 8 °C He Gonee 10 yacoB 6e3 3aMOpaKMBaHMs WM TIPH TeMIEpaType He
Beiie 25 °C — He Gonee 8 4yacoB, MpHM YCIOBMM €ro MPUIOTOBJIEHMS B KOHTPOJHPYEMBIX
acenTHYeCKUX YCI0BHUsAX. Heucrnons30BaHHBIH B T€UEHHE 3TOTO BPEMEHHM PACTBOP HE JOJKEH
NPUMEHSTHCS, OH MOAJIEKUT YTHIIU3ALHH.

Ecnu nayuenmy mpebyemcs esecmu npenapam 6 konuvecmee, npesviuiaioujem 003y 00HO20
¢naxona, ananocuunbiM 06pazom 20moesm pacmeop 6 Opyeom rakowe nuogurusama,
UCNOTIb3YA NpUIA2aeMbplii pacmeopumens (600y 0N UHBEKYULL), a 3aMeM COeOUHSIOM PACMEOpbL 6
winpuye 6onvuie20 obvema (ne npunazaemcs) u 66005m npenapam 6 06LIYHOM nopsoKe.




IToGouHoe pelicTBHE

COOTBETCTEYET 2KCNEPTHOMY OTUETY
ot 19.05.2023 Nz 9371
(Bxopawmin M3 N24.241284)

[lepeuens HexenatenbHpx peakumii npy neuennn rFVIIa, kak cepbesHBIX, TaK W HeCepbe3HBIX,
NpeJICTaBjIeH B TabJHLe HUXKE.

Bce mnpeacraBneHHble HIKe HeXelaTelbHble pPeaKUMH  PACTIPEACNCHbI 110 rpynnam B
COOTBETCTBIH ¢ Kiaccupukaumeit MedDRA u cuctemamu opraHos.

YacToTa pasBuTHs HexenaTeNbHBIX peakuuii onpesenena kak: Hevacto (> 1/1000 go < 1/ 100) u
peako (= 1/10000 no < 1/1000). BHyTpy Kakaoii rpymisl MO YacTOTe Pa3BUTHS HeXeNATENbHBIE
peaKuMu TpPHUBEICHBI M0 yOBIBAHMIO HMX CephE3HOCTH. YacToTa HeXeNaTeNbHBIX peakiiHii,
HAO/MIOABIINXCA  TOJBKO B INpOLECCE MOCTMAPKETHMHIOBOTO TMPUMEHEHHs NPHUBEACHA KAk

«HEU3BECTHOY.
CucreMHO-0OpraHHbIi Heuacro Peaxo HeusBecTHo
KJace
Hapyuienus co HucceMuHrpoBaHHOE
CTOPOHBI KpPOBU M BHYTPHCOCY/IUCTOE
numdatHyeckom CBEPTHIBAHUE KPOBH,
CUCTEMBI COIMYTCTBYIOLIEE
U3MEHEHHE J1TabopaTOPHBIX
nokasaresnei (B TOM ymciie
NOBBILIEHUE  COZAEpIKAHUs
Jl-numepa UM CHMXKEHHE
YPOBHS aKTUBHOCTH
antutpombuna III)
Koarynonarus
Hapymenus co ['MnepyyBCTBUTENLHOCTD Anadunakruyeckue
CTOPOHBI UMMYHHO peakLuu
CUCTEMBI
Hapymenus co ["onoBHas 60nb
CTOPOHBl ~ HEPBHOM
CHCTEMBI
Hapyenus CO | DnM301Bl  BEHO3HOH | Dmu3oapl  aprepuanbHOil | BHyTpucepaeunsiii
CTOPOHBI COCYI0B TpoMb03MO0IHMK TpoMb03Mb0aMK (MHpAPKT | TpoMO
(Tpom603  riyOokMX | MHOKappa, uHpapkT
BEH, TPOMOO3 BEHBI B | TOJIOBHOTO MO3ra, WILEMHS
MecTe BBEJEHUS | TOJIOBHOTO Mo3ra,
npenapara, JIerouyHasi | OKKJIIO3Ms MO3TOBBIX
TpoM603MOb0THS, apTepHii,
cliyyau 1epeOpoBacKyIsipHbIE
TpomMO03MO0IHK OCJIOXKHEHHUH, Tpomb03
Me4YeHu, B TOM YHCJe | MOYEYHOM apTepuu,
TpoMOO3  BOPOTHOM | WIIEMHs MepUpeprUYECKUX
BEHBI, Tpomb03 | cocynos, TpoM603
[I0YEYHOM BEHBI, | MepU(eprYECcKUX apTepHii
Tpombodedur, Y MIIEMHUs KULIEYHHUKA)
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TpoMbodnedur CHOKapai
MOBEPXHOCTHBIX BEH
Y MLLEMUS KMIIICYHHUKA)

