JIMCTOBKA: HH®OPMAILIUSA 3A ITAITUEHTA

EMOKJIOT 500 IU npax n pa3TBopHTEJ 32 HHQY3HOHEH Pa3TBOP
YosemKH njia3Men Koaryaanaosen pakrop VIII

EMOCLOT 500 IU powder and solvent for solution for infusion
Human coagulation factor VI1I1I

[IpouyeTeTe BHHMATE/HO NAJIATA JIHCTOBKA, NIPeIH A 3aN04YHeTe Aa NPHJIAraTe TOBa JIeKApPCTBO,
3al0TO TH Ch/ALP:Ka BaxkHa HHpopmanus 3a Bac.

- 3anasere JMcTOBKaTa. MOXKE [1a c€ HaJIOXKH J1a 1 MPOYETETE OTHOBO.
- AKO MMaTe HIKaKBH JOIMbJIHUTEIHH BBIIPOCH, NonuTaiTe Bamus nexap.

- ToBa jiekapcTBO € NpeaAnucaHo JUYHO 3a Bac. He ro mpeorcTenBanTe Ha ApPyry xopa. To Moxe na
UM HaBpe/JM, HE3aBUCHMO OT TOBa, Y€ TEXHHUTE CHMIITOMH Ha 3a00JI9BAHETO Ca CBLIIMUTE KaTo
Bamure.

- Ilpu nosiBa Ha HeXeNaHW peakuLuu, yBeaoMmere Bamus nexkap wim ¢apmauest. ToBa BKIO4YBa H
€BEHTYAJIHW HEXEJIAaHW peaKliMM, KOUTO He ca ONMCAHH B Ta3H JIMCTOBKA.

B Ta3H JHCTOBKA:

|. KakBo npeacrasnssa EMOKJIOT u 3a kakBO ce U3MoJi3Ba

W3NMbJIHUTENTHA ATEHLIWA NO NEKAPCTBATA

JlucmoBka - lNMpuaoxeHue 2

2. KakBo TpsabBa aa 3Haere npeau aa uinojseare EMOKJIOT
3. Kak na uznonssare EMOKJIOT

4. Bb3MOXHHM HEXEJIaHU PEaKLHH  fe——mr T T
5. Kak na cexpansBare EMOKJIOT

------------------------------

6. Cbabp:KkaHHUE Ha ONMakKOBKaTa U Apyra HH(GpopMaLus

1. KakBo npeacrasassa EMOKJIOT u 3a kakBo ce H3moJ13Ba?

EMOKIJIOT e kpbBeH koaryiaauuoHeH ¢dakrop VI, nonydyen or yoBeuwika rmasma. @akrop VI e
NMPOTEUH, KOMTO UMA aHTUXEMOPAru4yHo AeHCTBHE.

EMOKJIOT ce u3nosa3sa 3a:

e  JIEYEHHUE U NMPO(DHUIAKTHKA HA KPBbBOU3JIMBH MpPH NAaLMEHTH ¢ BpoaeH aepuuut Ha dakrtop VIII
(xemopunusa A).

e  JIe4YEHHWE HA KPBbBOM3JIMBH NpH nauueHTH ¢ aepuuur Ha ¢pakrop VIII, npuaoOuT B pesynrar Ha
apyru 3abosisiBaHus;

. J€YeHUWe Ha MaUMEeHTH ¢ XeMopWIusa, KOUTO ca pa3Bwid aHTuresia cpeuty ¢akrop VI
(MHXUOUTOPH)

EMOCLOT-



2. Kakso TpabBa aa 3naeTe npean aa m3nonssare EMOKJIOT?
He m3nomBatite EMOKJIOT

® aKO cTe ajeprivyHd KbM 4oBellKH ¢axTop VIII WiH KM HAKOA OT OCTAHAIIMTE CHCTABKH Ha
TOBa JIeKapcTBO (M36poeH: B pasgen 6).

IIpenynpexaeHns H NpeANAIHA MEpKA
Koucynupaiire ce ¢ Bamua nekap win ¢apMauent npeau aa usnonspare EMOKJIOT.

Anepeuuna peaxyus

[Ipy npunoxenvero Ha EMOKJ/IOT ca 8B3MOXKHH aneprHyceH THI peakUd W Ha
CBPBXTYBCTBUTEIHOCT.

