aNbiHb B e
fincmoxa - FpusaxeHise 2 R
Yo7

Kby Pea. e .. 7" 02
A6 //7/?7%7/1 T3
PaspswieHue N
JIACTOBKA: HHOOPMAILIHSA 3A ITAIMEHTA 2 5 11 7000..
OQgoBPEHUE Ne .oz Z Y A Y )..

EMOKJIOT 500 JU npax u pazreopuTen 3a Hiiy3MoRen pa3TBop
Yopemku naasmMen Koaryaannoren ¢akrop VIII
EMOCLOT 500 IU powder and solvent for solution for infusion

Human plasma coagulation factor VIII

HpO'IBTETB BHHUMATEJIHO 9NATA JUCTOBKA, NPCIA 1A 3AN0YHETE A4 NPHIIATATE ToBA JEKAPCTEO,
3210TO TR CHALPKA BAKHA nn(bopmauuﬂ 3a Bac.

- 3anasere nucToBKATa. MOXKe [a Ce HATOKH [a A IPOUYETETe OTHOBO,
- AKO MMATe HAKAKBH JOMBIHUTENHH BRITPOCH, NoNyTanTe Baluus nekap.

- ToBa eKkapcTBO € MpeanyucaHo JTMuHO 3a Bac. He ro npeotcTbneaiTe Ha Apyry xopa. To Moske na
UM HaBpeH, HE3aBUCMMO OT TOBA, Y€ TEXHHTE CHMITOMH Ha 3a00N9BAHETO Ca CBIUMTE KATO
Baure,

- Ilpu nosea Ha Hexenadu peakuud, yeepomere Bawws nexap win dapmauest. Tosa BkmioyBa u
EBEHTYATRU HEXE/aHA PeaKLHH, KOKTO HE ca ONTHCAHM B Ta3H JIMCTOBKA.

KakBo chAbpika Ta3d JHCTOBKA:

1. Kakso npencrasnasa EMOKJIOT w 3a kakBo ¢e U3n0a3ea
2. Kakeo Tps0GRa ga 3Haete npeau aa vinonzeate EMOKJIOT
3. Kak #a n3nomzeare EMOKJIOT

4. BL3MOJKHH HEXKEMaHH PeaKiiui

5. Kak ma cexpanseare EMOKIIOT

6. CeabpsaHye HA OTIAKOBKATA H Apyra uHQopMaLng

1. Kakeo npeactasiagsa EMOKJIOT u 3a kakBo ce u3noazsa?

EMOKJOT e pasTBopuTes — KpuBeH koaryiaudoHen ¢gaxrop VI, nmonyded or 4oBellka MuasMa.
®axtop VIII e npoTenH, KOHTO HMa aHTHXESMOPArHIHO TeHCTRHE.

EMOKJIOT ce u3nozgea 3a:

+  JIGYEHHE W MPOPHIAKTHKA Ha KPBBOWIIMBH NPH NauneHT ¢ Bpodex JehHuuT Ha daxtop VIII
(xemodmnua A),

. NEUEHHE HAa KPLBOW3AMBU Npu rauwedty ¢ aeduunt wa dakrop VI, npunobur B pesysrrar na
ApyTu 3ab0onaBaAHUA;

+  JleYEHME HA TMALUMEHTH ¢ XeMOhUnwa, KOMTO ca pa3BunM anrurena cpeily daktop VIII
{(MHXMONTOPH)
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2. Kaxso Tpn0pa aa 3saere npean aa wianoassare EMOKJIOT?
He uznonspaiite EMOKJIOT

®  aKO CTe AMepruyHe KbM voBelikH daxtop VI Mad KbM HAKOA OT OCTAHATHTE CHCTABKH Ha
TOBa NeKkapcTBO (M30poeHH B paszaen 6).

Ipeaynpe;xaenns u NpeINasHE MepKA

Koncyntupaiite ce ¢ Baums nekap win dapmaieBT npean ga usnonssate EMOKJIOT.

Anepauuna peaxyus

[Tpu npunoerueto ua EMOKJIOT ca pbaMoncHH aneprayeH TR PEakid Ha CBPbXTYBCTBUTCNHOCT.

Ocsen daxtop VI, EMOKJIOT cbabpska W cneam OT Apyru GeATbUH OT HOBEKH [IPOH3XOL. Ako
3aBeeKWTE HAKOM OT CiefHMTe CHMATOMH MO BPEME ha MPWIOKEHWETO Ha NPOAyKT2, ubdysuira
Tpabea na 6bae HezaGaBHO MpeKpaTeHa M 1a ce uHdopMupa Bauma nekap, T KaTo TE3M CUMIITOMH
Guxa MOIIH f1a Ob/IAT NPOSBU Ha ANIEPruYHa Peaiys: OOPHB, reHepanH3upaHa ypTHKapHs, 1yBCTBO 32
CTAraHE B 'bPAMTE, XPHIIOBE, [1dJaHe HA KPLBHOTO HANATAHE H [IOPH OLUE MO-CEPHO3HH AleprH4HH
peaKuHy.

B cnyqaﬁ HA LIOK, 4a ¢ Ccneapar [EUCTRAUTE MEeAHUMHCKH CTAHAAPTH W NPENOPBRYU 3a AeHCHNE Ha
LHOKOBH CBCTOAHNS.

Huxubumopu
(O6pasyBaHeTo HA WHXMOHTOPW (AHTHTENA) € M3BECTHO YCIIOXKHCHHE MPH JCYCHNETO HA MALMEHTH C

A€KapcTBa, Cchabpkamy paxrop VI Tesn vuxubutoph, ocobeHO NPpH BUCOKH HHBA, BR3TPEAATCTBAT
NPABHTHOTO JIEUYCHHE H Bue unu Bawero JETEC 11E 61:[16“1"(3 npociaciasaHt BHUMATCAHC 38 pa3BHTHCTO
Ha Te3H HHXMOUTOPH. AkO BaiMaT KpbBOW3IMB WaM KPBBOMINMBLT Ha Baulero aere ne Moxe Ja
onae onanan ¢ EMOKJIOT, nesabapguo nHdopmypaiite Bawna nexap.

