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KapTqua—naMﬂTKa Ansd nauneHTa

Femnubpa (3muumnsymab)
PacTBOp Ansi noaKkoXxXHoro BBeAeHUA

KapTouka-namaTka Aans naumeHTa nosBonsieT obecneunTtb GesonacHoe
npumMeHeHue npenaparta F'emnmbpa ¢ uenbto nevyeHns remocunum A.

e Martepmanbl N0 MWUHAMU3ALUM PUCKOB MNpW MPUMEHEHMM npenaparta
lemnmnbpa (amuumsymab) cornacosaHbl ¢ degepanbHon cnyxbon no
Hags3opy B cepe 3gpaBooxpaHeHna  Poccumnckon  depepauumm
(PocsgpaBHag3opom).

e [laHHble MaTepuanbl cofepxaT peKoMeHZauuuM Mo MUHUMM3aUUM UNu
NpedoTBpaLLEHMI0  BaXHbIX PUCKOB, CBSA3@HHbIX C  MPUMEHEHUEM
npenapara.

e [logpobHaa wuHOpPMaLMsi O BO3MOXHbIX HexenaTernbHbIX peakuusx
npegcraBfieHa B WUHCTPYKUMM NO MEOULMHCKOMY MPUMEHEHUIO (NUCTKe-
BKnagblwe) npenaparta Nemnnbpa.

MaumeHTbI/Nuua, ocyLLeCcTBNSLWME yXxoa 3a NauuMeHTamu, AOMKHbl NMOCTOSIHHO
UMeTb Npu cebe OaHHY KapTO4Ky-NamsiTKy, BKOYas SKCTPEHHblE CUTyauuu.
MoxanyicTta, NnpeabaBuTe AaHHYK0 KapTOYKYy-NaMsTKy BO BpeMS BU3MTOB K Bpayy,
B OonbHUUE, coTpyaHukam nabopatopuv unu paboTHMKaM anTeku Ans
obecneyeHnss MHbopmaLmen 0 NeYeHnn 1 puckax NPMMeHeHUs amuumsymaba.

BAXHAA MHO®OPMALUA NO BE3OMNACHOCTHU

e B 9KCTpeHHOW cuTyauuu:

o O6paTutecb K COOTBETCTBYIOLLEMY MELULMHCKOMY crneumanucty
A8 NonyYeHnsa HEOTITOXHON MeaNLMHCKOW NMOMOLLM;

o [lpn BO3HMKHOBEHUWN MOBLIX BONPOCOB, CBA3AHHbIX C reModunnen
A vnn Tekywnm neveHvem, nonpocute mx obpatutbca k Bawemy
nevawiemy Bpauvy.

e Coobuwmte Bpayy, 4to Bbl npumeHsieTe npexnapat [emnubpa, Ao
nposegeHnst nabopaTopHbIX aHaNU3oB Afs8 U3MEePEHUs1 TOro, HaCKOSbKO
XOpOLLO cBOpa4vmBaeTcs Bawa KpoBb. JTO CBA3AHO C TeM, 4YTO npenapat
lemnnbpa MOXeT BMAMATb Ha HeKoTopble nabopaTopHble TecTbl, YTO
npuBegeT K HenpaBurbHbIM pe3yrbTaTaM aHanM3oB.

e [lpn ogHOBpeMeHHOM MNpuMeHeHUn npenapata emnubpa u npenaparta
WYHTUPYIOWEro  OEeWCTBMA  MOA4  Ha3BaHWEM  «@HTUMHTMOUTOPHbLIV
KoarynsiHTHbIn komnniekey (AUVKK, ®enba), oTmevanucb cepbesHble W
NOTeHLUManbHO YrpoXatoLLne XU3HWU HexernaTernbHble SBIeHNs, a UMEHHO

o Tpombotuyeckaa MukpoaHrnonatusa (TMA) — npeacrtaenser
cobor cepbe3Hoe 1 NOTEeHUMArbHO yrpoXatoLLee XN3HU COCTOAHME,
Npu BO3HWKHOBEHUN KOTOPOrO MOBPEXOAeTCs BHYTPEHHWA Crown
KPOBEHOCHbIX COCYJOB W B MarbIX KPOBEHOCHbIX cocydax
CKannmBalroTCs CryCTKM KpoBU. B HEKOTOpPBIX cnyyasx B pesynbtaTe
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[aHHOTO COCTOSIHUSI MOXXET MPOU30WATU MOBPEXAEeHNEe nodek U/unm
APYrnx OpraHoB.

o Tpomboambonus - npeactaBnsieT coboW cocTosiHMe, Koraa
CryCTOK KPOBU MOXET 06pa3oBaTbCsA BHYTPU KPOBEHOCHbIX COCYA0B
N B peaKux cryyasx 3abrnoKkMpoBaTh KX, YTO MOXET YrpoXKaTb XKU3HMU.

Moxanyucta, BHUMaATENbHO NpoYnuTanTe AaHHy0 MHopmauuio nepean
BBeAleHMeM npenapara

B akcTpeHHOM cuTyauum,

e OOpaTuTecb K COOTBETCTBYIOLLEMY MEOULMHCKOMY Cheumanucty Aans
nony4YeHnst HEOTNOXHON MEONLNHCKON NOMOLLIN.

e [lpn BO3HMKHOBEHUWM OOLIX BOMPOCOB, CBA3aHHbLIX C remocunuen A mnnu
TEeKyLMM NeYyeHnem, noxanymcra, nonpocute MeamuUMHCKOro cneumanucra
CBA3aTbCA C Nlevallmm BpayoMm:

P.N.0.:

Ten./¢akc:
Anpec 3NeKTPOHHOM noYThbl:
[KoHmaKkmHbie OaHHbIe 8auwe20 eeMamorioeal

MpumeyaHrne p[Ns MeAUUMHCKUX CMEeLManucToB MO [aHHOW KapTouKe-
namMmsaTKe AnNA nayueHTa:

MoxanyncTta, obpaTuTe BHUMAHUE Ha:

o TpomboTMYecKass MUKPOAHruonaTusi, CBsi3aHHasi C OAHOBPEMEHHbLIM
npuMeHeHnem npenaparta F’emnubpa n AUKK
o B «knuHnyeckom wuccrnegoBaHunm coobuianocb 0 gBneHuax TMA y
nauneHToB, nonyyaswmnx npodmnakTuky npenapatom Fremnunbpa, npu
BBeAeHUn cpegHen kymynatusHon [osbl AVMIKK >100 Ep/kr/24 4 B
TeyeHue =24 u.
o 3a nauyueHTamu, OLHOBPEMEHHO MOMyvawWUMn NPOUIaKTUKY
npenapatom emnunbpa n AUKK, cnegyet Habnogatb Ha npegmer
passutua TMA.

e Tpom6oamMbonusa, cBsi3aHHasi C OOAHOBPEMEHHbLIM _ MPUMEHEeHUeM
npenapara l’emnu6pa n AUKK
o B «knuHuyeckom wuccnegoBaHum coobuianocb O cryvasix pasBuTUS
TPOMOOTMYECKMNX ABMNEHUN Yy MAUMEHTOB, MOMNyYaBLIMX NPOGUNAKTUKY
npenapatomMm 'emnubpa, npu BBEAEHUN CPeaHEN KyMYNATUBHOW A03bl
aKlK >100 Eg/kr/24 4 B TeueHne 224 .
o 3a nauueHTamu, OOHOBPEMEHHO MOMyvalWMMN NPOUNaKTUKY
npenapatom emnunbpa n AUKK, cnepoyet Habnogate Ha npegmer
pasBuTUa TPOMBO3IMbBoNUu.

e [lpumeHeHMe npenapaToB LWYHTUPYIOLLEro AOEeNCTBUA Y MNaLUeHTOB,
nony4arlowmux npodunakTuky npenapartom Nemnubpa
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e [Ipodhunaktuky npenapatamu LWYHTUPYIOLLLEro OeUCTBUS crieayeT npekpaTuTb
3a AeHb A0 Havana Tepanun npenapaTtom femnubpa.

e Jleyawme Bpaynm JOMKHbI OBCyXaaTb TOYHble [03bl M rpaduk BBeAEHMS
npenapaToB LWYHTMPYIOLEro AeNCTBUSA CO BCEMM NaUMeHTaMn U/unu nuuamm,
OCYLLIECTBNSALWMMN YX0[ 32 NauneHTammn, ecnm nx npumeHeHne Tpebyetcs Bo
BpeMsi npodmnakTnkn npenapatom femnumbpa.

e [lpenapat [lemnubpa noBbiWAET CNOCOOGHOCTL KPOBM K CBEPTbIBAHUIO.
CnepoBaTtenbHO, Heobxoaumasa [o3a npenapaTa LYyHTUMPYOLWeEero AencTeus
MOXET ObITb HWXE TaKOBOW, MCMOMb3yeMOM NPW OTCYTCTBUM MPOGUNIAKTUKM
npenapaTom remnunbpa. AnutenbHoCTb neyeHus npenapartammu
LWYHTUPYIOLLLEro AENCTBUS N UX 403npoBaHue ByayT 3aBuceTb OT Slokanmsauum
N o6bemMa KpOBOTEYEHMS, a TaKKe OT KINMHMYECKOro COCTOSIHUS NauMeHTa.

e [lepeq nNOBTOPHbIM BBEAEHMEM BCEX MpenapaTtoB, BAUAKOWWX Ha
cBepTbiBaHMe KpoBWm (AVIKK, aKTMBMPOBAHHbIN PEKOMOUHAHTHBbIN
yenoseyeckun gaktop VII (rFVIla), FVII, v gp.), Heobxoammo ybeauTtbes, 4To
KpoBOTeYeHne npogosnkaeTcs.

o [lpumeHenna AWKK cnepyet usberatb, 3a WUCKOYEHMEM criyvaeB, Korga
Apyrve BapuaHTbl NnedYeHns/anbTepHaTUBHbIE CPEACTBA HEAOCTYMHbI.

o Ecnm AUMKK saBnsetcs €OWHCTBEHHbIM BapWUaHTOM  fle4YeHus
KpOBOTEYEHNA Y NaumneHTa, nonyyatowero npodunakTuky npenapaTtom
Nemnubpa, HavanbHas go3a AVKK He gormkHa npesbliwaTtb 50 Eg/kr;
npu 3TOM pPEKOMEHAYEeTCss NPoBOAMTbL JlabopaTOpPHbIA MOHUTOPUHT
(BKMOYasi, HO He OrpaHMyYMBasiCb MOHUTOPUHIOM (OYHKLUMN MOYEK,
N3MepeHNEM nokasartensa TPoMOOLNTOB N OLLEHKON TPOMOO30B).

o Ecnu kpoBoTeyeHMe He yaaeTca OCTaHOBUTb C MOMOLLbLIO HayanbHOM
no3bl AVIKK go 50 Eg/kr, cnegyet BBeCTu gononHutenbHble 4o3bl AUKK
nog, pykoBoACTBOM UNu HabnogeHneMm MeanuuHCKOro cneumnanucrta, a
obuwas posa AVKK He gormkHa npesbiwaTh 100 Ea/kr 3a nepsble 24
yaca neveHus.

o Ecnn nocne BeBegenus AVIKK B go3se 100 Ea/kr B TeyeHne 24 4yacos
KpOBOTEYEHME NPOAOIKAETCS, TO flevallne Bpadn A0SKHbI TLaTenbHO
conoctaBuTb puck passutus TMA un  Tpomboambonum npu
paccMoTpeHUM Bonpoca o npoagosmkeHum tepanum AUKK.