XKenynouno- TomHoTa

KHUILEYHBIE

HapyIleHUs

Hapymenus co | KoxHnas cbinb (B TOM ITokpacHenue
CTOPOHBI KOXXHM M | YMCIIE, allepruyecKuii KOXXHBIX MTOKPOBOB
MOAKO>KHON JepMaruT u AsryosespoTvEEciH
KJIETYaTKH 5PUTEMATO3HAs CHIMb) oTeK

Koxubiii  3yn

KparuBHULIA
O6ume Hapywenus | CHUKEHHBIN Peakuun B MecTe
M peaKklMu B MECTE | TeparneBTUYECKHi BBEJIEHHs, BKJItoYas 60Jib B
BBE/ICHUSI orBeT* MECTE BBE/ICHHS

JInxopanka
JlaGoparopuble  u VBennuenue
MHCTPYMEHTaJIbHbIE KOHLEHTPAaLUMU MPOAYKTOB
JTaHHBIE aerpagauuu pudpuHa

[ToBBIlIEHHE  AKTHBHOCTH
aJlaHHHAMMHOTpaHcepasbl,
LEJI0YHOM ¢ocdarassl,
NaKTaTAErWAPOreHa3bl U

KOHLEHTpaL1U
npoTpoMOKHa

*Onucanbl ciyyau HeJOCTaTOYHON 3()eKTHBHOCTH mpenapara (CHMXEHHBIH TeparneBTHYECKMil
orer). Heobxomumo, 4toObl pexum nozuposanus npenapata Koarun-VII® coorBetcTBOBaN
PEKOMEH/IyEMBIM CXEMaM Tepal1u, OMUCAHHBIM B pazaeie «Cnocob npumenenus u 003vly.
TpombBoaMGoHs MOXKET NPUBOAMTE K OCTAHOBKE CEp/LIa.

Ilayuenmor ¢ npuobpemennoii 2emogpunueti

Knunnyeckne wuccnenoBanus pedepentHoro npenapara rFVIIa ¢ yuyactuem 61 mnauuenta
(cymmapno 100 5mu3010B NpUMEHEHUs Tpernapara) MoKas3ajid, YTO HEKOTOpbIE HeXeJaTebHbIe
peakuuu BcTpewarorcs uyame (1% or KonmyecTBa BMU30J0B):  BMU30/bI  ApTEPUAJILHOM
TpoM005MO0/IMM (OKKJIIO3UsSI MO3TOBBIX apTepuil, LepeOpOBaCKyISIPHBIE OCIOKHEHHUS), STU30/1bI
BEHO3HON TpoMbG0o3MboMu (J1erouHas TpoM603MOonHs, TpoMOO3 ITyGOKHX BEeH), CTEHOKap/us,
TOLIHOTA, JIMXOpaJKa, OSPUTEMATO3HAas ChIIb M YBEJIMYEHHE KOHLEHTPALMU TMPOAYKTOB
aerpagauuu GpuOprHa Mpu 1abopaTOPHBIX UCCIEIOBAHUSIX.