CrepdentocvOogy Chhumua

AKO MMaTE CBMICCTEYBalN GaKTOPH 33 ChPAEHHO-CHAOB PHCK, 3aMecTBalara Tepaims ¢ FYIIL moxke
J1a YBEJIHYH ChpAEYHO-ChAOBHA PUCK.

Yenoacnenus, CEBPIANRK C Kamemepu3ayiin

Ako ce Hanara ynorpebara Ha Habopu 3a UeHTpaseH BeHO3eH JoCThO, TpaGBa na Obie OTHETEH
PHCKBT OT YCIIOKHEHH, CEbP3an C YNoTpe6ara Ha TakHBa HaGOPH, B TOBA HUCIIO JIOKAIHH MHpeKIHA,
GakTepHeMHa H TPOoMOO3a HA MACTOTO HA KATeTePH3AIMAL.

Bupycua 6ezonacuocm

Ilpu ynorpeGaTa Ha NEKAPCTBEHH NPOAYKTH, MPOH3BEIEHH OT YOBSLIKA KPBB WM Nja3Ma Cie/iea 1a
GbaaT TpEANpHETH ONpeJeseHn MePKH 3a IPelOTBpaTABaHE MNPEAaBaHeTO HA HHOEKLUMH Ha
naLueHTHTe. Te3n MepKu BKITIOUBAT:

- f,...— m———

» BHMMATe/Ha CEISKLMA HA JOHOPHTE HAa KPbB M 1171a3M3, 32 [a € CHIYPHO, Y€ H f:’g;&oﬁymygﬁ
J],OHOpH NPEAU3BMKBALIM PUCK OT TipejaBanie Ha HHpex1my, / SN
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. CKpHHPIHl" Ha BCAKO OTAGNHO AapABaHe W cOopHata niasMa (cebpaHa oT mr
3a Mapkepu Ha BUpyc/ Hudekuuu.
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e BLBEXK/AHE HA CTHOKM [Opd 00paboTKaTa HA KPBB WM [NlazMa 3@ HHAKTHBHPaHE H
OTCTpaHABAHE HA BUPYCHTE,

BBOpekd Te3y MEPKH, KOTATO ce MPUIArar JIEKapCTBEHH TIPOAYKTH, NPOU3BEACHH OT HOBELIKA KPbA
MW M1a3Ma, BEPOSTHOCTTA 3a NpeaasaHe Ha Hudexuus He Moxe Aa Gbie HanmbaHO W3koveHa. Toea
€ OTHACH W 3a HEM3BECTHH WITH HOBONOABMIIM CE BUPYCH W APYTH BHAOBE MHeKuMn. MepKHTe, KOHTO
ce IIPENPHEMAT, C& CUHTAT 3a eheKTHBHH 3a OGRWTH BUPYCH KaTO YOBELIKHM HMYHOLEHHLUMTEH BHPYC
(HIV), Bupyc na xematut B (HBV), Bupyc nva xematur C (HCV), kakto u 3a HeoGBHTHA BUPYC Ha
xenmataT A (HAV). Mepkute, KOUTO ¢ NPEANPHEMAT, HE MOTAT J1a C& OTIPEASNAT KaTO A0CTaThHHA 34
HAKOM HeoOBMTH BHpYCH kato napeodpyc B19. Hudexrupanero ¢ napsosupyc B19 moxe 1a Onae
CEpHO3HO 33 GPEeMEHHHM skeHu (MHMEKUMA Ha IN0JA) M 32 MHAMBULM C MMYHOAE(QHLHT WIH HAKOM
BUZOBC aHEMHUs (HANpUMED, ChPIIOBHAHO-KIETHUHA AHEMHSA HJTH XeMOTHTHYHA AHEMMS).

CHIJIHO Ce IPenopHUBA BCEKH [TLT, KOraTo Ha naiueHTa ce npunara joza EMOKJIOT, na ce sanucsar
MMETO W TAPTHAHKMSA HOMEP Ha MPOAYKTA, C OT/iEA MPOCNeAABAHETO HA PHIOKCHATA MApTHA.

Ha nauMeHTHTe, KOUTO PERORHO/ MOBTOPHO CE JIEKYBAT ¢ YOBEHIKM (UIA3MEH KOArynauuoHer daxtop
VI, ce mpenopbyBa noaxoAslla HMyHI3aLMs (cpely xenaTuT A H B).

dena

Hama KOHKpPeTHH JaHHH N0 QTHOIICHHE HA NAUMEHTHTE — AcUa.

[Topeue l»lH(l)O[]Malll!ﬂ ¢e CLABLPHKA B Kpad HA Ta3H JIHCTOBKA, B paiaena, upeAHasHa4ueH 33
JeKapH ANH METHITHHCKH CTIENHAJIHCT.

Vnorpeda na apyru nekapersa ¢ EMOKJIOTY

Mons, uHdopMHipaiTe Bawug nekap win GapMmauesr, ako MPHEMATe HITM HACKOpo CTe NpHEMAlH
IpPYTH JIeKapcTBa.

Hsma W3BECTHH B3aHMOLEHCTBUA Ha NeKApCTBEHY NPOAYKTH, ChAbPHKAULW KOarynauHoHeH (haktop
VIll, ¢ ApYrH nexapcTBeHH NPOYKTH.

Hama KOHKPETHW JAHHH [10 OTHOLICHHE HA NMalHCHTHTE — ACTA.

BpemenHOCT, KbpMeHe H pepTHAHTET

- Axo cre OpeMeHHa Win KEPMHTE, aKo CHMTaTe, 4e Moke Oy cTe OpemeHHa MW NNIAHKPATe Aa
HMaTe JIeTe, NPEAM N4 3aMoYHeTe Aa NpUeMare TOBA NeKapeTBo, NOCHBETBalTe ce ¢ Bauus
Jekap WiH (apMaLesT.