e Ha TeKkywun MOMEHT pdaHHble no ©e3onacHocTM U 3PPEKTUBHOCTU
amuumsymaba B YCNOBUSAX XMPYPrMYECKOM MpPaKTUKM M3y4valTcs B Xode
npoBeaeHMs KNMHUYECKMX uccrnegoBaHun. Ecnn naumeHtam TpebyeTtcsa npnem
npenapaTtoB C LWYHTUPYIOLLUMM MEXAHM3MOM [OEUCTBUS B YCHOBUSX
nepmonepaumoHHOro NPUMEHEHNS, pekoMeHayeTcA cneposaTb
npuBeAeHHOMY Bblllie pyKOBOACTBY Mo ao3uposaHuio ana AUKK

e B knuHu4eckux wuccnegoBaHuMsaX He Habnwganocb cnydaes TMA  wnu
TPOMBOTMYECKMX SIBMIEHUA NMpPU Ucnonb3oBaHum Tonbko rFVila y nauymeHToB,
nony4yaBLwmnx npodunaktuky npenapatom Femnnbpa, ogHako, rFVlla cneagyet
BBOAMTb B MEHbLLEN J03€ NPU NPUMEHEHMN KOTOPOW OXMOAETCS AOCTUXKEHNE
remocTtasa. Bcneacrteme anutenbHoro nepuvoga nosyBbiBEAEHUS npenaparta
lemnmnbpa cnegyeT cobniogath ykasaHuMsi NO O03UMPOBaHUIO npenapaTos
LWYHTUPYIOLWEro OEeNCTBUA, Kak MUHUMYM, B TeyeHne 6 MecsueB nocne
npekpaLleHus npounakTnkn npenapatom remnuodpa.
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e [lononHuTtenbHass  KWHOpPMaUMS U UCHEpNblBaKOWME  pekoMeHaauuu
npuseneHbl B pasgene «Ocobble ykazaHusa» WMHCTPYKLMU N0 MeULMNHCKOMY
npumeHeHnto/ B pasgene 4.4 obuwen XapaKTepUCTUKM NEKapCTBEHHOrO
npenapara.

e BnusHue Ha pe3ynbTaTtbl _NabopaTopHbIX aHanu3oB _NnokKa3aTesnew

CBEpPTLIBAEMOCTU KPOBU
o [penapat [emnubpa BnusieT Ha  pes3ynbTaTbl  aHanu3oB

aKTUBMPOBAHHOIO YacTUYHOro TpombonnacTMHOBOro BpemeHn (a4TB),
a Takke Ha BCe aHanusbl, OCHOBaHHble Ha aYTB, B 4acTHOCTM Ha
OQHO3TanHbIN aHanun3 aktueHocTn FVIII.

o Takmm obpasom, He crnegyeT MCnonb3oBaTb pes3ynbTaTbl aHanms3os,
OCHOBaHHbIX Ha aY4TB, y nauueHTOB, Monyyawwmx NPOPUNIAKTUKY
npenapaTtoM femnnbpa, ¢ uenblo MOHUTOPUHIa akTUBHOCTM NpenapaTa
remnnbpa, onpegeneHnst 4O3bl penapaToB 3aMeCcTUTENbHOM Tepanuu,
cogepxawmx aktopbl CBEPTbIBAHUA, MWW  aHTUKOArynsiHTHbIX
npenapaToB, U1 n3mMepeHnst TUTPoB NHrmbutopos FVIII.

o OpHako pesynbTaTbl aHanNU3oB OAHOMO M3 (aKTOPOB CBEPTbIBAHUSA
KpOBW NpU UCMONb30BAHUN XPOMOIrEHHOIro NN UMMYHHOTO METOJ0B He
NCKaXkatoTcsl Ha (poHe NpPUMEHEHUs aMnumn3ymada, No3TOMY UX MOXKHO
NPUMEHSATb ANA KOHTPOMA NapaMeTpPoB CBEPTbIBAHUS B X04e Tepanun ¢
y4eTOM 0COBEHHOCTEN XPOMOTreHHbIX aHann3os aktnsHocTu FVIII.

o Habopbl ans xpomoreHHOro aHanuaa aktneHoctn FVII, cogepxalune,
OblubM (haKTOPbl CBEPTLIBAHUS, HE YYBCTBUTENbHbLI K aMULM3ymady (He
N3MepPSAT ero akTUBHOCTb) U MOTYT UCNOJSIb30BaTbCS A9 MOHUTOPUHIa
3HgoreHHoro unu BeeageHHoro FVIII, nnu ana namepeHus nHrmbutopos
FVIII. MoxHo wcnonb3oBaTb TecT bertecgpa ¢ ucnonb3oBaHUMEM
XPOMOreHHOro aHanu3a Ha ocHoBe Obidbero FVIII, koTtopbin He
YyBCTBUTENEH K NpenapaTty N'emnubpa.

o JlabopaTopHble aHanuabl, Ha pe3yrnbTaTbl KOTOPbIX BINSAET N HE BIIMSIET
npumMeHeHwne npenapata lemnubpa, npuBeaeHsl B Tabnuue 1 Huxe.

e Tabnwuua 1 AHanu3ibl Ha CBepTbLIBAEMOCTb KpPOBU, Ha
pe3ynbTaTbl KOTOPLIX BAUAET WU He BUseT NpUuMeHeHue npenaparta

Femnubpa

Pe3ynbTaTbl, UCKaXxatlowwmecs nNpu
npuMeHeHnUU npenapara

Pe3ynbTaThl, He UCKaXaloLwmecs
npu NpMMeHeHUn npenapara

Femnubpa Femnubpa
-ayTB - TpombuHosoe Bpems (TB)
- AKTMBUpPOBaAHHOE Bpems | - OpHo3TanHble, OCHOBaHHblE Ha
ceepTbiBaHus (ABC) n3mMepeHnn NpOTPOMBUHOBOrO
- OpHoaTtanHble, OCHOBaHHble Ha | BpemeHn (MB), aHanu3bl ogHoro wu3

a4TB, aHanuabl 0gHOro U3 HakTopoB
CBEpPTbIBaHMS KPOBU
- OcHoBaHHbI Ha a4YTB aHanu3 Ha

hakTOpOB CBEPTbLIBAHUSA KPOBU
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YCTONYMBOCTb K AENCTBUIO | - XPOMOreHHble aHanmsbl OQHOro M3
akTuBmpoBaHHoro npotemHa C (APC- | dakTopoB CBepTbiBaHUA KpOBM, 3a

R) ncknodeHmem FVIIIL

- betecna TecTbl (KNOTTMHroBbLIE) ANA | - VIMMyHHble aHanuabl (Hanpumep,

onpegeneHns TUTpoB UHrM6uTopoB | ELISA, TypbnanmeTtpudecknin meton)

FVII - bertecga TecTtbl (XPOMOrEHHbIN
aHanu3 C MWCMNonb30BaHNEM OblubMX
dakTopos cBepTbIBaHUSA) ans
onpegeneHuss TUTPOB WUHMMOBUTOPOB
FVIII

- leHeTu4eckne aHanusbl aKTOpoOB
cBepTbiBaHMs (Hanpumep, aHanua FV
JlempgeHa, npotpombuHa 20210).
lononHuTenbHas UHOPMaLUsA NpuUBEAEeHA B MHCTPYKLUUU MO MeAMLUHCKOMY
npUMeHeHno/obLLEen xapakTepucTuke nekapcTBEHHOro npenaparta (pasgen
«Ocobble ykasaHus»/ pasgen 4.4).

O6paTtuTech k remaTonory naumeHTa 3a NOMOLLLIO B UHTEpnpeTaumm pesynbTtaToB
nabopaTopHbIX aHanuM3oB UMM 3a PYKOBOACTBOM MO MPUMEHEHUIO NpenapaToB
LWYHTUPYIOLLEro  OEencTBuUs Y NAUMEHTOB,  MOJlyYawLmnX  NpodunakTuky
npenapatom femnnbpa

nnn

[ononHuTenbHy0 MHGOPMaLUIO U pekoMeHZauun CMOTPUTE B MHCTPYKLUK MO
MeANLMHCKOMY NPUMEHEHMIO (NTMCTKe-BKNaablle) Ha npenapaT 1 Ha Beb-canTte
KomnaHuu https://www.roche.ru.

Kakylo nononHUTenbHy0 BaXXHYH MHOPMaLUI0 MHE HY)KHO 3HaTb ?
HeobxoaumocTb MHopMupoBaHusa

e Coobwume revawemy 8pady O JO6bIX HexenamesibHbIX peaKyusix
(nobouHbIx aghgbekmax), komopsie y Bac eo3Huknu, 6ecriokossm Bac unu ecnu
OHU He npoxodsim. 3mo 0mHOCUMCS K JIH06bIM 803MOXHbLIM HeXeiameibHbIM
peaKkyusiM, 0axe ecrniu OHU He yKa3aHbl 8 UHCMPYKUUU o mMedUuUUHCKOMY
MpuUMeHeHuro (nucmke-eknaobiwe). NepeducrieHHble 8 0aHHOU Kapmo4ke-
namMsmke HexesfamesibHble peakyuu Sersrmcs He 8CeMu 803MOXHbIMU
HexXxenamesibHbIMU — peakyusiMu, Komopble Mo2ym  803HUKHymb  rpu
npumeHeHuu npenapama emnubpa.

e O6pamumechb K nedawemy gpady rnpu 803HUKHO8EHUU t0bObIX 80MpPOCOSs,
npobnewm, unu 3a 6onee NnodpobHou uHgopmayued.

e UHebopmauyuro 0 HexenamesibHbIX S8/1eHUsIX Heobxoaumo nepedaBaTh B
AreHTckun odouc komnaHum «d.XodpdpmaHH-Ila Pow Jlta.» B Kblprelackomn
Pecnybnuke no ykasaHHbIM HUXKE KOHTaKTaM.
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CoobLas o HexenaTenbHbIX ABNEHNAX, CBA3aHHbLIX C NPUMEHEHNEM npenapara
FEMITMBPA® (amuumsymab) nepenasatb B AreHTCku oduc, Bbl unv nauymeHt
MOXeTe MOMOYb NonyyYnTb Gonble mHdopMaumm no Ge3onacHoOCTU AaHHOro
nekapcTBEHHOro npenaparTa.