Ocsen ¢axrop VIII, EMOKJIOT ceabpxa U cliequ OT ApyrH OeaThUM OT HOBELIKH MPOH3XOA. AKO
3a0eJIeUTEe HAKOM OT CIeAHHWTE CHMITTOMH [0 BpEMEe Ha MPHWIOKEHHETO Ha MPOAYKTa, HHDY3HATA
TpabBa na 6pae HezabaBHO NpekpaTeHa U A4 ¢e uHpopMHpa Balins nekap, Th# KaTO TE3H CHMITTOMH
OHxa Morau Ja ObAAT MPOABH Ha allEprHYHa peaxkuus: oOpHB, reHepalIM3upaHa YPTHKapHs, YyBCTBO 34
CTAraHe B I'bpAMTE, XPHIIOBE, NMaJlaHe Ha KPBBHOTO HANAraHe U AOPH OLUE M0 CEPHO3HH AEPrHiHH

peaKklUHH.

B cinyyall Ha HIOK, Aa ce clneABaT ACHCTBAIUMTE MEAHLIMHCKH CTaHJApTH H NMPENOPBhKH 32 JICUYCHHE HA
IIOKOBH CHCTOAHHUA.

Huxubumopu
ObpaszyBaHeTO HA HHXMOUTOPH (AHTHTENA) € M3BECTHO YCJIOKHEHHE INMPU JIEYEHUETO HAa MAaLHEHTH C

neKkapcTea, chabpxkaiy daxkrop VI Tesu unxuburopu, ocobeHO NMPpH BHCOKH HHBA, BB3NPEIATCTBAT
NpaBUIHOTO NedeHHe U Bue win Bamieto aere me 6baeTe npociaeasiBaHy BHHMETEIHO 38 pa3BUTHETO
Ha Te3d MHXUOHTOpH. AKO BalllUST KpBBOU3INHB WX KPHBOH3INUBLT HA BallneTro Aere He MoXe Ja
6nae ornagan ¢ EMOKIJIOT, He3abapHo nnpopmupaiite Baumua nekap.

Copoeunocroosu crbumus

AKO HMaTe ChIIECTBYBAIlH PAKTOPH 3a ChPASYHO-CHOOB PUCK, 3aMecTBawiara tepanus ¢ FVIII moxe
Ila YBEJIHYH CHPAEYHO-CBIOBHA PHCK.

Yenoxcnenus, cevpzanu ¢ kamemepusayus

Ako ce Hanara ynorpebara Ha HabopH 3a LICHTPAJICH BEHO3¢H AOCTHI, TpsaOBa Aa OBOe OTUCTEH
PHMCKDBT OT YCJIOXKHEHHA, CBLp3aH ¢ ynorpebara Ha TakuBa HabOpH, B TOBA YHCJIO JIOKAMTHH HH(PEKLIMH,
HaxrepueMusa 1 Tpom603a HA MACTOTO Ha KaTETEPH3ALIHA.

Bupycna bezonacnocm

ITIpu ynorpebata Ha JiekapcTBEHH NMPOAYKTH, NPOU3BEEHH OT YOBElIKa KPbB HIH
Obaar npeanpueTH ONpeAeNeHH MEPKM 32 MNPEeNOTBPATABAHE [IPEIABAHETO
nalnyeHTuTre. Te3n MepkH BKIIOYBAT:

® BHHUMATE/IHA CEJEKLUMA Ha JOHOPHTE HAa KpLB W IUIa3Ma, 3a Ja € CHIyp
AOHOPH, NMpeAH3BHKBAIIK PHCK OT fpelaBaHe HA UH(EKLUH;




® CKPUHHHI HAa BCAKO OTHENHO AapABaHe W cOopHaTa (1wiasMa, cbOpaHa OT HAKONIKO NapABaHMA )
T1a3Ma 3a NPU3HALH Ha BUpYC/ HHQEKLMH.

e PBBBEKJIAHE HA CTHIKH npH oOpaboTkaTa Ha KpbB MIH IUlasMa 32 HHAKTHBHpAaHE H
OTCTPAHABAHE HA BUPYCHTE.

BenpexH Tead MEPKH, KOTaTo ce MMPHIATaT JIEKapCTBEHH NMPOIYKTH, NMPOU3BEACHH OT YOBCIIKA KPbB
WIH TUIa3Ma, BEPOATHOCTTA 3a MpeiaBaHe Ha MHeKIs He MOxe Aa 6ble HAMLJIHO H3KIoYeHa. Tosa
ce OTHAcd M 3a HEM3BECTHH WIM HOBOIIOABHIIM C€ BHPYCH M IPYTH BHAOBE HHOEKUHH. MEPKHUTE, KOHTO
ce NMpEeANpPHEMAT, C€ CYMTAT 3a epeKTHBHU 3a OGBUTH BUPYCH KaTO YOBEIIKM HMYHOAE(DULIMTEH BUPYC
(HIV), Bupyc Ha xenatut B (HBV), Bupyc Ha xenatur C (HCV), kakTO 4 33 HEOOBHUTHA BUpPYC Ha
xenatut A (HAV). Mepkure, KOUTO ce MMpEeanpUeMar, He MOraT Jia Ce ONpeAessT KaTo NOCTaTbhYHH 32
HAKOH HEOOBHTH BHpYCH Karo napsosupyc B19. UndekTupanero ¢ mapsosupyc B19 Moxe na 6nae
CEPHO3HO 3a OpEMEHHH XeHH (MH(pEeKUHA Ha NJoja) U 3a MHAMBHAM C MMYHOAS(HHLHT HIH HAKOH
BHAOBE aHEMHA (HANPHUMED, CHPTIOBHAHO-KIETHYHO 3a00/I8BAHE MITH XEMOJIUTHYHE AHEMHA ).