- He ca npoBeeny SKCTCPUMEHTATHN NPOYUBAHHUS C XKMBOTHY 33 BaKAHUeTo Ha daxrop VIIL
XemodHaua A paaxo ce HablloAaBa NPy SKeHW, NOPAAH KOETO HAMA [aHHN 34 ynotpebarta Ha
takrop VIII no speme Ha GpemenHocT K kbpmeHe. [lopamu Tosa daxtop VI tpabsa na ce
H3M0A3Ba MO BpeMe Ha OPEMEHHOCT W KBPMEHE CaMo, CaMo aKQ € CTPOro nokasaH.

lojgupane u padora ¢ MALITHNA

EMOKJIOT ne Bausie BepXy cnocobHocTTa 3a 1odHpaHe v paboTa ¢ MalIHHA.

EMOKIJIOT ceabp:xa HATpAii

a"‘__...-u.\,

To2u NPOAYKT CHABPXKA A0 41 Mr HaTpuH (OCHOBEH KOMIMOHEHT Ha roTsapckara / Tpage:ﬁ:g(etjﬂ)" }3;0
enun GnakoH, Toea konMYECTBO € eKBUBAICHTHO Ha 2,05% OT npenopbuaHHAT MaKc;yﬁ
NpreM Ha HaTpUH 32 BB3PacTeH. T
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3. Kak ga mzooizsare EMOKJIOT?

Bunard NpdemaiiTe TOBa JIEKAPCTBO TOYHO, KakTo Bu ¢ mpexnucan Bawma nekap. Ako He CTe
CUTYpPHH, KOHCYNTHpaliTe ¢e ¢ Bawnd nexap.

AOS“EOBK&

Jl03aT4 M NPOABKMTENHOCTTA HA 3AMECTHTENHA TEpalMs 3aBMCAT OT TEXECTTa Ha JeduimTa Ha
taxrop VIII, joxamH3aumaTa M TEXKECTTA HA KPbBOHIIHEA H KITHHUYHOTO ChCTOSHHE Ha NMallHEHTA.

Jledyenne npn HYAKAA

KonW4ecTBOTO IeKapcTREH IIPOLYKT, KOeTO TpAOBa /1a c& MPUIImICH, H YECTOTaTa Ha NMPH/I0KEHHETO e
OTIpeenaT cnopen Banusg KItHHHYeH OTFOBOD.

Hpodnnakruka

3a ABITOCPOUHA NPOHNAKTHKA HA KPBBOHIIHMBHTE NIPY NMAlMEHTH C Texka Xemoduana A Tpibsa aa
ce apunarat ao3u ot 20 1o 40 1U (MexayHaponun enuHUUKM) oT dakrop VI Ha Kunorpam TenecHo
TErs0 Ha MHTepBanu ot 2 40 3 auu. B nakou cnyyau, ocobeHo npu no-miuaau NAUHEHTH, MOXE Ja ca
HeoOX0AHMH NO-KPaTKX HHTEPRANH HA TIPHIOKEHHE HIIH NG-BUCOKH N03H.

Bue TpaGBa na GbeTe BHHMATENHO MPOCHEIABAHHM 32 PasBUTHETO Ha WhxubuTopH na daxrop VIII
upe3 NOIXOOALH KIHHAYHHA H3CeABaHHs | aDOpaTOpHH TECTOBE.

HeofX0aMMO € B X044 Ha JiedeHHeTO Aa Gbaar onpeaensuy Husarta Ha daktop VIII ¢ uen onpenesine
Ha MpPHJIAraHAaTA 1032 W 4ECTOTATA HA MOBTOPHUTE BNHBaHUA. TTO-KOHKPETHO, B CilyHaH Ha rofieMH
XUPYPrHUHH WHTEPBEHLMH € 3aJBJKHTENHO NPELUH3HO MOHHTOPHPAHS Ha 3aMECTHTE/HATA Tepanii
ypes KOarylauXoHeH aHamM3 (na3mMena akTHEHOCT Ha dakrop VIII).

Yoorpeda npu Aena

BesonacHocTTa ¥ edukactoctta Ha EMOKJIOT npu aeua noa 12 rofdby Bee OLE He C8 YCTAHOBEHH.
[Mpu noapacteawy (12-18 roaunK) A03MPOBKATA 33 BCAKO NOKA3@HHE C& ONPERENS CNOPCH TENCCHOTO
Terag.

IToseue HHII)O])MEIHHH 324 J03HPOBKATA H NPOSbL/LKATETHOCTTA HA TEPANEATA € no<oUeHa B Kpad
HA JAHCTOBKATa B pajjena, CbhAbpKaN HH(I)UPMEHHH 33 MEJIHIHHACKA HAJAH 3ApABHH
CNEMHATHCTH.,

Hucrpykuks 3a NpaBHIHa ynoTpeda
MponykTsT TpabBa 4a ce NPHIIAra MHTPABEHO3HO, IOCPEACTBOM HIDKeKTUpaHe ik GasHa HHy3us.

B ciyuail HA WHTPABEHOZHO MHIKEKTHPAHE Ce NPEenopbyBa MEepHOA 33 MIDKEKTHPaHe oT 3 [o 5 MuH,,
KaTO Cé CE HECTOTATA Ha MYJICA HA MALKEHTA H IIPH HEFOBOTO yYecTABaHe HHXKEKTHpaHeTo TpACRa
na ce 3a0aBH WIH NIPEYCTAHOBH.