KoHmakmHbile 0aHHbIe KOMMaHuUu

AreHTckun odmc komnaHum «d.XodpdpmaHH-Ila Pow Jlta.» B Kbiprbidckon
Pecnybnuke no agpecy: r.buwkek, yn.AxyHbaesa 127/1, 8 atax, 808 kab.,
e TenedoH: +996 (312) 299292

e e-mail: cholpon.galieva@gmail.com wunu moscow.ds@roche.com (ans
COo0bLLEeHNS O HeXenaTenbHbIX ABNEeHUsX);
e e-mail: cholpon.galieva@gmail.com n/vnn CCblsika Caunr:

https://medinfo.roche.com/ (gns nony4YeHns MeguUMHCKOM WHAOpPMauun Mo
npenapary);

CneunanuctaMm 34paBOOXpaHeHMst npegnaraeTcs coobwatb o  niobbix
nogo3peBaeMbIx HexenaTenbHbIX SBEHUNAX.

e ®opmbl M MHDPOPMALMIO ANST OTYETHOCTU MOXHO HaNTU Ha OULMANbHOM
cante [lenaptameHTa nekapCcTBEHHbIX CPEACTB U MEOULMHCKUX U3Oenuin npu
MuHuctepctBe 3apaBooxpaHeHus Kbelproldckon Pecnybnukn www.dlsmi.kg
(pybpuka «thapmakoHag3op»-«opma coobLleHns 0 NOBOYHON peakLmm»)
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PykoBoacTBoO Anst MeAULMHCKUX CrieunanucToB

Femnu6pa (3Mmmumnsymao)
PacTBOp ANsA noaKkoXHOro BBeAeHUs

PykoBoacTBO ANA  MEOMUMHCKMX  CneunanucTtoB  no3sonsetr  obecnevntb
B6esonacHoe npuMeHeHne npenapaTa lemnubpa ¢ uenbto nedeHuns remocomnum A.

e Martepmanbl N0 MWUHAMU3ALUM PUCKOB NPU MPUMEHEHUMM npenapaTta
lemnmnbpa (amuumsymab) cornacoBaHbl ¢ degepanbHon cnyxbon no
Hag3opy B cdepe 3apaBooxpaHeHua  Poccunckon  depepaunn
(PocagpaBHag3opom).

e [laHHble mMatepuanbl coagepXxat pekoMmeHgauunm no MUHUMMU3auun WUin
npenorBpalleHnio BaXHbIX pUCKOB, CBA3AHHbIX C MPUMEHEHUEM TNpenaparta.

e [logopoGHas WHdopMauus O BO3MOXHbBIX HeXenaTernbHbIX peakuusix
npeacTaBneHa B MHCTPYKUUM MO MeOULMHCKOMY MNPUMEHEHMIO (06Luel
XapaKkTepucTuke rekapcTBEHHOro npenapaTta).

BAXHAA NH®OPMALUA NO BE3OMNACHOCTHU

MNpumeyaHve: B criyd4ae HasHayYeHUs MpenapaToB LUYHTUMPYHOLWEro AencTBUS
nauueHTy, nosnyvawowemy npodunaktuky npenapatom [emnubpa, cwm.
PYKOBOACTBO MO A03MPOBaHMIO NpenapaToB LWYHTUPYIOLLEro AeNCTBUS HUXE.

TpomboTuyeckaa mukpoaHrnonatusa (TMA), cBa3zaHHasg ¢ OAHOBPEMEHHbIM
npumeHeHuem npenapara F'emnmbpa  aHTUMHIIMOUTOPHbLIN KOarynAHTHbLIN
komnnekc komnnekca (AUKK)

e B «knunHMyeckom wnccnegoBaHuM coobwanocb o saBneHusx TMA y
naumeHToB, nonyYaBwWUX npodunakTuky npenapatom [emnubpa
OAHOBPEMEHHO C BbICOKMMU KYMYNATUBHbIMU go3amu aKIlK.

e 3a nauueHTamu, OLHOBPEMEHHO  MNOMAyYalLWMMN  NPOUNAKTUKY
npenapatom remnmnbpa n AUKK , crnegyeT Habnwogate Ha npegmert
passutna TMA.

Tpomb6oambonusa, cBaA3aHHasaA ¢ OAHOBPEeMEHHbLIM NPUMEeHEeHUeM npenaparta
Nemnubpa n AUKK

e B knuHnyeckom nccneposaHmm coobLuanock 0 TPOMBOTUYECKMX
aneHunax (THA) y naumeHToB, nonyyasBLUmMx NpounakTuky npenapaTtom
"emnubpa o4HOBPEMEHHO C BbICOKMMU KyMyNATUBHbIMK Ao3amn AVKK.

e 3a nauyneHTamu, O4HOBPEMEHHO MOMyYaoLWLMMN NPOOUNAKTUKY
npenapaTtom N'emnnbpa n AUIKK |, cneagyet HabnogaTb Ha npeameT
pa3sutusa TH.

BnusHue Ha pe3ynbTaTtbl __ N1aboOpaTOpHbLIX aHanu3oB _ Nnokasateneu
CBepTLIBAEMOCTU KPOBU
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e [lpenapat Nemnubpa BNUSAET Ha pe3ynbTaTbl aHANNM30B akTUBUPOBAHHOMO
YacTuyHoro TpombonnacTnHoBoro Bpemenn (a4TB), a Takke Ha Bce
aHanumabl, OCHoBaHHble Ha a4 TB, B YacTHOCTM Ha OOHO3TaMNHbIN aHanm3
aktusHocTun FVIII.

e Taknm obpasom, He cneayeT UCNoNb30BaTh pe3yfibTaTbl aHaNM30B.,
OCHOBaHHbIX Ha a4 TB, y nayneHToB, Nony4arLwmx NPoUnaKkTnKy
npenapaTtomM remnnbpa, ¢ Lenbio MOHUTOPUHIA aKTUBHOCTM npenapara
Femnnbpa, onpeaeneHus 4o3bl NpenapaTtoB 3aMeCcTUTENBHON Tepanuu,
cogepxalumx dpakTopbl CBEPTLIBAHUSA, UM aHTUKOATYSSAHTHbIX
npenapaToB, U1 n3mepeHust TUTpoB HrmbutTopos FVIII.

Moxanyincra, BHMMaTeNbHO MNpPoOYMTaUTe AaHHYK UWHcopmauulo nepea
Ha3Ha4YeHueM npenapara.

KapTouka-namsaitka Ans nauueHTa M PYKOBOACTBO AONsA NauueHTa/nuua,
oCyLleCTBNAOLWEro yxon 3a nayMeHToM

Bce naumeHTbl, npumeHsiowme npenapat emnubpa, OOMKHbI MONy4YuTb OT
MEeOWLMHCKOro crieumanucta KapTouKy-namMaTKy Ans nauveHta U pykoBOACTBO
ANs naumMeHTa/nuua, OCyLLECTBNSIOLWEro yxoa 3a nauueHtoMm. MNaumeHTbl/nuua,
ocyllecTBnsLWMNe yxod 3a nauneHTaMu, OOSMKHbl NOCTOSIHHO UMETb npu cebe
AaHHYI0 KapTouky-namsTky. HacToswume maTtepuanbl npeaHasHadeHbl Ans
NHOOPMUPOBaAHUSA NaLMEHTOB/NUL, OCYLLECTBNSAOWMNX YXO4 3a naumMeHTamu, o
Ba)XHbIX pyUCKax, cnocobax ux MUHUMU3ALNN, He0BXOAUMOCTU He3aMeanUTenbLHO
coobLlaTb nevallemy Bpady O MOObIX MpU3HAKaX MMM CUMMMTOMaxX BO3MOXHbIX
HeXenaTerbHbIX ABMEeHUN.

JNlevawmm Bpavyam HeobOXoOMMO pekoMeHAOBaTb MauMeHTaM MOCTOSIHHO UMETb
npn cebe KapTOYKy-MamMATKy ANa nauveHTa u npeabsaBnsatb ee  nobomy
MeAMLMHCKOMY CrneunanucTy, KOTopbld HasHavYaeT UM neveHne. 3mo ekrvyaem
nbo2o epaya, compyOHuka nabopamopuu, MeOUUUHCKYK cecmpy uniu
cmomamorioea, Komopoeo nauueHmsl rnocewarom — a He MoJsibKo crieyuanucma,
KomopbIU HasHa4us npenapam emnubpa.

[Onsa nony4yeHnsa KOMuMM KapTOYKU-MAMATKM ONs NauMeHTa M pyKoBOACTBaA AJiS
nauueHTa/nuua, ocyLLEeCTBAKOLWErO yXo 3a naumeHTom, obpaTtutecs B AO “Powwu-
Mockea” (ocmumaneHbin gucTpnbbtoTop komMnaHum «d. XodpdmarH - J1a Pow
Jlta.») no TenedoHy 8(495) 229-29-99 (odmc) WM SNEKTPOHHOW no4yTe
moscow.ds@roche.com

Y10 u3 cebsa npeacrasnsier npenapar Nemnuépa?

JlekapCTBEHHbIV NpenapaT
e Owmuumnsymab npeacrasnset cobon bucneunduyHblie ryMaHM3MpoBaHHbIE
MOHOKIOHasbHbIE aHTUTeNna Ha ocCHoBe MMMyHornobynuHa G4 (IgG4),
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npoayumpyemble KneTkamm SUYHUKOB KUTaMCKOro XoMsa4Ka no TEXHONOMm
pekombuHaHTHon [HK.

e (dapmakoTepanesTM4ecKas rpyrnna: aHTuTena MoHokrnoHanbHble. Koa
ATX: B02BX06

MexaHu3am aencrTeung

Omnumnsymab cBA3bIBaeT akTMBMPOBaHHbIM dhakTop IX ¢ daktopom X Ans
BOCMOMHEHNA (YHKLUMU OTCYTCTBYHOLLEro akTusmpoBaHHoro dakrtopa VI,
KOTOpbIN HeoBXxoauM Anst aPPEKTUBHOIO remocTasa.

Omuumsymab He uMMeeT CTPYKTYPHOro CXOACTBa MMM FOMOJSIOMMYHbIX
nocnepoBaTtencHocten ¢ dakrtopom VIII (FVIII) n, cooTBeTCTBEHHO, He
MHOYUMPYET N He ycunmeaeT obpasoBaHune npsambix MHMMbuTopos K FVIII.

dapmakogmHamuka

Mpodunaktuka npenapatom Nemnubpa ykopaynmsaeT akTnsmposaHHoe a4TB
N yBenuuMBaeT nokasatenb aktmBHoctn FVII, onpegensembin  no
XPOMOreHHOMY MeToAy C MCMOJSIb30BaHUEM LPYrnX YeroBevyecknx paktopos
cBepTbiBaHusA. [laHHble dapmakoguHaMUYecKne MapKkepbl He oTpaxaroT
WUCTUHHBIV remocTaTndecknin acpdekt ammunaymaba in vivo (a4TB ypesmepHo
YKOPOY€EHO, nokasatesnb aktTuBHocTU FVIII MoxeT BbITb 3aBbiLLEH), OAHAKO OHU
yKasbIBalOT Ha Hanuyue y ammyudymaba npokoarynsaHTHOro apgpekra.

[MokasaHMsa K IPUMEHEHMIO

MpenapaT lemnubpa nokasaH B KayecTBE PYTMHHOM NPOMUNAKTUKL LS
npefoTBpaLLeHNs UM CHWXKEHUS 4acTOTbl KPOBOTEYEHWA Y NaUUEHTOB C
remocounuen A (HacnencTBeHHbl geduumt aktopa VII):
o C uHrnbutopamm cakropa VIII.
o ©6e3 nHrmbutopos gaktopa VIll, y KoTopbIx
= Taxenasa popma 3abonesanus (FVIII < 1%)
= ymepeHHas ¢opma 3abonesanud (FVIII = 1% and < 5%) c
TSHKeNbIM (PEHOTUNOM KPOBOTEYEHNS

Mpenapat Nemnnbpa MoXeT NPUMEHSITLCS BO BCEX BO3PACTHbIX rpynnax

Cnocob npumeHeHud

e [lononHuTtenbHasa uHGOpPMauMss U UCYepnbiBalLlne PYKOBOACTBA
npuBegeHbl B pasgene «Cnocob npMMeHeHus n 003bl» WUHCTPYKUUK MO
MeanUMHCKOMY npumMeHeHnto/ B pasgene 4.2 obuwen xapakTepuctuke
nekapCcTBEHHOro npenapara.

e [lpenapat emnunbpa npegHasHa4YeH WCKIKYUTENbHO AN MOAKOXHOIo
BBEOEHUS.
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e [lpenapaT lemnubpa cneayet BBOAUTbL C COGNIOAEHMEM Haanexalumx
npaBun acenTuku.

e [lononHutenbHas MHMOpMaUMs UK McYepnbiBallMe pPyKkoBOACTBA
npvBeAeHbl B WHCTPYKUMM MO MEeAMLMHCKOMY MPUMEHEHUIO U obLiein
XapaKkTepuCTUKe NekapCTBEHHOro npenaparTa.