CHIHO ce MpenopbyBa BCEKM MBT, KOraTo Ha naumeHTa ce npunara nosa EMOKJIOT, aa ce sanucear
MMETO M NMapTHIHKUA HOMEp Ha NMPOAYKTa, C orjie] NPoCcIeIABAHETO HA NPHIIOKEHATA NAapTHAA.

Ha naupeHTHTE, KOUTO PEAOBHO/ MOBTOPHO C€ JIEKYBAT C YOBELIKH IUIa3MEH KoarynalMoOHEH (aKkTop
VIII, ce npenopbuBa noaxoadia HMyHH3aLMa (cpewty xenatir A ¥ B).

Hdena

HaMa KOHKpeTHH JaHHH O OTHOWEHHE HA NalMEHTHTE — AeLa.

IMoBewe madopMAnAE ce ChALPKA B Kpas HA TA3H JHCTOBKA, B pa3ie/ia, NpeAHAZHATEH 32
JeKADH HJIE MEHNHABCKHA CHeHANHCT.

Ynorpeba na apyre nexaperBa ¢ EMOKJIOT

Mons, undopmupaiite Bamua nexap win ¢apMaleBT, ako NMpHeMaTe WIH HacKopo CTe MNPHEMaIH
APYTrd JICKapcTBa.

HsMa H3BECTHH B3aHMOJEHMCTBHA HA JIEKAPCTBEHM MPOAYKTH, ChABPXKAIUM KOaryaaillMOHEeH (axTop
VIII, ¢ apyry nekapcTBeHH NPOAYKTH.

Hama KOHKPCTHH JaHHH IO OTHOLICHHE HA NMAUHCHTHTC — ACLA.

BpeMeHHOCT, KEPMEHE H (pePTHIAHTET

- AKO cTe OpeMeHHA WIH KhbpMHTE, 8KO CYHTATE, 4& MoXe OM cTe OpeMeHHa MM IUTaHHpaTe aa
¥Mare AeTe, TIpeJd Ja 3alo4yHeTe Ja MpUEMaTe TOBa JIEKApCTBO, NMOChBEeTBaiTe ce ¢ Bawud
Jexap Wi gapMaleBrT.

- He ca npoBel¢HH €XCNICPHUMEHTATHE NPOYYBAHHUA ¢ KMBOTHHU 3a BIIMAHHETO Ha ¢Qaxrop VIIL
XeMopunusa A paaxo ce Habmonaea nNpu KeHH, NOpaJH KOETO HAMA JaHHH 3a ynorpedarta Ha
dakTop VIII no Bpeme Ha OGpemMeHnrocT M KkbpMeHe. [Tlopagu ToBa dakrop VIII Tpabea na ce
M3TI0JI3Ba 10 BpeMe Ha OpEMEHHOCT H KBPMEHE CaMo, 2KO0 € CTPOro MOKa3aH.

Hlodupane m paboTa ¢ MAIIHER

EMOKIJIOT He Bnuse Bppxy cnocobHocTTA 3a WiogupaHe U paboTa ¢ MallIMHHA.

EMOKJIOT chanpxa saTpas

[IPUEM HA HanHﬁ 33 BH3PacTeH.B.




3. Kax n1a manoazeare EMOKJIOT?

Bunars mpuemMaiiTe TOB2 JIEKapCTBO TOYHO, KakTo Bw ¢ npeanucan Bammpsa nekap. AKO He CTe
CHI'YPHM, KOHCYJTHpatTe ce ¢ Bawmuga nexap.

O3IRDOBKA

JIo3aTa M NpOIB/DKHUTE/IHOCTTA HA 3aMECTHUTE/IHA TepanHd 3aBMCAT OT TEKECTTa Ha JAedHudTa Ha
daxTop VIII, nokanusauMsaTa U TEKECTTA Ha KPBBOUATUBA H KIIHHUYHOTO ChCTOSHHE Ha MalMeHTa.