CKOPOCTTB. Ha BbBCH{AAHC 'I'p.ﬂﬁBa Jd ce gupenent MHAUBHAYANHO 24 BCCKH OTACNICH naunem"_

3aﬂ.'bﬂ}l{HTeﬂH0 CE H3NOI3BaT CaMQ BKITHOYCHUTE B OITaKOBKATA Haﬁopu 3a HH}KGKTHpaHﬂ/'%{!‘ e‘ T‘H’l
K4aTO MCUCHHETO MOXE 42 Ce onopouu, mopaan aacopbums na daxtop VIII gyﬁgge. /Bmpeﬁﬂi%
NOBbPXHOCT HA HAKOE APYTO MEUIMHCKO H3/IENHE. HE:

Hecvamecmumocmu: muii Kamo Aunceam u3CcRedsanus 30 CbEMEeCUMOCIMA, é
[ia ce CMEecBa ¢ APYTH JIEKapCTBEHU NPOIYKTH. ‘.1 o

F
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Pa3TpapaHe Ha npaxa B pasTBOpHTENNA:

1.
2.

10.

11.
12.

(bITAaKOHBT ¢ mpax K GNAKOHBT ¢ Pa3TBOPUTES TPAOBA Aa ca ChC CTAHHA TEMTIEPATYpa;

Ta3M TeMTepaTypa TpsOBa Aa ce MOANBPIA Npe3 LANOTO Bpeme Ha pasrsapane (Haif-muoro [0
MHHyTH);
OTCTPAHETE 3AIMTHAHTE Kanauke oT (QRaKkOHHTE C Npaxa H pasTBOPHTEN;

[I0YHCTETE MOBBPXHOCTHTE HA 3AIYHIANIKUTC HA ABATAa C]JJ'IaKOH& C ATKOXO0J,

OTBOpPETE ONAKOBKATa HA YCTPOHCTBOTO 34 MPUIOTBAHE HA PA3TBOP, KATO OTCMMTE rOpHUS Kanak;
BHMMAaBaiiTe 1a HE JOKOCHETE BBTpeIHaTa YacT (¢durypa A);

HE M3BAKANHTE YCTPOHCTBOTO OT OIIAKOBKATA;

o0bpHeTe KyTHATA Ha YCTPOHCTBOTO HAAOMY M BKAPAiTE MIacTMacoBara Uriia Nnpes 3aiylankaTa
Ha (IAKOHA C PA3TBOPHUTENS, TAKA Ye CHHATA YacT HA YCTPOMCTBOTO Ja Ce CBbpxke ¢ QUakoHa ¢
pasrsoputens (Gurypa B);

XBAHETE KYTHATA HA YCTPOHCTBOTO 32 KPAMILATA W C W3AbplBaHe 0cBOOONETE YCTPOHCTBOTO, Ge3
aa ro aoxoceare (urypa C);

ypepeTe ce, ue (UIaKOHBT ¢ fpax e nocraseH Ha Oesonacha NoBbPXHOCT, obbpHeTe CHCTEMATa
HaZOIy, TaKa v¢ (PNaKOHBT ¢ PATBOPUTENA Aa ObAC BbPXY YCTPOHCTBOTO; HATHCHETE NPO3PatHNA
aflanTep BbLPXY 3aMyllalkaTa Ha (UlaKkoHa ¢ rpax, Taka 4e f1acTMacoBaTa Uria aa NpeMuHe npes
3amyIiankara Ha UIakoHa ¢ Mpaxa; pasTBOPHTENAT LUe ce aCIHpHpa ABTOMATHYHO BB (hIakoHa ¢
npaxa (¢urypa D);

Clea Kato MPEeXBLPIAHTE PA3TBOPHTENd, PAa3BMHTE CHHATA YaCT Ha NMPEHOCHATa CHCTEMA, KBbM
KOATO € MPHKpeneH QIaKOHbT ¢ pasTBOpUTENs, W 1 oTcTpaHeTe (urypa E);

neKo pasknateTe (uakoHa 0 MLIHO pasTBapsHe Ha npaxa (durypa F);

He pa3sKiawaiiTe CHiHO, 3a Aa u3bernere obpasyBaHeTo Ha MAHa.

) ‘_//' NErLHs 7,
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guzypa E Quzypa F

Yeem dapmaciomurva Copeuc, HuK,
Hauynn na NpHI0KEeHHE Ha pa3TBopa
CJIGD. pa3TBapAHETO, pa3TBOPBLT MOXKE 1a CbAbpiKa MAJIKH BJ1aKHa WJIK YaCTHLH.

Pa3TBOpEHMAT NpoayKT TpsaOBa na Obae orneaaH BU3yanHO 3a HEPA3TBOPEHH HaCTHLM HIIH MPOMEHH B
uBeTa, Npean aa 6bae npuioked. PastsopesT Tpabsa na Gbae OGMCTBP WM eko onaiecuenTed. He
H3MON3BaiTe pa3TBOpPH, KOUTO Ca MBTHH HWJIK HMaT yTaﬁKa.

1. Bkapaiite Bb3yX B CIIPMHUOBKATA YPE3 U3AbPIIBaHe HA DYTANOTO, CBBPIKETE 5 KbM YCTPOHCTBOTO
¥ BKapanTe Bb31yX BbB (pakoHa ¢ mpax, B KOHTO ce HAMHpa roTOBHSA pasTBop (clmrypa G)i—

tl’\ 7
2. saabpikaiiky OyTajloTO HENOABUIKHO, OOBPHETE CHCTEMATA HA/0J1y, Taka 4e cbﬂakqﬂw@ eaﬁ 2
pasTBOp JAa MNpeMHHE OT ropHara cTpaHa Ha )/CTpOHCTBOTO H HU3TErIETE KQ

o
=\

crnpuHLOBKATa ¢ 6aBHO M3abpNBaHe Ha OyTanoro (purypa H); i =

|f--'

3. u3BajeTe CIIPHHLOBKATA, KATO A 3aBbPTHTE B 0cOKa o0paTHa Ha HaCOBHHKOBaTaiC'FPLﬂKa
EMOCLOT- PIL BG—K} 7rev00m! £




4. ornenaiiTe pasTBOpa B CTIPUHUOBKATA, TOH TpsaOBa aa Obiae OGMCTBP WM JIEKO OmanecleHTeH, 6e3
HaCTHLH,

5. nocraBere urnara tun ,Gerepduaid’ Ha cnpuHUOBKATa W BIMBaHTe WM 0aBHO HMHXKEKTHpaiiTe
HHTPABEHO3HO.

pucypa G | uzypa H

Yecm ®apmaciomuxen Copeuc, Hik.