BaxHble uAeHTU(UUMPOBAHHbIE PUCKU, CBsA3aHHble C MPUMEHeHueMm
npenaparta Nemnn6pa, n cnocodbbl X MUHUMU3ALIUK:

TpomboTuyeckas MUKpPpOaHrmonaTtusi, cBfi3aHHasgd C OAHOBPEMEHHbLIM
npumMmeHeHueM npenaparta N'emnuopa un aKlMkK

o B «knuHnyeckom wuccrnepoBaHum coobuianocb 0 gBneHuax TMA y
nauneHToB, nonyyaslwmnx npodmnakTuky npenapatom remnmnbpa, npu
BBeAeHUn cpegHen kymynatusHon [osbl AVMIKK >100 Ep/kr/24 4 B
TeyeHne =224 4 (BaxHO: CM. WHCTPYKUMIO NO MeOUUMHCKOMY
NPUMEHEHNIO/00LLYI0 XapaKTepUCTUKY fNIeKapCTBEHHOro npenapara).

o 3a nauyueHTamu, OOHOBPEMEHHO MOfyvalWUMNn NPOUNAKTUKY
npenapatom lemnunbpa n AUKK, cnegyet Habniogatb Ha npegmer
passutna TMA.

Tpomb6oambonus, cBsA3aHHasA ¢ 0OAHOBPEeMEeHHbIM NPpUMeHeHUueM npenaparta
Nemnubpa n AUKK

o B knuHu4eckom wuccrnegoBaHun coobuianocb O Ccryvasx pasBuUTUS
TPOMBOTUYECKUX SBNEHUA Yy NAUMEHTOB, MOMyYaBLUMX NPOUNAKTUKY
npenapaTtomMm Femnunbpa, Npy BBEAEHUN CpeaHen KyMynsaTUBHOW 403bl
AVKK >100 Eg/kr/24 4 B TeyeHne 224 4 (BaxkHO: CM. MHCTPYKLUIO NO
MeANLMHCKOMY NPUMEHEHMIO/OBLLYI0 XapaKTepPUCTUKY NeKapCTBEHHOIO
npenapara).

o 3a nauyueHTamu, OLHOBPEMEHHO MOMyvawWUMn NPOUIaKTUKY
npenapatom emnunbpa n AUKK, cnegyet Habnogatb Ha npegmer
pasBuTUA TPOMBO3IMBONUM.

e [IpumeHeHue npenapaToB LWYHTUPYIOLIEro AeNCTBUSA Y NauUeHTOB,
nony4aowmux npodunakTuky npenaparom Nl'emnuobpa

e [Ipodhunaktuky npenapatamu LWYHTUPYIOLLEro OENCTBUS crieayeT NpekpaTuTb
3a AeHb o Havana Tepanuu npenapatom remnubpa.

e Jleyawume Bpadn [0SMKHbI OBCYyXOaTb TO4YHblEe A03bl U rpaduk BBEOEHUS
npenapaTtoB LUYHTUPYIOLEro AENCTBUA CO BCEMM NaLMeHTaMu U/unu nuuamu,
OCYLLECTBASALWNMM YX0[ 3a NaumeHTamm, ecrnm nux npuMmeHeHue TpebyeTtcsa Bo
Bpems npodunakTukm npenapaTtom Memnunbpa.

e [Ipenapat lemnmbpa noBbIWAET CNOCOOGHOCTb KPOBM K CBEPTbIBAHUIO.
CnepoBaTtenbHO, Heobxoanumasa [o3a npenaparta LWYHTUPYOLWero AencTasns
MOXeT ObITb HMXE TakOBOMW, MCMOSb3yEMOW MPU OTCYTCTBUN MPOPUIAKTUKN
npenapaTtom emnunbpa. OnnTenbHOCTb neyeHus npenaparamu
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LIYHTUPYIOLLLEro AeNCTBUSA U UX o3npoBaHune byayT 3aBuceTb OT flokanusauum
n obbema KpoBOTEYEHMS, a TaKkKe OT KITMHNYECKOrO COCTOSHUSA nauneHTa.

e [lepen nOBTOpPHLIM BBeAeHMEM BCeX MpernapaToB, BAUAKOWMX Ha
ceepTbiBaHne kposu (AUKK , AKTUBMPOBAHHbLIA PEKOMOUHAHTHbLIN
yenoseyeckun paktop VII (rFVIla), FVIII, n gp.), Heobxoammo ybeantbes, 4To
KpOBOTEYEeHMEe NpoJokaeTcs.

o [lpnmeHeHus AVKK cnenyet usberatb, 3a UCKNIOYEHMEM CINyYaeB, Korga
Apyrve BapuaHTbl nedYeHns/anbTepHaTUBHbIE CPeACcTBa HEAOCTYMHbI.
o Ecnn AUKK ABNAETCA €OWHCTBEHHbIM BapuMaHTOM JieYeHus

KpOBOTEYEHNA Y NaUMEeHTa, Nonyyarowero npounakTuky npenapaTtom
Nemnubpa, HayanbHaa go3a AMKK  He gormkHa npeBbiwatb 50 Eg/kr;
npu 3TOM pEKOMeHAyeTCs NPOBOAMTb JlabopaTOpHbIA MOHUTOPUHT
(BKMOYasi, HO He OrpaHMyYMBasiCb MOHUTOPUHIOM (DYHKLMN MOYEK,
N3MepeHneM nokasartensa TpoMOoLNTOB N OLLEHKON TPOMBO30B).

o Ecnu kpoBoTeyeHMe He yaaeTca OCTaHOBUTb C MOMOLLbLIO HayanbHOM
no3bl AVKK po 50 Ep/kr, cnegyeT BBECTU LOMOMNHUTENbHbIE 403bI
AUKK nog PyKOBOACTBOM unu HabnwogeHnem MeauumMHCKOro
cneunanucTa, a obwasa gosa AIKK  He gormkHa npesbiwatb 100 Eg/kr
3a nepsble 24 4yaca nevyeHus.

o Ecnun nocne BeBegenus AVKK B go3se 100 Ea/kr B TeyeHne 24 4yacos
KpOBOTEYEHME NPOAOIMKAETCS, TO flevallmne Bpavm AOSMKHbI TLaTenbHO
conoctaButb puck passutus TMA un  Tpomboambonum npu
paccMoTpeHUM Bonpoca o npoagosmkeHum tepanum AUKK.

e be3onacHoCTb M 3PEKTUBHOCTL aMuUmn3ymaba B pamKax XMpYpriuyeckon
nNpakTuKn hopmaneHO He u3ydanucb. Ecnu naumeHTy TpedyeTca npuMeHeHne
npenapaToB LWYHTUPYIOLEro OEWCTBUSA B NepuonepaunoHHOM nepuoae,
pekomMeHayeTcq criegoBaTb pykoBoAcTBY no gosmposaHunio AUKK | koTopoe
npeacTaBneHo BblILLE.

e B knuHuYeckux wuccrnegoBaHusaX He Habnwganocb cnydaes TMA  wnu
TPOMOBOTMYECKMX SIBMEHUA NMpPU uUcnonb3oBaHum Tonbko rFVila y nauymeHToB,
nosnyyaBLmnX NpodunakTuky npenapatom Nemnunbpa, ogHako, rFVlla cneagyet
BBOAUTb B HaMMEHbLUEN [03€e MNpU MPUMEHEHMM KOTOPOM OXMAOAETCH
AOCTWXKeHne remocTtasa. Bcrneacreme anutenebHOro nepuoia nosyesbiBeAeHUs
npenapaTta [emnubpa cneayet cobniogatb yka3aHuMs MO  A03UPOBAHMIO
npenapaToB LUYHTUPYIOLLETO OENCTBUS, KaK MUHUMYM, B Te4eHne 6 Mmecsues
nocrne npekpaiieHma npodunakTuku npenapatom remnubpa.

e [lononHutenbHas  WHOpPMaUMs U UcCHepnbiBawLWMe  pekoMeHOauuu
npuBeneHbl B pasgene «Ocobble ykazaHusa» MHCTPYKLMM NO MEeOULMHCKOMY
npumeHeHuno/ B pasgene 4.4 oOwen XapakTepUCTUKN JeKapCTBEHHOro
npenapara.

BnusiHme Ha nabopaTopHble NoKa3aTenu CBepTLIBAEMOCTU KPOBU

e [Ipenapat Nemnubpa BNnAeT Ha pesynbTaTtbl aHanu3oB a4TB, a Takke Ha
BCe aHanmabl, OCHoBaHHble Ha a4 TB, B YacTHOCTM Ha ogHO3TaNHbIN
aHanua aktneHoctu FVIII (cm. Tabnuuy 1 Huxe).
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e Takum obpasom, He cnegyeT MCNonb3oBaTh pesyrbTaTbl aHaNM3o0B.,
OCHOBaHHbIX Ha a4 TB, y nayneHToB, Nony4arLwmx NPoUnaKkTnKy
npenapaTtoM femnnbpa, ¢ LenbLio MOHUTOPUHIa akTUBHOCTM npenapara
remnnbpa, onpeaeneHuns 4o3bl NpenapaTtoB 3aMeCcTUTENBHON Tepanuu,
coaepxalumx hakTopbl CBEPTLIBAHUS, UM aHTUKOArYNSHTHbIX
npenapaToB, Unn n3amepeHnst TUTpoB nHrmbutopos FVIII (cM. H1xe).

e (OpHako pesynbTaTbl aHaNM3oB O4HOro N3 (PakTOPOB CBEPTLIBAHNA KPOBU
npu UCNofnb30BaHNUN XPOMOI€HHOIo UM UMMYHHOTO MeTOLOB He
NcKaxatoTcsl Ha ooHe NpUMeHeHust ammunsymaba, Nno3aTOMy UX MOXHO
NPUMEHSATb ANA KOHTPOSIS NapamMeTpoB CBEPThIBAHUSA B XO4e Tepanuu ¢
y4eTOM 0COBEHHOCTEN XPOMOTreHHbIX aHann3os aktnsHocTtu FVIII.

e Habopbl ans xpomoreHHoro aHanmnsa aktnsHocTtu FVIII, cogepxalume,
OblybM (paKTOpbl CBEPTLIBAHNUSA, HE YyBCTBUTENbHbI K 9MUUM3yMaby (He
N3MepPSAT ero akTMBHOCTb) U MOTYT UCNOJSIb30BaTLCSA ANA MOHUTOPUHIa
aHgoreHHoro nnu seegeHHoro FVIIIL, vnu ona namepexHns MHIMGUTOpoB
FVIIl. MoxxHOo ncnonb3oBaTb TecT betecaa ¢ ncnonb3oBaHneMm
XPOMOreHHOro aHanumsa Ha ocHoBe Oblubero FVIII, koTopbin He
YyBCTBUTENEH K NpenapaTty 'emnubpa.

e JlabopaTopHble aHanu3bl, Ha pe3ynbTaTbl KOTOPbIX BUSET U HE BNNAET
npumMeHeHwne npenapata lemnubpa, npueeaeHsl B Tabnuue 1 Huxe.

e Bcneactenme  OnUTENbHOrO

nepvoaa

nonyebiBEOEHUA

npenapara

remnnbpa BNnAHWE Ha pesynbTaTbl aHANM30B Ha CBEPTLIBAEMOCTb KPOBU
MOXeT COXpaHATLCA 40 6 MecsiLeB nocre BBeAeHNsa nocregHen go3bl (CM.
pasgen «dPapmakonormyeckme CBOMCTBA» MHCTPYKUUM NO MEOULMHCKOMY
npumeHeHuno/pasgen 5.2 obwen XxapakTepucTUKM JIeKapCTBEHHOMO
npenapara).