Tpombosmbonuueckue ocnoxcHeHus
IIpu npumenennn pedepentHoro npenapara rFVIla y naumeHnToB, 4bu 3a00s1eBaHus HE BXOAMIM B
ono0peHHble mMokasanus, uacto (or >1/100 mo <1/10) oTMevamuch 3MU30/bI Pa3BUTHs
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apTepuanbHoii TpoM60sMGoMK. Boltee BhICOKMIA PHTK Pa3BUTHA apTeprallbHON TPOMOOSMOOINH
(cM. Hapywenus co cmoponst cocydoe B BblluenpupeneHHOM Tabmuue) (5,3% B rpymnmne
TMALKMEHTOB, TMOJY4aBIIMX TEPANHIO UCCIEyEeMbIM MPENapaToM, Mo cpaBHeHUIO ¢ 2,8% B rpyrmme
MaUMEHTOB, TONy4aBIINX MU1auedo) Obil BBIABIEH B MeTa-aHANM3e AAHHBIX, COBOKYITHO
MOJTyYEHHBIX B XOJE I/Iale00-KOHTPOIMPYEMBIX KIMHMYECKHX HCCIENOBAHUN MO MPUMEHEHHIO
npenapata JUid JieveHus 3aboseBaHuii 3a mpejenaMM OJOOPEHHBIX I0Ka3aHMii, KOTOpbIE
NPOBOAMJINCL B PA3IMYHBIX KIMHWUYECKUX TIpyNnax IalMeHTOB, HMEBIIMX pa3JIHYHYIO
XapaKTepUCTHKY 3a00JIeBaHHs U, COOTBETCTBEHHO, Pa3IMYHBII NPo(uIIbL pHCKa.

IIpumenenue npenapara Koarun-VII® 3a npeaenamu 0106peHHBIX MOKa3aHHil He peKOMEH/yeTCs,
TaK Kak 6€30macHOCTh U 3 (EKTHBHOCTH TAKOTO NPUMEHEHUS HE YCTAHOBIICHBI.

Hmmynozennocmeo

B KIMHHYECKHMX MCCE0BaHUAX 110 U3YYEHHIO MMMYHOTeHHOCTH npenapata Koarmn-VII® ua 20
nauueHTax ¢ remoduiueid A ¢ HanMuMeM MHrUOMUTOpoB K (akropy ceepreiBanus VIII
AHTUJICKAPCTBEHHbIC aHTUTEJIa B HU3KOM THTpe OblIM BbIsiBICHbI Y 2 U3 HUX. OnHako He ObUIO
BBISIBJICHO BJMSHMSA OOHApY)KEHHBIX aHTUTe] Ha 5(p(EeKTHBHOCTL NpernapaTa, HE BO3HMKIIO
HEO6XO0IMMOCTH B M3MeHeHUH 1103b1 mipenapata Koarun-VII® u ero 3amene Ha apyroii npemnapar ¢
IIYHTUPYIOLUIUM MeXaHU3MOM JencTBus. Knunnueckoe teyenue remodunun A Ha doHe neueHus
npenapartoM Koarun-VII® y 5TuX JBYX MaluyeHTOB He YXYALIHUIOCh, HE YBEIMYUIIOCH KOJMYECTBO
5MU30/10B KPOBOTEUEHHIA.

CywecTByeT NOBBIIEHHBIH PUCK 00pa3oBaHMsl aHTUIEKAPCTBEHHbIX aHTUTen K rFVIla wmm
(akropy ceepteiBanua VII npu NpoBeACHMM 3aMECTMTE/BHONM TepanuM y TNAlMEHTOB C
Aepuumnrom pakropa ceeprhiBanus VII, nonyyaBluuMu npeaBapuTeNbHOE JeYeHHe MpenapaTamu
MJa3Mbl, MPU HATMYHUK TsDKeNoi Mytauuu rena FVII, a takoke npu nepeio3upoBke mnpemnapara Ha
ocHose rFVIla.

Kenuwyumvr ¢ maccugHviM nOCcnePOO0BbIM KpogomeueHuem

B OTKpHITOM paHIOMH3MPOBAaHHOM KJIMHMYECKOM MCCIIE0BaHMH pe)epeHTHOro Mpenapata
rFVIla Opuiv 3aperucTpupoBaHbl SMU30/bI BEHO3HOM TpoMG0odIMGOoIMKM y 2 u3 51 naumeHTok,
MOJIy4YaBUIMX OJHOKPATHYIO 103y MCClellyeMoro npenapara (cpeaHss Jo3a 58 MKI/KT Macchl
Tena), ¥ HU y OAHOH W3 33 mauMeHToK B TIpynme, He MOJyYaBlIei mpenapar. DIHU3010B
apTepuabHOM TpoM60IMO0IHMH HEe OBIIO 3apErMCTPUPOBAHO HU B OIHOM M3 TPYIIIL.