AKo cTe npHeJH noBeyve oT Heobxoaumara no3a EMOKJIIOT
He ca cpo011aBaHH CUMIITOMH Ce1 Npeao3upaHe Ha MpoayKTa.

B cayuaii va norsrbiuane/ npuemate Ha no-ronsma aoza EMOKIIOT, ce cebpikere He3abaBHO ¢ siekap
WM Hali-0M3KOoTO JleueOHO 3aBeeHue.

AKo umate cbMHeHuUs oTHOCHO ynoTtpebara Ha EMOKJIOT, koHeynTupaiire ce ¢ Bawus nekap.

4. Bb3MO0:KHH HeKeJ1aHHU PeaKiuu

Kakro scnuky nekapersa, EMOKIIOT moke na npein3BrKa HeMKeNaHH PeakUMH, BbIIPEKH Y€ He
BCCKH I'd 110]1y4HaBa.

Ako 3a0e1e;KHTe HAKOS OT Te3H HeKeJIAHH PeaKUHH, He3a0aBHO ce KoHCy ATHpaliTe ¢ Bamus
JIeKap WJH ce ¢BbpiKeTe ¢ HAl-0/1H3K0TO JieyedHO 3aBeeHue:

+  CunnM anepruyHy peakumH (CBPbXUYBCTBUTEIHOCT): ObP30 MOAYBAHE HA KOXATa M JIMraBHLaTa
OKOJI0 ycTara W nuueTo (aHruoenem). Tazu HexkenaHa peakuus ce Hab/l0aBa pAaKO H B HAKOH
Clyyau MOXKe Aa NporpecHpa /10 TeXKKH allepruuHW peakuuu (aHaduiakcus), BKIIOYHTENHO
LLIOK.

o  [TMaumenture ¢ xemodunns A Morar ja pa3BuUsT HeyTPAIH3MpALLKW aHTHTeNa (MHXHOMTOpH)
cpemwy ¢aktop VIII. Hanuuuero na unxuGutopu ce mnposBsBa Hpe3 HE3aJ0BOJIMTEICH
KJIMHHYEeH OTroBop. B TakmBa cnyuau ce npenopbuBa KOHTAKT CbC CELHAJIM3APaH LIEHTHP 34
JIeYeHHe Ha XeMOoUIUs.

JIpyru Hexe/IaHH peaKiHu:

o Jlpyru anepruyHu peakuu (CBpbXUYBCTBMTEIHOCT) MOTAT /12 BKJAKOYBAT:

« napeHe 1 6oJika Ha MACTOTO Ha MPHIOKEHHE; i
P 2158 .

+  BTpHCaHe, 3a4epBABaHe, KOKEH OOPHB MO LUANOTO TA/IO (reHepaliu3npaHa ypiv capus )y |
00pHB; / i)\‘, i’ = 4

« rnasobonue;



+  MOHWKEHO KPbBHO HasTaHe (XUIIOTECH3NA), Oe3NOKOHCTBO, YCKOPEH ChPACHEH PHTHM
(TaxukapaM#), UyBCTBO 34 CTAIAHE B TbPAMTE, XPHIIOBE;
+  CBHJIMBOCT {neTapruz),
+ rajeHe, NOBPBIIAHE;
+  H3TPBIEaHE.
Te3n HexETaHN peaklii ce HabMoNaBaT pAIKO H B HAKOM CIydau MOraT Ja IPOTPECHPAT 10 TEKKH
ANCPTHYHH PeaKiuK (aHahHIAKCHA), BINTIOYHTE/THO IOK.

«  Habmonaeano e W noBHUIGHHE HA TeMNEpaTypara.

Tlpu felia, KOMTO TP HE Ca JIEKYBaHH ¢ JieKapeTBeHH npoaykru ¢ daktop VI, MHoro yecTo morat
na ce obpasypaT uwHxubGuTOpHM aHTHTena (Bwk paspen 2) (noseve or | Ha 10 manmenTa);, mpu
MALMeHTH, KOHTOo ¢a 6UTH noanomkeny Ha nedeHue ¢ dakrop VIII (nosede ot 150 aHu neqeHHue ), TO3H
puCK e no-maniko BeposteH (no-manko ot 1 na 100 naimenta). Ako ToBa Ce CyuH, Bamure
NEKApCTBEHH TIPOJYKTH MM Te3H Ha Batmero aete morar ga ne jAeHCTBAT NPaBUIHO W Bue wnu
BaleTo fAeTe MOKETe Aa NMOMAYYHTE MOCTOSHEH KPbBOU3JIHB. AKCG TOBA C€ CITy4M, HezabaBHO ce
CBbpKETE ¢ Bamua nekap.

JonbJHATEAHH HeXeIAHE PEAKIINE IIPH ALl

Benpekd 4e HAMAa KOHKPETHM JAHHW 3a QeuaTa, MalkoTo mybiukysaHa uH(opMaLya, cBBP3aHa C
M3C/1E/IBAHUS 34 ¢(peKTUBHOCT H 0E30NACHOCT, HE MOKA3BA CHILECTBCHH Pa3/MKH MCXKIy BB3PacTHH H
J€1a, CTPaJaly OT €AHO M ChLto 3abonasate.

CpoflaBane HA HesKeNAHH PEAKIHT

AKO BBIHMKHAT HEKENaHH PCaKLIHK, KOHcynmpaﬁTe ce ¢ Bamms NneKap WIH 4.’papmaueBT. Tosa
BKJIIOYBA W BCIKAKBH HEMENEHW PeakiiH, KOMTO HE €4 TIOCOUYE€HH B Ta3H JIMCTOBKA. Moxere na
CLODUIHTE 38 HEYXENAHH peaKuHy M QJUPEKTHO 4PE3 HallHOHATHATA cHCTEMa 3a choOLIaRaHE.