Tabnuua 1 AHanu3bl Ha CBEPTbLIBAE@MOCTb KPOBU, Ha pe3yrbTaTbl KOTOPbIX

BNUSIET UNN He BNusieT NpuMeHeHue npenaparta lemnubpa

Pe3ynbTaTbl, UCKaXxatlowmecsi nNpu
npuMeHeHnUU npenapara

Pe3ynbTaThl, He UCKaXaloLmecs
npu NpMMeHeHUn npenapara

a4TB, aHanu3bl 0gHOro U3 akTopoB
CBepPTbIBaHMS KPOBU

- OcHoBaHHbIN Ha aYTB aHanu3 Ha
YCTONYNBOCTb K JEenucTBuo

Femnubpa Femnubpa
-ayTB - TpombuHosoe Bpems (TB)
- AKTMBUpPOBaAHHOE Bpems | - OpHo3TanHble, OCHOBaHHble Ha
ceepTbiBaHusa (ABC) n3mMepeHnn NpOTPOMBUHOBOrO
- OpHoaTtanHble, OCHOBaHHble Ha | BpemeHn (MB), aHanu3bl ogHoro wu3

hakTOpOB CBEPTbLIBAHUSA KPOBU

- XpOMOreHHble aHanuMabl OQHOro M3
bakTopoB CBepPTbIBAHWUS KPOBW, 3a
ncknroveHnem FVIIIL
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akTusupoBaHHoro npotemHa C (APC- | - VMMyHHble aHanuabl (Hanpumep,
R) ELISA, TypbuanmeTtpuyecknin meton)
- betecpa TecTbl (knoTTHMHroBLIE) ANA | - betecga TecTbl  (XPOMOTEHHbIN
onpegerneHns TUTPOB MHMMOUTOPOB | aHaNU3 C MCMNOMb30BaHWEM OblYbnX
FVIII dakTopoB cBepTbiBaHUSA) ans
onpefeneHus TUTPOB UHMMOBUTOPOB
FVIII

- [eHeTndeckne aHanusbl pakTopoB
cBepTbiBaHUsA (Hanpumep, aHanua FV
JlengeHa, npotpombuHa 20210).

!BaxkHasi MHgopmaumMs Mo XPOMOFeHHbIM aHanmMsam akTUBHOCTW NpuBEAeHa B
WHCTPYKUMM MO  MEOUUMHCKOMY  MPUMEHEHWo/obLen  XapakTepucTuke
nekapcTBeHHoro npenapata (pa3gen «Ocobble ykasaHusy/ pasgen 4.4).

Heob6xoaumocTb nHopmMupoBaHusa

e [lepen HasHayeHMeM, NOLArOTOBKOW K BBEOEHWUIO UMW BBEAEHWEM npenaparta
Nemnnbpa HeobBXO0AUMMO CBEPUTBLCHA C UHCTPYKUMEN MO NPUMEHEHUIo/o0Lwen
XapaKTepPUCTMKON NekapCTBEHHOro npenapara.

e [lpocum obpaisatbca B AreHTckur odomc komnaHum «d.XodpdpmaHH-I1s Polw
Ilto» B Kblprbiackon Pecnybnuke B TOM cnyvae, €Cnu y Bac BO3HUKHYT
BOMPOCHI MM MNOTPelbyTCA AONOMHUTENbHbIE CBEOEHUS MO NMPUMEHEHUIO
npenapata AKTEMPA® (Toumnunaymab)

e UHdopmauunio 0 HexenaTesfbHbIX SBMEHUsIX HeobxoguMmo nepepaBaTbh B
AreHTCckMn odmc komnaHum «d.XoddpmaHH-J1a Pow Jito» B Kblprol3ckomn
Pecnybnvke no ykasaHHbIM HUXe KOHTaKTaMm.

KoHmakmHbile OaHHbIe KoMnaHuu

AreHTckmn odumc komnaHum «d.XodpdpmaHH-Nla Pow Jlta.» B Kbiprbisckon
Pecnybnuke no agpecy: r.buwkek, yn.AxyHbaesa 127/1, 8 atax, 808 kab.,
e TenedoH: +996 (312) 299292

e e-mail: cholpon.galieva@gmail.com wnu moscow.ds@roche.com (ans
coo0LLEeHMs 0 HexenaTenbHbIX ABNEHNNAX);

e e-mail: cholpon.galieva@gmail.com n/vnm CCblsiKa Caur:
https://medinfo.roche.com/ (gns nony4YeHns MeguuUMHCKOM WHdOpPMauun Mo
npenapary);

e MeguumHcknx paboTHMKOB TakKe NPOCAT MHPOPMUPOBATL 3aBEAYHOLLENO
nabopaTopum o0 TOM, Ha Kakme nabopaTopHble UCCeA0BaHNS BINAET UM He
BNMAeT ammumsymab. 3asegytolimii nabopatopum AOSMKEH CBA3ATbLCS CO
MEANLMHCKAM cneumanmcTom anst oocyxaeHust nobbix OTKNOHEHWI B
pesynbTaTtax aHanun3os.

Cneunanuctam 34paBOOXpaHeHuss npegnaraetcs coobwatb O  NobbIx

noao3peBaeMblX HEXeNnaTerlbHbIX ABJITEHUAX.

PykoBoacTBO Ans creunanncTos B obracti 3gpaBooxpaHeHusi, Bepcus 4.0.0



o dopMmbl U MHPOPMALMIO OSI1 OTYETHOCTU MOXHO HaWTWU Ha oduuManbHOM
cante [lenaptameHTa nekapCTBEHHbIX CPEACTB U MEeAULMHCKUX U34enuii npm
MuHuctepctBe 3apaBooxpaHeHus Kbliprblackon Pecnybnunkn www.dlsmi.kg
(pybpuka «hapmakoHansop»-«opma coobLleHNs 0 NOBOYHON peakLmm»)

PykoBoacTBO Ans creunanncTos B obracti 3gpaBooxpaHeHusi, Bepcus 4.0.0



PykoBoacTBO Ans nauueHTa/nuua, ocylecTBnAoLWero yxoa 3a
nawuMeHTom

Femnubpa (3muumnsymab)
PacTBOp Anst noaKkoXxHoro BBeAeHUA

PykoBoacTBO Ans naumeHTa/nuua, OCYLLEeCTBASALWEro yxo4 3a nauueHToM,
nossongdet obecneyntb GesonacHoe MpUMEHeHWe nekapCTBEHHOro npenapara
remnnbpa c uenbio neveHns remopunmm A.

MaTtepvanbl N0 MWHMMWU3AUUM PUCKOB MNpU NPUMEHEHUU npenapaTa
lemnnbpa (amuumsymab) cornacosaHbl ¢ degepanbHon cnyxbon no
Hag3opy B cdepe 3apaBooxpaHeHna  Poccunckon  depepaunn
(PocagpaBHag3opom).

[aHHble MaTepuanbl cofepXaT pekoMeHAauuu Mo MUHUMU3aUMU WUnm
NPeaoTBPALLEHNIO  BaXHbIX PUCKOB, CBSI3@HHbIX C  MPUMEHEHUEM
npenapara.

MopopobHasi MHGOpMaUMss O BO3MOXHbBIX HeXenaTemnbHbIX peakunsax
npeacrtaBfieHa B WUHCTPYKLUMM NO MEOULMHCKOMY MPUMEHEHUIO (NNCTKe-
BKnagblwe) npenaparta Nemnmnbpa.

BAXHAA NHO®OPMALUA MO BE3OMNMACHOCTU

B aKkcTpeHHOM cutyaumm:
o O6paTutecb K COOTBETCTBYIOLLEMY MEOULMHCKOMY crneumanucty
AN Nony4YeHnss HEOTNOXHOW MEOULNHCKON NOMOLLN
o [lpn BO3HMKHOBEHUWN MOBLIX BONPOCOB, CBA3AHHLIX C reModunnen
A vnn Tekywum neyeHuem, nonpocute obpatutbCca K Bawemy
nevawyemy spavy
CoobwuTte Bpadvy, u4TOo Bbl npumensete npenapaT [emnubpa, Ao
nposefeHnst nabopaTopHbIX aHaNU3oB AfS9 U3MEePEHUs1 TOro, HaCKOSbKO
XOpOLLO cBOpaymBaeTcs  Bawa kpoBb. OTO CBA3AHO C TEM, YTO NpenapaT
lemnnbpa MOXeT BnMATb Ha HeKOoTopble nabopaTopHble TecTbl, YTO
npuBegeT K HenpaBurbHbIM pe3yrbTaTaM aHanm3oB.
Mpn ogHOBpeMEHHOM MpuMeHeHuu npenapaTta emnmbpa n npenapata
WYHTUPYIOWEro  OencTBus  No4  Has3BaHMEM  «aKTUBMPOBAHHbIN
AHTUMHIMOUTOPHBIN KOArynsHTHbLIN KOMMSEKC » (AUKK , ®enba),
OTMeYanucb Cepbe3Hble W  MOTEeHUMarnbHO  yrpoXarwlne XU3HU
HexxenaTesibHble ABNEHUs, a UMEHHO
o TpomboTtuyeckas mukpoaHruonatus (TMA) — npeacraenser
cobon cepbesHoe 1 NoTEHUMANbHO YrpoXatoLLee XN3HN COCTOsSIHUE,
npy BO3HWKHOBEHUW KOTOPOro MOBPEXOaeTCsd BHYTPEHHWA Criown
KPOBEHOCHbIX COCYyAOB M B ManblX KPOBEHOCHbIX cocydax
CKannmBarTCs CryCTKM KpoBU. B HeKOTOpbIX crnyyasx B pesynbraTe
AAHHOro COCTOSIHUSA MOXET NMPOM3OUTU NOBPEXOAEHNE NOYEK U/Unun
APYrnx OpraHos.

PykoBoaCTBO Anst nauueHTa/nuua, ocylecTensoLero yxoq, sepcus 4.0.0



o TpomGoambonua - npeacrtaenseT coboil cocTosiHMe, Koraa
CryCTOK KPOBUW MOXET 06pa3oBaTbCs BHYTPU KPOBEHOCHbBIX COCYO0B
1 B peaKux crnyyasx 3abrnoKkMpoBaTh KX, YTO MOXET YrpoXKaTb XKU3HMU.