JIeueHHe NpH BYXKIA

KonuuecTBOTO NEXapCTBEH NPOAYKT, KOETO TpAbBa Ja ¢€ NPWIOKH, U YECTOTATa Ha MPHIIOKEHHETO CE
onpenendaT cnopea BamaTta KIMHHYHA PEaKLMA.

Il HJIAKTHKA

3a ABIrocpouHa nMpo¢UiakTHKA Ha KPBBOU3IUBUTE IPH NALUEHTH C TEXKA XxeMopHina A Tpabsa ga
ce npuiaarar ao3u ot 20 go 40 IU (mexagyHapoanu eawHULH) oT ¢akrop VIII Ha kunorpaM TenecHo
TErJIO HA HHTEPBAIIM OT 2 40 3 OHHU. B HAKOH ciyyaH, 0co0eHO NpH MO-MIaaH MaUuUMeHTH, MOXE Ja ca
HeOOXOMUMHU NO-KPATKHY HHTEPBATIH Ha NPUNOKEHUE UJTH N0-BUCOKH 03H.

Bue TpabBa na OpaeTe BHMMATENTHO NMPOC/EASBAHM 3a Pa3BHTHETO Ha HHXMOMTOpU Ha (axkTop VI
4ype3 NOAXOAALIM KIMHHYHHY M3C/IeIBaHUA M 1abopaTOpHU TECTOBE.

Heobxoaumo € B xoia Ha NeueHHeTo aa 6uaaT onpeaenaHy HuBata Ha daxkrop VIII ¢ uen onpenensHe
Ha NpWiaraHara A03a M 4YecToTara Ha MOBTOPHHUTE BAHBaHHUA. [I0-KOHKPETHO, B Cliy4al Ha rojeMu
XHPYPIrUYHU UHTEPBCHLMH € 3a0B/DKHTEIHO MpEelH3HO MOHHTOPHpPAHE HA 3aMeCTHTE/IHATA Tepanud
4ype3 KoarylalMOHEeH aHanus (1asMeHa akTHBHOCT Ha daktop VIII).

Ynorpeba npH Jena

besonacHocTTa M epukacHocTTa Ha EMOKJIOT nipu aena noa 12 roavHy Bee ollle He ¢a YCTAHOBEHH.
[Ipy noapacTreamm (12—18 roouHn) FO3UPOBKATA 3a BCAKO NOKAa3aHHUE Ce OMpeacss crope TeJeCHOTO

TEI'I1O.

ITonewe H[I(l)OpMﬂlIﬂﬂ 3a JOJHPOBKATA R NPOAL/LDKHTC/IHOCTTA HA TCPANIANSTA € IOCOMCHA B Kpasd
HAa JHCTOBKaTa B paijeja, CbhAbpAXKAll nmbopnlannn 32 MEJHNHHCKH HJH 3JIpABHH
CIICOHAJIACTH.

HucTpyknmes 3a npasn/iaa ynorpeba
IpooykTeT TpsabBa Aa ce Npuiara HHTPABEHO3HO, NIOCPEACTBOM HHXXEKTHpaHe WiIH 6aBHa HH(Y3HAL.

B cnydail Ha MHTPaBEHO3HO WHIXKEKTHpPaHE Ce NMpernopn4yBa NEepUo 3a HHXEKTHpPaHe OT 3 10 5 MHH.,
KaTo Ce cJieAd YeCTOTaTa Ha My/ca Ha MAalHEHTa d IPH HErOBOTO YYeCTABaHe HHIKEKTHpPaHETO Tpabra
Ja ce 3a0aBd WIH NPEyCTAHOBU. e

3aJLKUTENHO € H3MOJI3BaT CaMO BKIKOYESHKTE B ONMAKOBKATa HAOOPH 338 HHKE
KaTo JICYCHHETO MOXKE Ja c€ Onopoud, nmopaau aacopbumsa Ha ¢akrop VI
MOBBPXHOCT HA HAKOE IPYro MEJIHLHHCKO H3IC/THE,




Hecvemecmumocmu: muwii xamo aunceam uicredsanusn 3a cvemecmumocmma, EMOKJIOT He Tpsadza
1Ia C€ CMECBa ¢ ApYrd JICKApCTBEHU NPOIYKTH.

PazTBapame HA Hpaxa B pa3TBOPHTEIN:

1.
2,

10.

11.