H3IbJIHKWTENHA areH1Ms No NeKapeTraTa
v . Jdamdar I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaliT: www.bda.bg

CrobaBaliky 3a HeXeNaHu peakuuu, Bue momarate 3a OCHIypsABAHETO Ha Moseve WHGOpMaLMA 3a
6e30MNacHOCTTa Ha TO3M IEKApPCTBEH NPOAYKT.

HHpopMauust OTHOCHO 0e30MaCHOCTTA, CBLpP3aHa ¢ TPAHCMUCHBHW AT€HTH, MOXKCTE 1a HAMEPUTE B
pasnen 2 ,, Kaxeo mpsfiea da 3maeme npedu da usnonzsame EMOKJIOT".

5. Kak pa coxpanaeate EMOKJIOT?

Jla ce chXpaHsea Ha MsacTO, HeAocTwiHO 3a jAeua. He usnonssaiire EMOKJIOT cren cpoka Ha
FOAHOCT, KOWTO € NOCOYEH Ha €TUKETAa M Ha BLHwHATA onakoBka ched ,,CPOK HA FTOOHOCT™.
CpOKT)T HA FOAHOCT ¢¢ OTHACA 3a NOCAeHHA ASH OT MCCEUa,

Ja ce cexpansa B xnagunuuk (2°C - 8°C). [la we ce sampasapa. Cwbxpausgaiire ¢nakoHa s
KapTOHEHATa ONIAKOBKA, 3a A& FO TPEANAasHTe OT CBeTIHHA.

—————,
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[penu ynorpeba ¥ B paMKHUTE Ha CPOKA HA MOJAHOCT QUIAKOHBT C [IPAX MOXKE J:La
pU CTaifHa TeMIepaTypa, He Mo-BHcoKa 0T 25°C, 3a MakCcHMYM 6 nocneﬂos,afe




h1aKoH Bede He MOKE 1A ¢¢ MOCTaBA 06paTHO B XJTANHIHHAKA, aKO ¢ ChXPaHABaH MIPH CTaiHa
TeMIEpaTypa.

Havannara nara Ha cChbXpaHeHye HpH cTaliHa TemnepaTypa Tpidsa Na ¢ BOMIIE Ha BBHIIHATA
OTIaKOBKA.

Cnen otapahe Ha dnakoHa, ChIbKaueTo Tpabea fa ce w3nonssa ueszaldapno, CuabpXKaHUETO Ha
(pnaxona TpsOBa Aa ce W3NOJI3RA 32 €HO NPHIIOKEHHE.

He u3xBbpnsiiTe /nekapcTBEHHM MPOLYKTH B KAHAIM3aLMATA WM 3aeHO ¢ OuToBuTe OTHAABUM.
Ilonurtaiite Baimus dapMalesT Kak fa W3XBBP/IMTE JICKAPCTBEHHTE NMPOAYKTH, KOHTO HE H3MOJI3BATE.
Te3n MepkH crioMaraT 3a OrasBaHe Ha OKOJHATA cpela.

6. ChabpikanHe Ha ONIAKOBKATA H Apyra HH(popManusa
Kakso ceabppxa EMOKJIOT

AKTHBHOTO BEIECTBO € YOBEIIIKH NITa3MeH koaryinanuoner dakrop VIIL

EMOKJIOT
500 1U
YOBELUKH MUIa3MeH Koaryiauuones gakrop VI 500 1U/prakon
YOBEILKH MTa3MeH koarynaunoHed gaxkropVIII, 50 TU/ M,
pa3sTBOPEH C BOJA 33 MHKEKLMH (500 TU/10 ).
00eM Ha pa3TROPHTENS 10 ma.

AxtueHocTTa (1U) € onpesgeniena upes xpomoreHex anaau3s no Erponeiickara gapmakores.
Creungpusnara axtustoct Ha EMOKIIOT e npuGnusurenno 80 [U/mg Genrbx,
[pouzBeseH € 0T MIa3Ma OT HOBEIUKH NOHOPH.

Tosn npernapaT chabp#a 4oBelky daxtop Ha on Bunebpana.

DnakoHbT ¢ Mpax ChIbPKA WOBEINKH nyasmeH koarynauuoned (akrop VI (akTusHO BelwecTBO),
HATpPHEB XNOPHA, TPHOCHOBEH HATPHEB UMTPAT, N'THUMH, KA/IUHER XNopua (['lOMOHlHH BCLIIE:CTB&).

dnakonst C PAITBOPUTES CHALDKA BOAA 34 MHMEKLWH.

Kax nirnesxxna EMOKJIOT u cbabpicaHie HA 0NAKOBRATA
[Ipax u pasTBOPUTEN 38 HHQY3HOHEH pa3TBOP.
Cnen pasTBapfHe, pa3sTBOPBT MOKE [a ChIAbPAKA MATKH APALTHHKH HITH YACTHLH .

OrnenaiiTe roToBHs JEKapcTBEH NPOAYKT (pa3TBOpPEH) 3a YTACGHH UACTHUM HIH  aHOPMAIHO
QUBETABAHE, MpeaM fia ro npuackute. Pasteopet Tpatea aa Gbae OUCTHP W Aeko onanecueHTeH. He
mnomseaiite EMOKJIOT, ako pa3TBophT € MBTEH WM MMa yTaHKa,

Onakoekara EMOKJIOT cbavpxka ¢uakor ¢ mpax, (lakoH ¢ pasTBOpHTEN 3a (PHUTOTBAHE HA

PA3TBOPA, KAKTO Y anuporehe, crepunen wabop 3a eanokpaTha ynoTpeba, BKIIOYBALL MEAHIMHCKO

H3JIe/THE 3a pasTBapiHe, CIPHHLIOBKA 32 HHKEKTHpaHe W Wraa THn ,,0bTepduai® ¢ TIBI] prﬁn\;mqa;
WERAS

Hpmema’ren Ha pazpemmeﬂnom 34 ynmpeﬁa
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IlponsBoanTen

Kedrion S.p.A.- 55027 Bolognana, Gallicano (Lucca), Hranus.