B 4 HeMHTepBEeHUMOHHBIX HcclenoBaHUAX pedepeHTHoro mpenapara rEVIIa snu3oabl BeHO3HOM

TpomMb05MO0MK OblM  3apeructpupoBansl 'y 3 u3 358 (0,8 %) nauMeHTOK, MOJy4aBLIMX
uccleyeMblii npenapar (cpeanui auanasoH a03 63-105 mkr/kr maccel Tenma). V 1 (0,3 %)
NAaUMEHTKH, MOJTyYaBIIen UccielyeMblii npenapat, OblUT 3aperucTpUpOBaH 3MU30/ apTepUabHOM
TpoM60IMO0IHH.

Ilepeno3upoBka

B XoJe KIMHMYECKHX HCCIIeJOBAHMIA 1030IMMUTHPYIOIIAs TOKCUYHOCTE npenaparta Koarun-VII®
He u3ydanack. He coobumanock o cinyyasx nepenozuposku rFVIla y nauueHToB ¢ npruoGpeTeHHOI
remopunueil uiu Tpombactenueit I'nanumana. Mmeercs eaMHU4HOE COOOIIEHHE O Pa3BUTHH
TPOMOOTHYECKOrO OCJI0XKHEHUs y mauueHta ¢ aeduumrom ¢akropa ceeproiBanus VII, npu
npepbimieHud 1036l tFVIIa B 10-20 pa3 Beimie pexomeHaoBaHHOW. [l  MCKIIOYEHMs
JOTIOJIHUTEIBHOIO PHUCKA Pa3BUTHs apTEPUANIBHOTO W/MIM BEHO3HOTO Tpombo3a HEO0OXOJUMO
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CO6JH'O,ZICHPIC PEKOMEHAOBAHHOI0 pexKuMa AO3UPOBAHWA, a TAKOKE TLIATCJIBHBIM JMHAMHWYECKUHN
KOHTPOJIb KIMHUYECKOTO COCTOSIHUA U MOKa3aTesei KoaryJjiorpaMmal.

BsaumopeiicTBue ¢ IpyruMH JIeKapCTBEHHBIMH CPeICTBAMH

JlaHHBIE O pHCKE BO3MOXKHOTO B3aMMOZCHCTBMS MEXIy TperapaTaMd SITaKora anbga
[akTiBMpOBaHHOrO] ¢ KOHUEHTpaTamMu (aKTOPOB CBepTHIBaHMS OTCyTCTBYIoT. He creayer
OTHOBPEMEHHO BBOJMTbL KOHLEHTPAThl NPOTPOMOMHOBOrO KOMILIEKCAa (aKTUBMPOBAHHBIE MWIIH
HeakTUBUpoBaHHbIe) U Koarun-VII®.

[To umerommes JaHHBIM, aHTHGUOPHHONMTUKM CHIKAIOT HHTPAOTIEPALIMOHHYIO KPOBOTIOTEPIO y
MALUEHTOB ¢ reMO(uIMed, 0COOEHHO NPH OPTOMEAMYECKUX ONIEPALUAX M OTIepalUsIX Ha TKAHAX C
BBICOKOM (PUOPHUHONIMTHYECKOH aKTHBHOCTBIO, HATIPUMEP, B MONOCTH PTa. AHTHGHOPHHOIUTHKY
TAKOKE TMPUMEHAIOTCS  JUIL  YMEHBLICHWs KPOBOMOTEPH Yy OKEHI[MH C  TOCAEPOJOBBIM
KpoBoTeyeHHeM. OJHAKO ONBIT KOMOMHMPOBAHHOTO MPUMEHEHHs AHTU(UOPUHOIUTHKOB U
TMpenapaToB 3MTaKoro ajabda [aAKTHBUPOBAHHOTO] OrpaHHUYEH.