PasTBOpHTENST H THODWINIHPAHHUAT Npax Tpabsa fa ca ¢he cTalHa TeMNepaTypa;

Ta3u Temneparypa TpsGBa ga ce MOATbPNKA IMpe3 LENUA Mpouec Ha pasTBapsaHe (MakcHMyMm 10
MHHYTH)

OrcTpaHeTe 3alUTHUTE Kanayky OT (PJIAKOHHTE C Mpaxa H pa3TBOPHTENS;

IMouucTeTe MOBEPXHOCTUTE HA 3aMyLIANIKUTE HA ABATA (PJIaKOHA ¢ ATKOXOJI,

OTBOpeTe OMAKOBKATA Ha YCTPOMCTBOTO 3a NPHIrOTBAHE HAa pPAa3TBOp, KATO OTIEMUTE Karaka;
BHHMABaiiTe a He JOKOCHEeTe BbTpellHaTa vacT (dpur. A);

He uispaxknalire ycTpORCTBOTO OT ONAKOBKATA;

O6EpHeTe KYTHATA HA YCTPOMCTBOTO HAAO/Y H BKapalTe I1acTMacoBaTa HIJia fipe3 3anylllalKkara

Ha (1aKOHA C Pa3TBOPHTENA, TaKa Y€ CUHATA YacT Ha yCTpOHCTBOTO 1a C€ CBBPXKE KBM (h1aKoHa ¢
pasteoputens (dur. B);

XBaHeTe 3ApaBO OMAKOBKATA HA YCTpOMCTBOTO 3a KpauliaTa M ¢ H3IbpnBaHe ocsoboaere
ycTpoiicTBoTo 6€3 aa ro aokoceare (gur. C);

Yeepere ce, ue GIAKOHBT ¢ NPax € NMPUKPENeH CUTYPHO KbM Pa3TBOPHUTENA; 0ObpHETE CHCTEMATA
HaJ0J1y, Taka 4¢ (PJAKOHBT ¢ PA3TBOPHTENA A& € B rOpHATa YacT Ha YCTPOHCTBOTO, HATHCHETE
npo3padeHua/6ena afnanTep BLPXY 3amyllankara Ha ¢JakoHa Mpax, Taka 4e IUIacTMacoBara
Wrjlafila MpeMHHAaBa Npe3 3amyumianxkara Ha ¢nakoHa npax; Bakyyma BbB ¢uiakoHa C Ipax LIe
M3TErIH Pa3TBOPHTENS ABTOMATHYHO BBbB (uiakoHa (¢pur D.)

Crnen NMpeXBBPJASHETO HA PA3TBOPHTENS pa3sBHUMITE CHHATA YacT Ha CHCTEMATA 3a TpaHC(hepa, KbM
KOKITO e mpHKpeneH (nakoHa C pa3TBOpHUTEN, M A u3BajeTte (¢ur E.);

BopreTe BHMMaTeTHO GNAaKOHA, JOKATO NPAXBT ¢ pa3TBOpH HambJIHO. He pa3zknainaitte ¢iakoHa

eHepryuuHo, 3a aa ce Hiberte obpazysaHeTo Ha naHa (¢ur F.);

YBeperte ce, 4e NMpaxsbT € HAITBIHO pa3TBOPEH, B MPOTHBEH CAy4YaH Iie HMaTe 3aryba Ha aKTHBHOCT

Ha NpOoAYKTa




Quz. C duz. D

Quz. E | Que. F

HauyuH Ha NpHIOKeHHEe HA pa3TBOpa
Cnen pa3sTBapaHETO, pa3TBOPBHT MOXKE a ChbAbPKA MAJIKH BJIaKHA WIH YaCTHULIH.

Pa3TBopeHMAT NpoAyKT TpsAOBa aa Obae orjeaaH BU3yasHO 3a HEPA3TBOPEHH YaCTHLIM WJIH MPOMEHH B
BeTa npead aa O0bae npunoxkeH. Pa3tBopsT TpsabOBa na 6bae 6MCTbp MM Jieko onanecueHTeH. He
M3MOJI3BalTEe pa3TBOPH, KOUTO Ca MBTHH WJIM UMAT yTalKa.

|. BkapaiiTe Bb31yX B CIPHHLIOBKATA 4Ype3 U3AbpIBaHe Ha OyTanoTo, CBBPKETE 1 KbM YCTPOMCTBOTO

M BKapaiTe Bb3QyX BbB (pJJAKOHA C Mpaxa, B KOUTO ce Hamupa rotoBus pastBop (pur. G);

2. Jlokarto abpxure OyTanoTo HATUCHATO HAAO0Jy, 3aBbPTETE CHCTEMaTa 00paTHO, Taka 4e (yiakoHa ¢
pa3TBOPEHMA Ipax Ja C€ 030BE€ Ha BbpXa Ha YCTPOMCTBOTO H M3TErJIETE pa3TBOpa B cnpnuuonxa*ra

Yype3 BHUMATEIHO U3abpnBaHe Ha OyTasnoTo (dur. H):

3. H3Banere CpMHLIOBKATA, KaTO A 3aBbPTHTE 0OpaTHO Ha YaCOBHUKOBATA CTpE

4. Ornepnaifre pa3TBopa B CIPHHLIOBKATa, TOM TpsAbBa Aa Obae OMCTHP WJIH JIEKO
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HaCTHLIH,

5. Csbpxere uriara Tun 6brepdiail KbM CIPUHLIOBKATa U BIUBAWTE UM OaBHO HHXKEKTHPAWTE

MHTPABEHO3HO.