JlaTa Ha MOCJIEAHO AaKTYAIH3HpAHe Ha IReToBKaTa:06/2020

[’Im}mpmauuﬂ'ra, MpeACTABEHA MMO-J00Y ¢ NpeaHasHaveHa camMo 3a MeAHUHRHCKH Wan
3ApaBHH CHCIHAJIHCTH,

IIpocaeasgBaHe Ha JeYCHHETO

To BpeMe Ha IEYEHHETO Ce MPENOPBYBA NOAXOLALIO ONpeenste Ha HUBaTa Ha pakrop VIIL, 3a na ce
Onpeneny [03aT1a, KOATO TPAGRA Ja ce MPIIOMKH W YeCTOTaTa Ha MOBTOPHHTE UHdy3un, OTaenHure
MALIMEHTH MOTAT 1a Bapupar B 0Troeopa cu Ha (akrop VIII, AeMOHCTpupaikH pasiiyeH Nony:KHBOT
1 BE3CTaHOBABaHe, Jl03aTa Ha Ga3aTa HA TENECHO TEMNIO MOXKE [Ja H3HCKBA KOPEKLIHA NPH MAaUHEHTH C
HHCKO TEIVIO WK ¢ HAJJHOPMEHO TErTIO.

B cayuaii HZ TONEMH XHPYPrHYHM MHTEpPBEHUMM, ¢ HEODXONMMO TOYHOTO Hab/rofeHHe Ha
3aMeCTBALIATA TEPAIHKA Ype3 KoaryJlaLHOHeH aHanus (aKTHBHOCT Ha rnasmenus daxtop VIII).

Koraro 3a onpeaesnsHe Ha aktusHocrTa Ha daktop VIII ce u3nonssa in vitro eJHOCTBIKOB METOL,
OCHOBaH 3a TpoMGoracTUHOBO BpeMe (aPTT), pesyTaTHTe OT AKTHBHOCTTA Ha M/A3MEHHH (aKTop
VIII Morar ga OBJaT 3HAYMTENHO MOBJHAHM KakTO OT THMa Ha pearewra Ha aPTT, Taka m or
peepeHTHHS CTAHJAPT, H3MON3BAH MpuW aHanu3a. CHUO Taka MOKe Jla WMa 3HAYMTENHH
HECBHOTBCTCTBHA MEXKAY pPe3yntature OT aHajld3a, MOJYYSHH 4pe3 eJHOCTPIIKOB MCTOA 3a
KpBBOCECHpBAHe Ha Gasata Ha aPTT, ¥ XpoMOreHHHd asanus ceirnacHo Esponeficka dapMakones.
Tora ¢ 0coGEHO BAsKHO NpK cMAHA Ha Na0opaTopRATa ¥ / MW peaTCHTHTE, H3TION3BaHK B AHATTW3A.

2 lozmgoaxa:

JI03MpOBKATA W TIPOBIKHTETHOCTTA Ha 3AMECTHTEIHATA TEPATIMA 3aBHCAT OT TeXecTTa Ha AeduLKTa
Ha daxtop VIII, nokanxzaguara ¥ TEKECTTa HA KPBBOHIITUBA ¥ KITHHHYHOTO CBCTOAHHE HA MALIHCHTA.

Konuuectsoto eaunuud Ha daktop VI, kouro TpabBa Aa ¢e npWioKar, C¢ u3pasiBa B
mexcyHapoauv eauruim (IU), Kouto ca onpeseachyn CipaMo Hactosms cranaapt na C30 sa
npoayktH, coabpxkawy dakrop VIII. Akthepoctta Ha dakrop VIII B niazMara ce H3pa3asa win B
NPOUEHTH (MO OTHOLICHHE Ha HOPMAJHATA YOBELWIKA MUIa3Ma) WIH B MEKIYHAPOJHH eJMHHLM (1o
OTHOILEHHE Ha MEXKAYHAPOAHUA CTaHAapT 3a (aktop VIl g nnazma).

EpHa MeKAyHaponHa eawmEuua daxtop VIH e exBupanesTHa Ha xonuuectoto (axvop VIl
CHIBPHALLO CE B eUH MUTTHIMTEP HOPMANHa YORELIKa 1a3Ma.

Jlevenne npn Hy:KAQ

M3uucasBaneTo Ha HeoGxoaumaTa ao3a daxrop VIII ce 6a3upa Ha eMOMPHIHO YCTAHOBCHHA (akT, de
1 mexmyHapoaHa epuuuua (IU) daxrop VI na kwnorpam 1e/eCHO TErNO NOBKLIARA AKTHBHOCTTA Ha
rnasmenns daxtop VIII ¢ 1.5% no 2% oT Hopmanna aKTHBHOCT.

HyHata 103a c& ONpeaens, KaTo ce M3Noi3ea cieanarta Gopmyna:

HeoBX0RMMH SAHHNIM = TEECHO Terno (Kr) X XenaHoto nosuuleHHe Ha daxrop VIII }/w}@ﬂygﬂ) X
0.4

KonuvectBoTO, KOETO TpAdBa Ia € NPUNOKH, KAKTO U 4ecTOTaTa Ha npmomeﬂue
6vaaT crobpazeHu ¢ KTHHHUIHATA epeKTHBHOCT NPH BCEKH OTAC/CH Cayyai.




B ciyuali Ha cleAHHTE XEMOPATHYNM MHLWASHTH, aKTUBHOCTTA Ha (haxTop VIII B cvorBeTHHA NepHon
He Tpa6GBa 1a Naja NOJ JAAEHOTO HHBO HA TIa3MEHa aKTHBHOCT (B % OT HOPMaJTHOTO).