Ha ocHoBanuu pesynbTaToB JOKIMHMYECKOrO HCCIEAOBAHHMS KOMOMHMpOBAHHas Teparus
npenapatamu ¢aktopos ceeprhianus kpou rFVIIa u rFXIIl ne pekomennyercs. KnnHuueckue
JlaHHBIE O B3auMoJecTBUM (hakTopoB cepThiBanus kpou rFVIIa u rFXIII otcyTeTBYIOT.

He cnenyer Boauts Koarun-VII® B ogHoM wmmpuue ¢ M065IMH APpYTHMH MpenapaTaMu.

Ocobble ykazanus

Ilpy  nmaTonoruyeckmx COCTOSIHUSAX, COMPOBOXKIAOUIMXCS TOBBIIIEHHBIM BBICBOOOKIEHHEM
TKaHeBoro ¢axropa, npumeHeHue mnpenapara Koarun-VII® moxer ObiThb cBS3aHO ¢
NOTEHUMANBHBIM ~ PUCKOM  Pa3BUTUS  TPOMOOTHMYECKMX  OCIOXKHEHHH WIM  CHHApOMA
JAUCCEMUHUPOBAHHOTO BHYTpHUCcOocyaAucToro ceeptriBanus (JIBC).

K TakuM cocTOAHMAM OTHOCATCS TSOKENBIN aTepOCKIIepO3, Pa3MO3KEHHBIE PaHbl, CENITHLIEMHS WK
JABC-cunmpom. Ilaumentam, MMEIOMMM MOBBIIUEHHBIH PHUCK Pa3BUTHS  TPOMOOTHYECKMX
OCJIOXKHEHUH WM CUHJIPOM JIMCCEMHUHHMPOBAHHOTO BHYTPUCOCYIMCTOro cBepThiBanus (JIBC-
CHH/JPOM), MalUMEHTaM, B aHaMHe3e KOTOPBIX MMEIOTCS MIIeMUYecKash OOJe3Hb cepaua M
3a00/1€BaHUs  NEYEHH, A TaKKe HAXOMALMMCS B [OCIEONEPALMOHHOM Mepuoie H
HOBOPOX/eHHbIM feTsiM npenapar Koarun-VII® creayer HasHauaTh ¢ OCTOPOXKHOCTBIO. B
KaXAOM cliy4yae MOTeHLMaNbHas Mojib3a OT NPUMEHEHHs Tpernapara /s JIeYeHHs MMalUeHTOB C
MEPEYNCIICHHBIMU COCTOSHUAMM JIOJDKHA OBITH THIATENBHO B3BEILICHA MO OTHOLICHHIO K PUCKY
pa3BUTHS y HHUX OINHMCAHHBIX OCJIOXKHEHWH. Takue mnaLMeHTBl HYXJIAIOTCS B THIATEIHLHOM
HaOJII0IEHUH.

IIpu MacCMBHOM MOC/IEPOIOBOM KPOBOTEYEHHH M OEPEMEHHOCTH KIIMHUYECKUE COCTOSHUS (PO,
KPOBOTEYEHHE TSDKENOM cTeneHu, nepenuBaHue KposH, JIBC-cuuapom, Xupypruueckoe
BMELLIATE/ILCTBO/MHBA3MBHBIE TPOLIEAYPhl M KOAryJonaTHs) SIBISIOTCS M3BECTHBIMM (paKTOpamu,
00yC/IOBIMBAIOIMMHI TPOMOOSMOOIMUECKUIT PUCK, M, B YAaCTHOCTH, PUCK pa3BUTHS BEHO3HOI
TpoMG0aMGouK nipu npueme npenapata Koarun-VII® (em. pasaen «ITo6ouHoe geiicTBre).
ITockonbky Koarun-VII® seisercs peKOMOMHAHTHEIM TPEMapaToM, OH MOXeT coaepxarb
ClIeJIOBbIE KOJIMYECTBA OENKOB KyJbTYphl KIETOK MHpoAyLeHTa (OelKH XOMSYKOB), GelKoB
Te/s4bel ChIBOPOTKH. [Ipu 3TOM BepoATHOCTH pa3BUTHSI peakuUMil TMIIEPYYBCTBUTEILHOCTH K
otuM Genkam y mauuentos, nonmydarowmux Koarun-VII®, kpaiine manma. B ciyuae passutus
peaKuuMi  rUnepyyBCTBUTENLHOCTH  CIEAYET  pPacCMOTPETh  BHYTPUBEHHOE  IPHUMEHEHHE
AQHTUTUCTAMHMHHBIX TpENapaToB, B COOTBETCTBUU C MPHHATBIMH alTOPUTMAMM JICUEHHs TaKHX
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COCTOSIHUH M YKa3aHUsAMHM, COACpIKALIMMHCA B HHCTPYKOWAW 10 NPHUMTHCHHIO HCITOJIE3YEMOT0
AHTUTMCTaMUHHOTO Mpernapara.