Moxanyncra, BHUMaTeNbHO NpoYMTanTe AaHHY MHOpMaumio nepen
npMMeHeHMeM npenapara.

YTto 5 ponxkeH(-Ha) 3HaTb 0 npenaparte N'emnuobpa?

YTo 3 cebsa npeacrasnsaet npenapat l'emnubpa?

Mpenapat N'emnnbpa, N3BECTHbLIN Takke Kak aMULM3ymad, NnpuHaanexnT K rpynne
NEeKapCTBEHHbIX MpenapaToB, KOTOpble Ha3blBAlOTCA  «MOHOKMOHAlbHbIE
aHTUTENa».

Mpenapat lemnubpa nokasaH B KadYecTBe PYTUHHOW NPOOUNAKTUKN OIS
npeaoTBpaLLeHNs NN CHUKEHUS YaCcTOTbl KPOBOTEYEHWUA Y NALNEHTOB C:

. remocpmnuen A (HacnegcTeeHHbIM edomunt daktopa V) ¢ nHrmbutopamm
daktopa VIII;
. Tshkenown popmon remodounun A (HacneacTBeHHbIn gepunumnt paktopa VI,

FVIIl <1%) 6e3 nHrubutopos daktopa VIII.

Kak npenapat l'emnun6pa nsy4yancs npu remocpunum A?
MpumeHeHne npenapata [emnubpa wm3ydanocb Yy B3pPOCMbIX M OeTen C
remocounuen A.

Kak npenapat l'emnun6pa npumeHsieTcsa npu remocdunum A?

Mpenapat N'emnnbpa BBOAMTCA NOA KOXY (MOAKOXKHOE BBEAEHME) N MPUCYTCTBYET
B KPOBM B CTAOMUIbHbIX KOHLUEHTpaUUaX Npyu NPUMEHEHUN COrMacHO MHCTPYKLMMW.
JNleyawmn Bpay wnuM MeguuMHcKaa cecTtpa nokaxetr Bam w/vnn  nuuy,
ocyuwlecTengaWwWMM 3a Bamun yxon, kak cnegyet BBoauTb npenapat femnubpa.
Mocne Toro, kak Bbl unu nunuo, ocyuwlectensawuee 3a Bamu yxon, npongete
o0y4eHune, Bbl cMOXeTe BBOAUTL JaHHbIM NpenapaT JoMa CaMOCTOATESTbHO UIn C
NMOMOLLIbIO ML, ocylecTersaoLwero 3a Bamu yxoa.

[aHHbIN NnekapcTBEHHbLIM MNpenapaT NpefHasHayYeH Ans nNpegoTBpaleHust Unu
CHWXKEHUS 4acToTbl KpoBOTedeHun Yy nwogen ¢ remodpunven A. [aHHbIN
NEeKapCTBEHHbIN NpenapaTt He crnegyet nNpPUMEHATb LN  FeYeHUs  yxe
pa3BUBLLErOCSH KPOBOTEYEHUS.

Ecnn s npuHumarw npenapar Femnubpa, mMory nm s nNpoAoKUTb
NnpMMeHeHWe NpenaparToB LWYHTUPYHOLLEro aAeuncteus (Takmx kak HosoCeBeH
unn ®ENBA) ana npenoTBpalweHus KPOBOTeYEHUA?

MauneHT, MPUMEHSIWNA 3MUMUM3YyMab, MOXeT nNpPUMEHSTb npenapaTsbl
LUYHTUPYIOLLIErO OEWCTBUS AN FIeYEHUS MPOPbIBHBIX KPOBOTEYEHWUI, creays
pekoMeHaauusimM, KOTopble NpeacTaBneHbl COOTBETCTBYIOLUMX — UHCTPYKUMSIX MO
MeONLMHCKOMY MPUMEHEHNIO.

PykoBoaCTBO Anst nauueHTa/nuua, ocylecTensoLero yxoq, sepcus 4.0.0



Mepea Tem, kKak Bbl HayHeTe NpumeHeHne npenapaTa emnubpa, 04eHb BaXXHO
obcyanTb C revawmm BpayvyoM, KOrda W Kak MChnonb3oBaTb npenaparthbl
LUYHTMPYIOLLIEro AENCTBUS OQHOBPEMEHHO C npenapatom 'emnubpa, NocKonbKy
X NPUMEHEHUE MOXET OTNMYaTbCA OT TOro, Kak Bbl UX NpUMEHsNM paHee.
CepbesHble HexenaTenbHble peakuun, MNOTEHUMArbHO YrpoXarowme XU3HM,
oTMe4vanucb npu npumeHeHmnn AUKK (PEVBA) y nauneHToB, 04HOBPEMEHHO
nony4aBLnx NpodunakTuky npenapatom Memnmnbpa.

Y1o MHe AenaTtb Npu BO3HUKHOBEHUU NPOPbLIBHOIO KPOBOTEYEHUA Ha (PpOHe
npuMmeHeHus npenapata Nemnubpa?

Ecnu Bbl aymaeTe, 4to y Bac BO3HUKNO NPOpbLIBHOE KPOBOTEYEHUE:

CoobLmTe nevaiwlemy Bpady O TOM, YTO Bbl NpvHUMaeTe, HeaBHO NPUHUMANK
UNM MoXeTe HayaTb NPUHUMATb Kakue-nMbo apyrue npenaparhbl.

MpumeHeHMe npenapaTtoB C_LWYHTUPYHOLIMM MEXaHU3MOM OEeUCTBus
OOHOBPEMEHHO ¢ npenapartom lemnubpa

e [lepea Hayanom neyeHus npenapatom FremMnuépa NPOKOHCYNbLTUPYNATECH
C NnevawMm Bpa4oM U TLlaTeNbHO crieaynTe ero MHCTPYKLUMSIM O TOM, Kak
NPUMEeHATb Npenaparbl WYHTUPYHOLWEro AeACTBUA, a UMEHHO O [o3e U
rpacovke BBeOEHUA.

e [lpodunakTuky npenapatamu LWYHTUPYOLEro AeNCTBUS cneayeT npekpaTuTb
3a24yaca [o Hayana tepanuun npenapaTtom remnmbpa.

e Jlevyawume Bpaun SOMKHbI 0O6CYXA4aTh TOYHbIE A03bl N rpaduk BBEAEHUSA
npenapaTtoB LWYHTUPYIOLWEro AENCTBUA CO BCEMU NauueHTamu u/unu nuuamm,
OCYLLECTBASALWNMM YXO4 3a naumMeHTaMmun, ecnun nx npumeHeHne tpebyetca
BO BpeMsi NpodunnakTuki npenapatom lemnubpa.

e [IpenapaT emnubpa noBbIWaeT CNOCOBHOCTb KPOBU K CBEPTLIBAHUIO.
CnepoBartenbHO, HeobxoaMmas go3a npenapaTa LWYHTUPYIOLWEro AencTang
MOXeT BbITb HUXKE TaKOBOW, MCMOMNb3yeMOW Npu OTCYTCTBUM NPOGOUNAKTUKK
npenapaTtoM 'emnmnbpa. nnTenbHOCTb fe4YeHns npenapartamm
LUYHTUPYIOLLIErO OENUCTBUA N UX 4O3UPOBaHUe ByayT 3aBuUCETb OT
nokanusaumm n o6 bema KpoBOTEYEHUS, a TaKKe OT KITMHNUYECKOrO COCTOSAHNS
naumeHTa.

e [lepen NOBTOPHLIM BBEAEHNEM BCEX NpenapaTos, BANAIOWNX Ha
cBepTbiBaHue kposu (AUKK | akTuBMpOBaHHbBIN PEKOMOUHAHTHbIV
yenoseyeckun paktop VII (rFVIla), FVIII, n ap.), Heobxoammo ybeantbes, 4To
KpoBOTEYEHME NpOoaOoIHKaeTCs.

o [lpnmeHeHus AVKK cnepnyet mnsberaTb, 3a UCKITOYEHMEM CrlyvaeB, Koraa
Apyrve BapuaHTbl nevYeHuns/anbTepHaTUBHbIE CpeacTBa HEAOCTYMHbI.

- Ecnm AUKK ABMNAETCA €OWHCTBEHHbIM BapuUaHTOM IeYvyeHus
KpOBOTEYEHNA Y NaUUeHTa, nonyyarowero npouniakTuky npenapaTtom
lemnnbpa, HavyanbHaa go3a AUKK  He gomkHa npesbiwatb 50 Eg/kr;
npu 3TOM peKOMeHAyeTCs NpPoBOAMTb JlabopaTOpPHbLIA MOHUTOPUHI
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(BkntoYasi, HO He OrpaHMYMBasiCb MOHUTOPUHIOM (PYHKLMU MOYeEK,
n3MepeHnem nokasartensa TpoMOoLUNTOB N OLEHKON TPOMBO30B).

- Ecnn kpoBoTeveHne He ygaeTcs OCTaHOBUTb C MOMOLLBID HavanbHOWM
no3bl AKK no 50 Ep/kr, cnegyeT BBECTU LOMOMNHUTENbHbIE 403bI
AUKK nod PYKOBOACTBOM MM HabnogeHnem MeauuMHCKOro
cneunanucTa, a obwasa gosa AIKK  He gorkHa npesbiwatb 100 Eg/kr
3a nepsble 24 4yaca nevyeHus.

- Ecnn nocne BeBegeHus AVKK B gose 100 Epg/kr B TeyeHme 24 yacos
KpOBOTEYEHME NPOAOIKAETCS, TO flevallme Bpavm AOSMKHbI TLaTenbHO
conoctaButb puck passutus TMA un  Tpomboambonum npu
paccMOTpeHUM Bornpoca o npoaosmkeHun tepanum AUKK.

Ha Tekywmn MOMEHT p[aHHble no 6e3onacHocTM U 3dEKTMBHOCTH
ammumsymaba B YCNOBUSAX XUPYPrMYECKOW MpPaKTUKM M3y4varTcs B Xode
NpoBeAeHUs KNMHNYeCKnX nccnegosaHmi. Ecnm nauneHtam tpebyetcsa npuem
npenapaTtoB C LYHTUPYOLLMM MEXAHM3MOM [OEWCTBUSA B  YCNOBUSX
nepuonepaumoHHoOro NPUMEHEHMS, pekomeHayeTcs cnepoBaTb
npuBegeHHOMY Bblle pyKoBOACTBY No fosuposaHutio ansa AVKK.

C uenbto 3a60Tbl 0 cebe KaKylo BaxHy MH(opmMauuio A Bcerga AosmKeH(-
Ha) coobwaTb MeAULIMHCKOMY PabOTHUKY?

CoobwuTte Bpavyy O TOoM, 4YTO Bbl npumeHsieTe npenapaT emnubpa ans
neveHnsa remocunum A.

CoobwuTe Bpayy, 4to Bbl npumeHsieTe npenapat Nemnmbpa, 4o NnpoBeaeHus
nabopaTopHbIX aHanuM3oB Ans U3MEPEHUA TOro, HaCKOSIbKO  XOPOLLO
cBepTbiBaeTcs Bawa kpoBb. OTO CBSAI3aHO € TeMm, 4To npenapat emnunbpa
MOXeT BMUATb Ha HeKoTopble rlabopaTopHble TeCTbl, YTO MpuBedeT K
HenpaBumbHbIM pe3ynbTaTamM aHanu3oB. Jleyawun Bpay MOXeT HasblBaTb
AaHHble nabopaTopHble aHanmM3bl  «KOArynsuMOHHbIMKM  TecTamu» W
«KONMYECTBEHHbIM onpeaeneHnemM TuTpa UHMGUTOPOBY.