Crneanata TabMuua MOXKe [a ¢€ M3MOM3Ba KaTo YKa3aHHe 33 ONpe/eitHe Ha 103HPOBKATa NPH CIyual
Ha KPLBOM3IMBH M B XHPYpPrHATA:

Texecr HA KPHLBOHINHBA/
THO XRPYPrEina

YecToTa HA npHIOKeRHe (Facose)/

Ilpuneano HuBo HA
pui IIpoABLKHTEAROCT HA JIEIEHNRETO

fakTop VIII (%) (IU/dI)

HHTE¢pBEHLIHA (aun)
Kpbeomsmuen
Hauanna xeMapro3a, 20— 40 TMosTtapsaT ce Ha BeekH 12 j1o 24 yaca.
MYCKYIEH KPBBOM3IIHB WK Hadi-manko | aenonolve, A0KaTO
KPBLBOH3IHE B YCTHATA KPhBOH3IHBLT 61;;[(-3 OBJNAgAH, KATO
KyXHHa noka3saren e DoJikaTa, MITH CE AOCTHTHE

4ACKBaTHO 3a3paBaABane,

[lo-cunHo u3pazena 30-60 Hudyznure ce MoBTapAT HA BCCKH 12-
xeMapTpo3a, MycKyJieH 24 yaca B npoawKeHue Ha 3-4 aHU
KPBBOHZIHB HITH XEMATOM W TIOBEYE, 10 OBIaJABAHE HA

fonKkaTa H OCTpUTE CHMITTOMH.

XKupoTosacTpamiasauiy 60 — 100 WHy3unTe ce NOBTapAT HA BCEKH § 10
KPbEOUZIHEH 24 ugca po OBNaABAHE HA
ChCTOAHHETO.

XUPYPTHUHE HHTEPREHUIMM

Masiki, BEIFOUHTEIHO 3E0HU 30 - 60 Ha Bceku 24 uaca, noHe 3a 1
eKCTpaKLUH NEHOHOLME 10 3231paBsABaHE,

Tonemu xupypruyHu 80~ 100 Hudpysuure ce noBTApAT HA BeekH 8-24
HHTEPREHLHH yaca JI0 aIeKBAaTHO 3a3ApasiBaHe Ha

{ripe- W NOCT-ONEPaTHBHO)
OMNepaTHBHATA paHa; C/Ig/ TOBA C€

MpURAra ASHEHUE TOHE 7 JHH 32
HoATbPKAHe Ha aKTHBHOCT Ha (akTop
VIII 8 rpavviure Ha 30% no 60% (30
[U/d |- 60 1U/dI).

HpogunakTika

3a TBArocpouna TPOYHUIAKTHKA HA KPBBOW3IHBHTE NPH NALMEHTH ¢ TeXKa xeModmiua A TpabBa aa
ce nprnarar gosu oT 20 10 40 [U or dakrop VIII Ha kuiorpam Te/lecHo Terno Ha HHTepBand ot 2 1o 3
auu. B HAKOM chydaH, 0CcoBEHO (P HO-MNAAM TAUMEHTH, MOXE A €4 HeOOXOAMMH NO-KpaTkd
WHTEPBATH Ha NPHICKEHHE HITH I10-BHCOKH J03H.

Ynotpeba npu aeila

/; =
Ve (CH !,"“
Besonachoctta ¥ edukacHocetTa Ha EMOKJIOT npu aeua noa 12 roauHu ece owle Hf; cq\y%’ auose
[Tpn noapacreaum (12 — 18 roawnM) no3¥poBKATA 33 BCAKO NOKasanHe e Peln)

TENSCHOTO TErNO,




HaupH Ha ApHAOKEHHE

MHTpaBeHO3HO NPHIIOHKEHHE UPe3 HHKEKTHpade unv Gapua undysus.

B cryuail Ha MHTPABEHO3HO WHXKEKTHPAHE ce NPENOPBUBA NepHOI 33 MIDKEKTHPAHe OT 3 40 5 MHH.,
KaTo C& CeAW YeCTOTAT? Ha Ity/ca HA MallMeHTa H TIPH HerOBOTO YUCCTABAHE HHKEKTHPAHETO Tpﬂ6aa
Aa ce 3a0aBH HIH NPEYCTAHOBH.

CxopocTTa Ha BbRexAaHe TpAOBa Ja ce onpeae/s MHAWBAAYANHO 33 BCEKH OTACNEH MalMeHT.

PasTpopeTe mpaxa, KakTo € MocoueHo B paspen 3 Kak ja uanonspare EMOKJIOT®, Touka
. Hucmpyryuu 3a npasuina ynompeba ™. '

Huxuburopu

Haii-061wo, BCHYKH NAUMEHTH, JIEKYBAHH ¢ HPOAYKTH, ChObPXKAIUIW KoarytauuoHed ¢axrop VIII,
TpabBa ga ObjaT BHHMATETHO MPOCIEAABAHH 3d PA3BUTHE HA HHXUOMTOPH C MOAXOAALUM KITHHUYHU
H3C/eABAHUA W NabopaTOpHH TecToBe. AKO O4AKBAHWTE HHMBA HAa aKTWBHOCT Ha ¢aktop VI 8
MnnazMarta He ObAaT MOCTHIHATH WM aKO KPHBOM3IIIMBLT He MOXE fa Oble OBNajfH C 0OAXOAALIA
033, TpaORa fa Gbie NpoBeeHO W3CIENBane 33 Hanuune Ha MHxuGuTopH Ha daicrop VIIL. IMpn
NALMEHTH ¢ BUCOK THTHP Ha MHXHOUTOpHTE, Tepanusta ¢ dakrop VIII mMoxe na 6ba¢c HeedexrupHa 1
TpaGBa ga ce 06ChAIT APYTH TEPANEBTHUHH BAPHAHTH, JICUEHHETO HA TAKKBA MALHEHTH TpsOBa na ce
[POBENCIA CAMO OT JIEKAPH, CIELHATHCTH B NEUSHHETO Ha XeMOpunus u uuxnOnTopH Ha daxrop VIIL
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