Duz. G Duz. H

AKO cTe npHeJaH noseve or HeoOxoaumara n03a EMOKJIOT

He ca cbo011aBaHu CUMIITOMH CJie[l Mpe103MpaHe Ha NMpOoAYyKTa.

B cnyuyait Ha nornsuiane/ npueMaHe Ha no-roJjisima no3a EMOKIJIOT, ce cBbpxkete He3abaBHO ¢ Jiekap
WJIM Hail-OJTM3KOTO J1Ie4eOHO 3aBeieHHE.

Axo uMare cbMHeHUs OTHOCHO ynorpebara Ha EMOKIJIOT, koHcynTupaiiTe ce ¢ Baius nekap.

4. Bb3MOXXHH HEXKeJIaHH peaKIuU

KakTo Bcuuku siekapcTea, EMOKIJIOT Moxe na npeau3BUKa HEXXEJTaHW peakLMH, BBIIPEKH Y€ He
BCEKH ' MOJTyYaBa.

AKo 3a0e/1esKHTe HAKOS OT Te3H HeXKeJIaHH peaKIHH, He3a0aBHO ce KOHCYJTHpalTe ¢ Bamnun
JIeKap H/IH ce CBbpiKeTe ¢ HAH-0,IH3KO0TO JieueOHO 3aBe/leHHeE:

o«  CuIHHM anepruyHy peakLmu (CBpBbXYYBCTBHTENHOCT): OBbP30 NMoAyBaHe Ha KOxKaTa W JIMraBuLiaTa
(anruoenem). Ta3zu HexenaHa peakuus ce HaOmoJaBa pPAAKO M B HAKOM Cly4Yad MOXKe Ja
NporpecHpa A0 TEKKH allepruyHy peakluu (aHapuIakcHs), BKIIFOUYHTEHO IIOK.

. [TlaumenTuTre ¢ xemounus A Morar ga pa3BUAT HeyTpajlM3Upalld aHTUTeNla (MHXHOMTOpH)
cpewry ¢akrop VIII. Hanuuuwero Ha HMHXUOMTOPH ce TposiBIBa 4Ype3 He3aJ0BOJIMTEIEH
KJIMHHYEH OTroBop. B TakuBa ciiyyau ce npenopbyBa KOHTAKT ChC CNELMAIM3UpaH LIEHTHP 3a
JICYEHUE Ha XeMO(UIIUA.

Apyru HexeJIaHH peaknHHu:

o Jlpyru ajieprudyHM peakuuu (CBpbX4YyBCTBHTEIHOCT) MOraT Jia BKJIIOYBAT:
e TMapeHe M 60JIKa Ha MACTOTO Ha MPHUJIOKEHHE:
e BTpPHUCaHe, 3a4epBABaHe, KOXKEH OOPHB MO LUAIOTO TAJIO (reHepaiu3
OOpHuB;
e riaBobouue;

EMOCLOT-



e TIOHHOKEHO KPBBHO HajAraHe (XHnoreH3ud), 6e3nokoiCTBO, YCKOPEH CHPAEYEH PHTBM
(Taxvkapams), YyBCTBO 3a CTAraHe B 'bPANTE, XPHUIIOBE,
¢ CBHJIMBOCT (fIEeTApPIrus);
« rajacHe, MOBPBIUAHE;
e  M3TPHIBAHE.
Tesn HexenaHH peakuy ce HabMOOaBaT PAIKO M B HAKOH CJIydaH MOrar ga nporpecHpar A0 TEXKKH
AIEPrHYHH peakiiH (aHapWIAKCHA), BKIIIOYHTETHO LIOK.

« HaGmonaBaHa € NIOBHILICHA TEMIICpATYpA.