Mpenapat Nemnubpa BnuAeT Ha pes3ynbTaTbl aHanM3oB akTUBUPOBAHHOMO
YacTuyHoro TpombonnacTMHoBoro Bpemenun (a4TB), a Takke Ha BCce aHanusbl,
OCHOBaHHble Ha a4 TB, B YacTHOCTU Ha ogHO3TanHbIN aHanu3 aktusHocTn FVIII
(cm. Tabnuuy 1 Huxe).

Taknm obpasom, He cregyeT UCnorb3oBaTh pesynbTaTbl aHanM3os,
OCHOBaHHbIX Ha a4TB, y nauneHTOB, NosfyvyarLWwmx NPOPUNaAKTUKY
npenapatomM lemnubpa, ¢ Lenblo MOHUTOPMHIa akTUBHOCTY Npenapara
"emnnbpa, onpegeneHus 4o3bl NpenapaToB 3aMeCcTUTENBLHON Tepanuu,
cogepxaLumx dpakTopbl CBEPTbIBAHUSA, UMM aHTUKOAryIsHTHbIX NpenapaTos,
U n3amepeHnst TUTpoB nHrmbutopos FVIII (cM. Huxe).

OpHako pesynbTaTbl aHanM3oB O4HOIo U3 hakTOPOB CBEPTLIBAHUSA KPOBU Npw
NCNonb30BaHMN XPOMOTEHHOIO UM UMMYHHOIO METOLOB HE UCKaXKakTCH Ha
OHEe NpUMEHEHNS amMULM3ymaba, NO3ITOMY UX MOXHO NMPUMEHSTb AN
KOHTPOSSi NapaMeTpoB CBEPThLIBAHUS B XOA4€E Tepanuun ¢ y4eToMm
0COBEHHOCTEN XPOMOreHHbIX aHann3oB akTueHocTu FVIII.
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e HaGopbl ansa xpomoreHHoro aHanusa aktueHoctu FVIII, cogepxalume, 6blubm
hakTopbl CBEPTLIBAHUS, HE YYBCTBUTENbHbI K 3MULM3YyMaby (He namepstoT
€ro aKTMBHOCTb) U MOTYT UCMOMb30BaTbLCA AS1I1 MOHUTOPUHIa 3HOOreHHOro
unu BeegeHHoro FVIII, unu ana namepenus nirméutopos FVIII. MoxHo
ncrnonb3oBaTtb TeCcT beTecaa ¢ ncnosb3oBaHMEM XPOMOrEHHOro aHanusa Ha
ocHoBe 6blubero FVIII, koTopbi He YyBCTBUTENEH K Npenapaty remnmbpa.

e JlabopaTopHble aHanu3bl, Ha pe3ynbTaTbl KOTOPbIX BVUSET U HE BNNAET
npumMmeHeHne npenapata lemnubpa, npmBeaeHsl B Tabnuue 1 Huxe.

Ta6nuua 1 AHanu3bl Ha CBEPTbLIBAEMOCTb KPOBU, Ha pe3ynbTaTbl KOTOPbIX

BNUSeT UK He BNusieT NpuMeHeHue npenapara lemnubpa

Pe3ynbTaTbl, UCKaXxatrowmecs npu
npuMeHeHUU npenapara

Pe3ynbTaThl, He UCKaXalowmecs
nNpu NpMMeHeHUn npenapara

a4yTB, aHanu3bl ogHOro U3 hakTopos
CBEpPTbIBaHWS KPOBU
- OcHoBaHHbIN Ha aYTB aHanu3 Ha

YCTOMYMBOCTb K JENCTBUIO
akTuBupoBaHHoro npotemHa C (APC-
R)

- betecna TecTbl (KNOTTMHIOBLIE) ANSA
onpeaeneHnss TUTPOB MHIMOUTOpPoB

Femnubpa Femnubpa
-adTB - TpombunHoBoe Bpems (TB)
- AKTMBMpPOBaHHOE Bpemsa | - OpHoaTanHble, OCHOBaHHblE Ha
ceepTbiBaHus (ABC) Nn3MepeHnn NpOTPOMONHOBOIrO
- OpHoaTanHble, OCHOBaHHble Ha | BpemeHun (IMB), aHanuabl ogHOro wu3

hakTopOB CBEPTbIBAHUSA KPOBU

- XpOMOreHHble aHanusbl OAHOro U3
akTopoB CBepTbIBaHWUS KPOBW, 3a
nckntoveHnem FVIIIL

- VIMMyHHblEe aHanu3bl (Hanpumep,
ELISA, TypbuanmeTpnyeckmm Metoa)
- bertecma Tectbl (XPOMOTEHHbIN
aHanu3 Cc U1Cnonb3oBaHNEM OblYbKX

FVIII drakTopoB CBEpPTbIBaAHUSA) ana
onpegeneHnss TUTPOB  MHIMBUTOPOB
FVIII

- leHeTu4eckne aHanm3bl aKTOpPOB
cBepTbiBaHMs (Hanpumep, aHanua FV

JlengeHa, npotpombuHa 20210).

Yto npeacraBnsieT cobon KapTouka-namAaTKa onAa naumeHta?

KapToyka-namsaTka pOna nauuMeHTa COAEepXWUT BaXHyH UWHOopMauuio o
©e3onacHocTn, 0 KoTopown Bbl AomkHbI BbITb OCBEAOMIIEHBI 40, BO BpEMS U
nocre nevyenus npenapatom remnmnbpa.

e Jlevawmn Bpay unm MeaunumHCKaa cectpa AOOJIXKHbl OaTb Bam KapTO4KYy-
namMATKy AnAa nauMeHTa nepen Hadasnom riedyeHna npenapaTtom reMJ'II/I6pa.

e Bce BpeMA aepxute npu cebe KapTO4KYy-NaMATKY OAnA nauneHTa — Bbl moXxeTe
XPaHUTb €€ B KOoLUeJlbKe U1 CyMO4YKe.

e [lokaxuTe  KapTOuKy-NnamsiTky  nauueHta  nbomy  cneumanucry,
OKasblBaloLeMy Bam mMeamumMHCKyo noMollb. OTo BKoYaeT noboro Bpava,
COTPYOHMKOB nabopaTopuu, MeaMUMHCKY CecTpy Wnu cTomaTonora,
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KoToporo Bbl nocewjaete — a He TONbKO cneuynanucta, KOTopbi HasHa4yun
Bam npenapat Nemnubpa.

e CoobwuTe Bawemy napTHepy nnu nuuy, ocyulecTersitolleMy 3a Bamu yxog,
0 Bawem neveHnn n nokaxute KapTouKy-NamsiTKy Ans nauueHTa, NoCKOMbKy
OHMW MOTYT 3aMeTUTb HexenaTenbHble peakuun, 0 KOTopbiX Bbl He 3HaeTe.

e XpaHute npu cebe KapTOuKy-namAaTKy ANS NauneHTa Ha NpoTsXKeHun 6
MecsaueB Mnocne BBeAeHUA nocnegHen [o3bl npenapata Femnmbpa. 370
Heobxo4MMo, NoTomy YTO 3dpdeKT NnpenapaTa Memnunbpa MOXeT COXpaHATLCA
B TE€YEHME HECKONbKMX MecsueB. Takum ob6pa3oM, HexenaTenbHble peakunm
MOrYT BO3HUKHYTb faxe Toraa, koraa Bl 6onblie He npuMmeHsaeTe npenapaT
remnnbpa.

Kakyro fononHuTenbHy BaXHYH MH(OpMaLUIO A AOIMKEH(-HA) 3HaTb?
HeobxoaumocTb MHopMupoBaHusA

e CooOwute nevawlemy Bpady O JnOObIX HeXenaTtesnbHbIX peakuuax
(nobo4HbIX adhdpekTax), KoTopble y Bac BosHuknn, 6ecrnokosaTt Bac nnu ecnm
OHW He MNpoXoJAT. ATO OTHOCUTCHA K NMOBbIM BO3MOXHbBIM HexenaTefnbHbIM
peakumsm, Oaxe €CnNM OHWM He yKasaHbl B WMHCTPYKUUM MO MeAULMHCKOMY
nNpUMeHeHnto (NucTke-Bknagbiwe). lepedncneHHble B [aHHOW KapTouke-
namsTke HexXenaTenbHble peakunn SABMASOTCS He BCEeMWM BO3MOXHbIMU
HexenaTernbHbIMU peakunusamMmn, KOTopble MOryT BO3HUKHYTb MPU NPUMEHEHU
npenapata l'emnubpa.

e OOpaTuTecb K nevawiemy Bpady MNpu BO3HMKHOBEHUM NHOOLIX BOMPOCOB,
npobnem, unn 3a 6onee nogpobHon MHopMaLmen.

e [Ipocum obpawatbes B AreHTckui odouc komnaHumn «®. XoddpmaHH-I1s Polu
Nto» B Kblpreidckon Pecnybnvke B TOM criydae, ecniv y Bac BO3HUKHYT
BOMPOCHI UK MOTpebyTca AOMNONHUTENbHbIE CBEAEHUS MO MPUMEHEHUIO
npenapata AKTEMPA® (Touunuaymab)

o /Hdopmauums o HexxenaTenbHbIX ABNEHNSX JOIMKHa OblTb NnepegaHa

KoHmakmHble OaHHble KOMMNaHUuU:

AreHtckun oduc komnaHmm «dP.XodpdpmaHH-J1a Pow Jlta.» B Kbipreiackom
Pecnybnuke no agpecy: r.buwkek, yn.AxyHbaesa 127/1, 8 atax, 808 ka0b.,
e TenedoH: +996 (312) 299292

e e-mail: cholpon.galieva@gmail.com wunu moscow.ds@roche.com (ans
coobLLEeHMSs O HexenaTenbHbIX ABNEHNAX);
e e-mail: cholpon.galieva@gmail.com n/vnm CChblfika CauT:

https://medinfo.roche.com/ (ana nony4yeHns MeauLMHCKOW MHOpPMauun no
npenapary);

Cneunanuctam 34paBOOXpaHeHMst npegnaraeTcs coobwatb o0  niobbix
noJo3peBaeMblx HeXXenaTenbHbIX SBMEHUSX.

PykoBoaCTBO Anst nauueHTa/nuua, ocylecTensoLero yxoq, sepcus 4.0.0



o dopMmbl U MHPOPMALMIO OSI1 OTYETHOCTU MOXHO HaWTWU Ha oduuManbHOM
canTte [lenaptameHTa nekapCcTBEHHbIX CPEACTB U MEOULMHCKUX U3Oenuin npu
MuHuctepctBe 3apaBooxpaHeHus Kbliprblackon Pecnybnunkn www.dlsmi.kg
(pybpuka «hapmakoHansop»-«opma coobLleHNs 0 NOBOYHON peakLmm»)

PykoBoaCTBO Anst nauueHTa/nuua, ocylecTensoLero yxoq, sepcus 4.0.0



PyKOBO,EI,CTBO AnAa COTPpyaAHUKOB na60paTopvw|
Femnu6pa (3Mmmumnsymao)

Yto u3 cebs npeacraesnsiet npenapar Nemnuépa?