Ilpn HacTynieHMM aniepru¥eckMx WM aHaUIAKTHYECKHX peakuuil BBeJAEHHE IMpernapaTa
ClIelyeT HeMEUIEHHO MpeKpaTuTh. B ciiyyae pa3BuTHs aHaUIAKTUYECKOTO LIOKA MPUMEHSIETCS
CTaHJApTHas Tepamnus Ui Ky[NMpoBaHHMs ero cumnrtoMoB. HeoOxoaumo mpeaymnpexaars
MalMEeHTOB O PaHHMX CMMITOMAaxX pa3BUTHUs ajlJlepruuyeckux peakuuid. OHU JOJDKHBI 3HATh, YTO
NpH Pa3BUTHH YKA3aHHBIX CUMIITOMOB MM CIIEy€T HEMEUICHHO MPEeKpPaTUTh JIeYeHUE JaHHBIM
npenapaToM M 00paTUTHCS K CBOEMY Jieyaluemy Bpauy.

Ilpy KpoBOTEYEHMAX TMKEIOW CTEMEHM MpenapaT cleayeT IPUMEHSTh B CTalMOHapax,
CMIELMAIM3UPYIOIMXCA Ha JICYEHUH TeMOQHINM ¢ MHIMOMTOpaMH K (akTopaM CBEPTHIBAHMS
kpou VIII unm IX, a, ecnm 5TO HEBO3MOXHO, B TECHOM COTPYJHHYECTBE C BpayvoM,
CrELMATU3UPYIOLMMCS Ha JICUEHUH reMO(HITUU.

Ecnu kpoBoTeueHue y maiueHTa He yaa&rcs KynmupoBaTh, 00sf3aTesibHa €ro rOCIUTATW3aLIUS.
[TaupeHThl MK JIMLA, OCYLIECTBIISIOLIME YXO/ 32 HUMH, JOJDKHBI TPU MEPBOi Ke BO3MOKHOCTH
coo0wars jieyaleMy Bpauy MM B CTALMOHAp O KaXI0M Cllyyae npuMmeHeHus npenapara Koaru-
VII® B joMalHmux ycnosusx.

V' nauuentoB ¢ paeduumrom Qakropa ceeprhiBaHus kpoBu VII crneayer KoHTponupoBaTh
NpOTPOMOMHOBOE BpeMs U aKTUBHOCTH (hakTopa cBepThiBaHus KpoBu VII 10 M nocne BBeneHMs
npenapata Koarun-VII®. Eciu aktuBHOCTh (haktopa ceepThiBanus kpoBu VIla He gocturaer
0XKM/ae€MOr0 YPOBHS MJIM KPOBOTEYEHHE MPOJOJIKAETCSA, HECMOTPS Ha NMPUMEHEHHE Npernapara B
PEKOMEH/YEMBIX J103aX, MOXHO MPEroNIokKUTh 00pa3oBaHUe MHIHOUTOPHBIX aHTHUTEN. B 3TOM
cliyyae Clie/ly€eT NPOBECTH aHaAJIM3 HAa HAJIMUME U ONpeesIeHUe TUTPAa UHTMOMTOPHBIX aHTUTEJ, KaK
BO3MOKHOM MPUYUHBI HEIPPEKTUBHOCTH MPOBOJAUMOTO JICUCHHS.