[Mpu peua, KOUTO MPEIN HE Ca JIEKYBaHM ¢ JIeKapCcTBEHH NPOAYKTH ¢ dakrop VIII, MHOro 4ecTo Morar
da ce obpasyBar HHXHOMTOpHM aHTHTena (BUX pazfden 2) (noseue oT | Ha 10 nmauueHTta), nmpu
NalUeHTH, KOUTO ca WM noutoxeHH Ha JeueHue ¢ ¢pakrop VIII (moeeue or 150 aHM neyexne) To3u
PHCK € MMO-MaIKO BepoATeH (mo-mManko ot 1 Ha 100 nmauueHTa). Ako TOBa ce Cayud, Baunre
NeKapCTBEHH MPOAYKTH WIH Te3d Ha Bamero gere Morar jAa He ACHCTBAT MPaBHIHO U BHe WnH
Bamero aere Moxere Ja MOJYYHTe MOCTOAHEH KPHBOMAIMB. AKO TOBA C€ CIIyuM, He3abaBHO ce

CBBpKETE ¢ Balusg nexap.

OlLJIHHTE/JHE HCXKEJIAHH DCAKIIRNA NIDH A¢na

Bobnpekd ye HAIMAa KOHKDETHH NAHHM 3a JeliaTa, MajJIkoTo MmyOnMkyBaHa HWH(QOpMAllud, CBbp3aHa ¢
M3CJIeBaHUA 3a €(PHKACHOCT M 0€30MacHOCT, HE M0Ka38a CHINSCTBEHHU PAa3/IMKM MeXKIY Bb3pacTHH H
aeua, Crpajaliy OT €AHO ¥ CBLIo 3abonspaHe.

Crobmapane A3 HeXEJIAHE PeAKIHHE

AKO BB3HHMKHAT HEXCNAHH peaklMd, KoHcynaTupaiite ce ¢ Bawmma nexkap win ¢apmauest. Tosa
BKJIIOYBA W BCAKAKBH HEXEJIAHW peaklHH, KOWTO HE Ca MOCOYEHH B Ta3sH JIMCTOBKA. Moxkere Jaa
ChOOLIHTE 33 HEXKEIAHH PeaKiMM M AHPEKTHO Ype3 HALMOHANHATA CUCTEMA 33 ChoOInaBaHe.

HMzmeiiauTenHa areHLMA 110 JeKapcTBaTa
yn. ,,JJaman ['pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

CrobmaBaiiky 3a HexXelaHM peakuyM, Bue nomaraTte 3a OCUrypsBaHETO Ha MoBeYye HHGopMaLHA 3a
6€30MaCHOCTTA HA TO3H JIEKAPCTBEH NMPOAYKT.

Hudopmaiuua oTHocHO 6€30MacHOCTTa, CBbP3aHa ¢ TPAHCMHCHBHU arcHTH, MOXETE Ja HAMEpHTE B
paznen 2 ,, Kaxso mpabea oa 3naeme npedu oa usnonszeame EMOKJ/IOT™.

S. Kax aa cexpanasate EMOKJIOT?
Jla ce cpxpaHsBa Ha MACTO, HeaocThbnHO 3a neiia. He manomspailre EMOKJIOT cnen cpoka Ha
roJHOCT, KOWTO € NMocodeH Ha €THKeTa U Ha BhHIIHaTa omakoBka ciaen ,,CPOK HA I'OJQHOCT®.
CpOKBT Ha rOAHOCT C€ OTHACH 34 MOC/SAHUA IEH OT MECELIA.

Ha ce cpxpanspa B xnagwiHuk (2°C- 8°C). Ja He ce 3ampaszaBa. Cuxp
KapTOHEHAaTa ONAaKOBKa, 3a a ro npeanasure OT CBETAHHA.




[Ipenu ynorpeba H B paMKUTE Ha CPOKa Ha FOAHOCT (PIIAKOHBT € Mpax MOXeE Ja C€ ChXpaHsBa
pH CTaliHa TeMiiepaTypa, He mo-Bucoka oT 25°C, 3a MakCHMyM 6 NMOCTCIOBATEIHA MeceLa.
Cnen To3u mepHoa (QIaKOHEBET ¢ mpax TpsaOBa Ja 6bac M3XBLpieH. BB BCekM chiydaid TO3H
¢akoH Beue He MOXeE Ja ce MOCTaRA OOpPAaTHO B XJaAWJIHHKA, aKO C€ ChXpaHsABa IIpH CTakHa

TEMIIEpATypa.

Hauanuara nata Ha chXpaHeHHe IIPH CTaifHa TeMnepaTrypa TpabBa Ja ce BIHIIE Ha BHEHINHATA
ONaKoBKa.

Crnen oTrBapase Ha MHOQY3HOHHMA KOHTelHep chabpxkaHueTo TpabBa aa ce M3MNoN3Ba He3abaBHO.
CeabpxanneTo Ha dnakoHa TpaOBa ga ce U3MO0JI3Ba 3a €4HO MPHIOKEHHE.