JlekapcTBeHHbIV NpenapaTt

e Omuumsymab npeacrtasnseT cobon ducneymdpmnyHblie ryMmaHM3MpoBaHHbIE
MOHOKIOHarbHble aHTUTENa Ha ocHoBe MMMyHornobynuHa G4 (1gG4),
npoayumpyemble KnetkaMmm SMYHUKOB KUTANCKOro XOMsiYKa no TEXHONorm
pekoMmbuHaHTHon [HK.

e (dapmakoTepaneBTM4ecKas rpynna: aHTuTena MoHokKnoHanbHble. Kog
ATX: B02BX06

MexaHu3m aencTeug

Omnumnsymab cBA3bIBAaeT aKTMBMPOBaHHbIM dhakTop IX ¢ daktopom X Ans
BOCMOMHEHNA (YHKLMM OTCYTCTBYIOLLEro akTusmpoBaHHoro dakrtopa VI,
KOTOpbIN HeobGxoauM Anst aPPEKTUBHOIO remocTasa.

OmMmumsymab He uMeeT CTPYKTYPHOrO CXOACTBA WAW  FOMOJSIOrMYHbIX
nocnegoBaTtenbHocten ¢ daktopom VIII (FVIII) n, cooTBETCTBEHHO, He
MHOYUMPYET N He ycunmeaeT obpasoBaHue npsiMbix MHIMOUTOPOB K FVIII.

dapmakogmHamuka

Mpodunaktuka npenapatom [emnubpa ykopauMBaeT aKTUBUPOBAHHOE
YacTmyHoe TpombonnacTnuHoBoe Bpems (aYTB) n yBennumBaeT nokasatenb
aktuBHoctn  FVIII, onpegensiembln N0 XPOMOreHHoOMy  MeTogQy C
NCNoNb30BaHMEM [pPYrux 4YenoBeyecknx (pakTopoB cBepTbiBaHWSA. [JaHHble
hapmMakoguHaMn4eckne mMapkepbl He OTpaXkatoT UCTUHHBLIM reMOoCTaTUYEeCKUN
adppekt amuumsymaba in vivo (a4TB upesamepHO ykOpo4yeHO, nokasaTenb
akTuBHocTM FVIII MmoxeT ObITb 3aBbilLEH), O4HAKO OHU YKa3blBalOT Ha Hanuyve
y amuumsymada npokoarynsiHTHoro addpekra.

[NokasaHuga K NPUMEHEHUI0

MpenapaTt lemnubpa nokasaH B KayecTBe PYTMHHOM NPOMUNAKTUKL LS
npeaoTBpaLLleHns UM CHMXKEHUS 4acToTbl KPOBOTEYEHUA Y NALMEHTOB C
remocounuen A (HacnegcTBeHHbIn aedpununt akropa VINI):
o C uHrmbutopamu daktopa VIII.
o 6e3 nHrnbmutopos gakropa VIlI, y koTopbix
= Tskenasa coopma 3abonesanus (FVII < 1%)
= ymepeHHas ¢opma 3abonesaHuna (FVIII = 1% and < 5%) c
TSHKENbIM (PEHOTUNOM KPOBOTEYEHNS

Mpenapat Memnnbpa MoXeT NPUMEHSITLCS BO BCEX BO3PACTHbIX rpynnax

PykoBoAcTBO ANs MeaMLMHCKMX paboTHUKOB, Bepcus 3.0.0



Bnusinme Ha nabopaTopHble NoKa3aTenu CBepTbLIBaA€MOCTU KPOBU

e [lpenapat emnubpa BNnSAeT Ha peaynbTaTtbl aHanu3oB a4TB, a Takke Ha
BCE aHanu3abl, OCHOBaHHble Ha a4 TB, B YacTHOCTM HA 0gHO3TaNHbIN
aHanusa aktnsHocTtu FVIII (cm. Tabnuuy 1 Huxe).

e Takum obpasom, He cnegyeT MCnonb3oBaTh pesynbTaTbl aHaNM3o0B.,
OCHOBaHHbIX Ha a4 TB, y nayneHToB, Nony4arLwmx NPoUNaKkTnKy
npenapaTtomM remnnbpa, ¢ Lenbio MOHUTOPUHIA aKTUBHOCTM npenapara
Femnnbpa, onpeaeneHuns 0o3bl NpenapaTtoB 3aMeCcTUTENBHON Tepanuu,
cogepxalumx dpakTopbl CBEPTLIBAHUSA, UM aHTUKOArySISAHTHbIX
npenapaToB, Unu namepeHnst TUTpoB nHrmbutopos FVIII (cm. HLxe).

e OpHako pesynbTaTbl aHanM30B OQHOMO U3 (PakTOPOB CBEPTLIBAHUSA KPOBM
npy NCNONb30BaHUN XPOMOTrE€HHOIo UM UMMYHHOTO METOL0B He
NCKaxkatoTcsl Ha (ooHe NpUMeHeHUs1 ammumnaymabda, No3aTOMy MX MOXHO
NPUMEHATb AN KOHTPONSA NapamMeTpoB CBEPTLIBAHWS B XO4€E Tepanuu ¢
y4eTOM 0COBEHHOCTEN XPOMOTreHHbIX aHann3os aktnsHocTtu FVIII.

e Habopbl ansa xpomoreHHoro aHanunsa aktusHocTtu FVIII, cogepxalume,
OblubM (hakTOpbl CBEPTLIBAHNSA, HE YyBCTBUTENMbHbI K 3MULUM3ymMaby (He
N3MepPSAT ero akTMBHOCTb) U MOTYT UCNOJSIb30BaTLCSA ANA MOHUTOPUHIa
aHgoreHHoro nnu eeegeHHoro FVIIIL, nnu gna namepexHns MHmMobuTopos
FVIII. MoxHo ncnonb3oBaTb TecT betecaa ¢ ncnonb3oBaHMEM
XPOMOreHHOro aHanusa Ha ocHoBe Oblubero FVIII, koTopbln He
4YyBCTBUTENEH K NpenapaTty femnubpa.

e JlaBopaTopHble aHanu3bl, Ha pe3yrbTaTbl KOTOPLIX BNSET N HE BNUSET
npumMmeHeHne npenapata lemnubpa, npmBeaeHsl B Tabnuue 1 Huxe.

Tabnuua 1 AHanu3bl Ha CBEePTbLIBAEMOCTb KPOBU, Ha pe3ynbTaTbl KOTOPbIX

BNUSIET UIN He BNusieT NpuMeHeHue npenapara lemnubpa

Pe3ynbTaThl, UCKaXxatoLmecs npu
npuMeHeHUU npenapara

PGSy.ﬂbTaTbl, He UCKaxarLimnecs
npn npyuMmeHeHuUu npenaparta

a4TB, aHanu3bl 0gHOro U3 hakTopos
CBepTbIBaHUS KPOBU

- OcHoBaHHbIM Ha aYTB ananu3 Ha
YCTONYNBOCTb K JENCTBUIO
akTmBupoBaHHoro npotenHa C (APC-
R)

- betecna TecTbl (KNOTTUHIOBbIE) A5
onpegeneHnsi TUTPOB WHIMOMTOpPOB
FVIII

FemnuGpa FemnuGpa
-ayTB - TpombuHoBoe Bpems (TB)
- AKTUBMPOBaHHOE Bpems | - OpHo3TanHble, OCHOBaHHble Ha
ceepTbiBaHus (ABC) n3mepeHun NpOTPOMONHOBOIO
- OpHoaTanHble, OCHOBaHHble Ha | BpemeHn ([1B), aHanu3bl ogHoro u3

dakTOpOB CBEPThLIBAHUSA KPOBMU

- XpOMOreHHble aHanuabl OAHOro K13
dakToOpoB CBepTbIBAHUSA KpPOBW, 3a
ncknoyeHnem FVIIIL

- WMMMyHHble aHanuabl (Hanpumep,
ELISA, TypbuanmeTpnyeckmin Metoa)
- bertecga TecTbl (XPOMOreHHbIN
aHanu3 C UCMNosib30BaHMEM OblYbUnX
dakTopoB CBEpPTbIBaHUSA) aons

PykoBoAcTBO ANs MeaMLMHCKMX paboTHUKOB, Bepcus 3.0.0




onpefeneHMs TUTPOB WHIMBUTOPOB
FVIiI

- [eHeTnyeckme aHanuabl OaKTOpPOB
cBepTbiBaHMs (Hanpumep, aHanu3 FV
JlenpgeHa, npotpombumHa 20210).

BaxxHaa uHGOpMaLMs MO XPOMOreHHbIM aHanmMsam akTUBHOCTW MpuBedeHa B
WHCTPYKUUMM N0  MEOUUUHCKOMY  MNpUMeHeHuto/oblen  xapakTepucTuke
nekapctBeHHoro npenapata (pasgen  «Bsaumogenctsna C  Opyrumu
nekapcTBEHHbIMU cpeacTBaMuny/ pasgen 4.5).

e Bcneacteue gnutenbHOro nepuoga  nonyebiBeAeHUs  npenaparta
remnnbpa BNnaHME Ha pes3ynbTaTbl aHaNM30B Ha CBEPTLIBAEMOCTb KPOBM
MOXeT COXpaHATLCA 40 6 MecsiLeB nocre BBeAeHNsa nocregHen go3bl (CM.
pasgen «dapmakonormyeckne CBOMCTBa» MHCTPYKUMM NO MEeOULMHCKOMY
npumeHeHuto/pasgen 5.2 obwen XxapakTepuCTUKM JeKapCTBEHHOMO
npenapara).

e 3aBepywwnin nabopaTopuM [OOIMKEH CBSA3aTbCA CO  MEOULMUHCKUM
cneumanucTom Ans obcyxaeHust MobbiX OTKMOHEHM B pesynbTaTax
aHarnm3os.

HeobxogumocTb MHopMupoBaHuaA

e T[lonHyto MHpopmaumio 060 BCceX BO3MOXHbIX HeXenaTesnbHbIX peakuusix CM.
B MHCTPYKLUW MO MEANLIMHCKOMY NPUMEHEHWIO NIEKapCTBEHHOro Npenapara

e [lpocum obpaisatbcsa B AreHTckur odomc komnaHum «d.XodpdpmaHH-Is Polw
Ilta» B Kblprbiackon Pecnybnuke B TOM cnyvae, €Cnu y Bac BO3HUKHYT
BOMpPOCHI MM MNOTPebylTCcsa AONOMHUTENbHbIE CBEAEHUSI MO MPUMEHEHMIO
npenapata AKTEMPA® (Toumnunaymab)

KoHmakmHbile OaHHbIe KOoMnaHuu

AreHTckun odmc komnaHum «d.XodpdpmarH-J1a Pow Jlta.» B Kbiprbidckon
Pecnybnuke no agpecy: r.buwkek, yn.AxyHbaesa 127/1, 8 atax, 808 kab.,
e TenedoH: +996 (312) 299292

e e-mail: cholpon.galieva@gmail.com wnun moscow.ds@roche.com (ans
Cco0bLEeHNs 0 HeXenaTenbHbIX SABAEHNUAX);
e e-mail: cholpon.galieva@gmail.com n/vnum CCblsika CauT:

https://medinfo.roche.com/ (ans nonyyYyeHus MeAMUUHCKOW MHGOopMauuu no
npenapary);

PykoBoAcTBO ANs MeaMLMHCKMX paboTHUKOB, Bepcus 3.0.0
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