Coobmanoce o ciyyasx Tpomboza mpu mnpumeHeHun rFVIIa B Xole XMpypruyeckux
BMELIATE/ILCTB Y MalMeHTOB ¢ JeduuutoM daktopa cBepreiBanus KpoBu VII, HO naHHBIE O pHCKe
Tpombo3a y mauueHToB ¢ Aepuuurom ¢axkropa cBepTeiBaHus KpoBu VII Ha ¢one nevenus
npenapaToM OTCYTCTBYIOT.

Ilepen ucnonb3oBaHueM cielyeT MPOBEPUTh BHELIHMHA BHJ TPUrOTOBJIEHHOro pactBopa. Ilpu
HaJIMYMM B3BEIUEHHBIX YaCTHL] W/MUIM MYTHOCTH PacTBOP UCIIOJIb30BaTh HEJIb3S.

Cooepoicanue nampus

CozepxaHue HaTpHsi COCTABIsET MeHee | MMOJIb Ha 0/1HO BBeleHMe npenapara Koarun-VII® (cum.
pazaen «Coctay).

Koumpone npumenenus npenapama
Jnsa ynyduienus KOHTPOJI MPUMEHEHHs OMOJOrMYeCKUX JIEKapCTBEHHBIX TMPENnapaToB CleayeT

YETKO CbHKCPIpOBaTL Ha3BaHHWE€ U HOMEP CEpHU NMPUMEHEHHOTO Mpenapara.

Bansinme Ha cnocoGHOCTH yNpaBJsiTh TPAHCHOPTHBIMH CpeACTBAMH M paforath ¢
MeXaHH3MaMH

HccnenoBanus BIMSHUS HAa CIIOCOOHOCTB YNpPAaB/IATh TPAHCIIOPTHBIMHU CPEACTBaMH U paboTaTth ¢
MeXaHHW3MaMM He NPOBOJIUIIUCH.

®opma BbINyCcKa

Juodunuzam

JInodunusar At IPUrOTOBIEHHUS PacTBOpa /Ul BHYTPUBEHHOTO BBeAeHHs 1o 1,2 Mr, 2,4 Mr uim
4,8 Mr peicTBylollero BellecTBA B CTEKIsIHHBIE (IAaKOHBI | THIPOJUTHYECKOro Kiacca,
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YKYNOPEHHBIE MPOOKaMH PE3HHOBBLIMHM € 0OKATKOH KOMTaIKaMA aIFOMAHACBO-TNTACTHKOBBIMA T
KOHTPOJIEM MEPBOTO BCKPBITHSI.

Pacmeopumens

— BoJa aus uHbekumit npoussojactea AO «'EHEPUYM», Poccus:

ITo 5 mnm 10 mMn Bo ¢nakoHsl U3 cTekna | rUAPONUTHYECKOrO Kiacca, YKyNOpeHHbIE MpoOKaMu
PE3MHOBBIMU € OOKAaTKOM KOJIMauyKaMu aJIOMMHHMEBO-TUIACTUKOBBIMM C KOHTpPOJIEM TIEPBOTO
BCKPBITHSL.

unu

— BoJa Juisd uHbekumii npoussoactea OAO «@apmcranaapt-YpaBUTA», Poccus:

ITo 5 mn wim 10 ma Bo ¢uiakoHel M3 cTekna | rHAPONMTHYECKOTo Kiacca, YKYMOpeHHBIE

KOJIMaYKaM¥ KOMOMHMPOBaHHBIMU M3 aJIFOMUHHS M TIACTMACCHI € SJIEMEHTOM 3JIaCTOMEPHBIM MJIH
YKYNOpEHHBIE MPOOKaMH U3 3JIACTOMEPHOr0 MaTepuaia ¥ KoJrnaykaMu KOMOWHHPOBAHHBIMHU M3
aJIFOMMHUS Y T1JIaCTMACCHI.

JInopunuszar ana n03upoBok 1,2 Mr u 2,4 Mr KOMIUIGKTYeTCsl pacTBOpUTeeM BO (pJakoHax 1o
5 mn, ans no3upoBku 4,8 mr—mno 10 mo.

ITo 1 ¢nakony ¢ nMopuIU3aTOM U pacTBOPUTEIEM B KOMIUIEKTE C PACXOJHBIMU MEAULMHCKMMU
matepuanaMu: | INpUUIEM  HMHBEKUMOHHBIM, OJIHOPA30BBIM, CTEPUIBbHBIM 03  HIJIBI
BMECTUMOCTBIO 2 M1, 5 mul win 10 ma, 2 kaHonsmu, | katetepom s nepupepruyecKux BeH,
2 candeTkamMM CUPTOBBIMU BMECTE C MHCTPYKLMEH MO MPUMEHEHHIO — B KOHTYPHOU SYEMKOBOM
YNaKOBKE M3 IUIEHKH NOJMBUHUIXIOPUAHON MM NOIUITUIIEHTepedTanaTHOM.

| KOHTypHas siueliKoBas ynakoBKa — B [aYKe U3 KapTOHA.

Kaxzaplii KOMIOHEHT pacXOAHBIX MEIULMHCKMX MaTepuajioB IOMEIIEH B CTEPUIIBHYIO
OJIHOPA30BYIO YINAaKOBKY W3 IUIEHKHM TMOJMBUHUIXJIOPUAHON M Oymard JIaMUHHUPOBAHHOM.
Canderkn cnuMpTOBBIE YMAKOBaHBl B MHOTOCJIOWHBIM MaTepuan, CcOCTOSUMI U3  (Hoabru
aJIIOMHMHUEBOM U IUIEHKH MOJUATUIIEHOBOM.

BokoBble KianmaHbl Mayku GUKCUPYIOTCS CaMOKJIESIIUMHUCS STHKETKAMH ISl KOHTPOJIs MEPBOro
BCKPBITHS.

YcioBus XpaHeHHst
IIpu remnepatype ot 2 1o 8 °C. He 3amopaxkuBatsb.
XpaHUTb B MeCTaX, HEJIOCTYTIHBIX IS IeTEH.

Cpok rogHocTu

JInodunuzara — 2 roza, pacteopurens — 2 roja 6 Mecsies.

He npuMeHATH KOMIUIGKT TMoOcCj€ OKOHYaHWs CpoKa TOJHOCTH, YKa3aHHOro Ha (prakoHe
nuodunmzara.

YcioBusi otnycka
OTmycKaloT 1o peLenry.

Biagesen perucTpauHoHHOIO y10CTOBepeHHsI:

AO «3c¢ Jxu buorex»

Poccuiickas @enepauus, 601125, Bnagumupcekas o61., [lerymunHckuit paiioH,
noc. Bonbrunckuit, yn. Bnaaumupcekas, a. 18, opuc 26, ten. + 7(495) 108-04-07.

IIponsBoauTenn
AO «I'EHEPUYM»
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Poccniickas Qenepauns, 601125, Bnagumupekas pon., Heryngnerisipaior: N=4241284)

noc. Bonerunckuii, yi. 3aBoackas, crp. 273, ten. ¥7(49243) 72-5-20, 72-5-14.

BropuyHas ynakoBKa M BbIIyCKAIOIIMH KOHTPOJIb KayecTBa

AO «'EHEPUYM»

Poccuiickas @enepanus, 601125, Bnagumupckas o6, [lerymmHckuit paiioH,
noc. Bonerunckui, yn. 3aBojckas, crp. 273,

WU

AO «3c [lxu buorex»

Poccuiickas @enepauus, 601125, Bnagumupckas 06:1., [lerymmuckuii paioH,
noc. Bonerunckwit, yi. 3aBojackas, ctp. 273.

Opranunsanus, NPpUHAMAKOIIAs NIPeTeH3HH NoTpeduTeei

AO «3c¢ JIxu buorex»

Poccwuiickas @enepanus, 601125, Bnagumupckast o6, [leTymmHCckmii paiioH,
noc. Bonerunckui, yn. Bnagumupckas, 1. 18, opuc 26, r_qn_.jj(495) 108-04-07.

PykoBogurens Otaena hapmakoHaa3opa,
Poccusi, CHI'

Mapuyk B.A.