He wusxBupisiiTe feKapcTBeHH MPOAYKTH B KaHANM3aUMATA WIH 3a€AHO ¢ OMTOBHTE OTMaAbUM.
[TonuTakime Bawua (papMaleBT Kak 14 U3XBBLPIHTE JIEKAPCTBCHUTE MPOAYKTH, KOUTO HE HU3MON3BATE.
Te3n MepkHU CrIOMArar 3a orna3saHe Ha OKOJIHaTa cpena.

6. CrabpkaHHE HA OMIAKOBKATA H ApYyra HHpopMalna
Kakso cpappka EMOKJIOT

AKTHBHOTO BELIECTBO € YOBCLIKH IUTA3MEH KoarynauuoHeH daxrop VIII.

EMOKJIOT
500 IU
YOBCHIKH IUIa3MEH KoaryaaudoHed ¢akrop VIII 300 IU/¢naxoH
YOBEIIKH UIa3MEH KoaryialidoHeH ¢gaktopVIII, 50 IU/ ml
Pa3TBOPEH C BOJA 32 HHKEKLIMH (500 1U/10 ml )
obeM Ha pa3TBOpPHTE/IA 10 ml

AxtuBHoctTa (IU) ce onpenens upes xpoMoreHeH aHanu3 1o Esponefickata gapMakories.
Cneuuopuanarta aktuBHOCT Ha EMOKJIOT e nputausurento 80 [U/mg 6enthk.
IIpousreseH € OT IU1a3Ma OT YOBEIIKH JJOHOPH.

To3u npenapat ¢chabpxa YoBewIKH dakTop Ha ¢oH BuneOpana.

QnakoHBT ¢ NMpax ChIBPAKA YOBCIUKH IL1a3MeH KoarynaluuoHeH ¢akrop VIl (akTHBHO BeliectBo),
HATPUEB XJIOPHA, TPHOCHOBEH HaTpPUEB LIMTPAT, MNHUHH, KATUHEB XJIOPUA (EKCLMITHEHTH).

@NaKoHET ¢ pa3TBOPHTEN ChIBPKA BOAA 32 MHIKEKLIHM.

Kax m3rnexaa EMOKJIOT a chabppxanRe HA ONAKOBKATA
[Ipax u pazTBopuTen 3a HHPY3IHOHEH pPa3TBOP.
Cnen pazreapgaHe, pa3TBOPLT MOXKeE 18 ChABPKA MATIKK MpAaIllMHKH WITH YaCTHLMY .

Ornepaifre roTtoBMA JEKApCTBEH MPOAYKT (pa3TBOpeH) 3a YTAa€HH YaCcTHMLUH HWIM aHOPMAJHO
obesLBeTaBaHe, Npeay Aa ro npunokure. Pa3reopsT TpabBa fa 6vae GHCTEP H JIEKO ONANECIIEHTEH.
He nsnonzeaiite EMOKJIOT, ako pa3TBOpET € MBTEH WIM UMa yTalKa.

Onakoekata EMOKJIOT chabpxka ¢nakoH ¢ mpax, QAakoH ¢ pa3TBOPHTEN 3a
pa3TBOpa, KOHTO ce mpHjiara, KakTo W HENUPOreHeH, crepwicH HaAdop 3a €aHO
BIUIIOYBALL MEAMIMHCKO H3AENHE 3a pasTBapiHE, CHOPHHLIOBKA 33 HKHXXEKTHP
,,obTeppaaii ¢ PVC Tprbmuika.

EMOCLOT-




IlpaTexkaTes HA PA3PEMIETEIROTO 32 yOOTpebda
Kedrion S.p.A.-Loc. Ai Conti, 55051 Castelvecchio Pascoli, Barga (Lucca), Hranus.

IIpor3soarTe
Kedrion S.p.A.- 55027 Bolognana, Gallicano (Lucca), Utanus.

Ta3n Gpomypa € aKTYAJH3ApAHA nocixeAno npe3:02/2025

HndopManngTa, npeicTaBeHa Mo-A0J1y € NpeAHa3HAYCHR CAMO 32 MEJHIHHCKH HJIH
3APABHH CHIEMHAJHCTH:

[IpocneasBaHe Ha JICUYEHHETO

[To BpeMe Ha JIeUEHHETO CE€ MPENOPBYBRA NOAXOAAILO ONpeAc/IsHe HA HUBaTa Ha (dakTop VI, 3a 1a ce
ONpEeJesH A03aTa, KOoATo TpAGBa Ja ce NMPWIOKH H YeCTOoTaTa Ha NMOBTOpHHTE HHGY3uH. OTAeIHUTE
NAaLMEHTH MOTaT Aa BapupaTt B OTroBopa cH Ha (axrop VIil, aeMoHcTpUpalky pa3iHyeH MNOJYKHBOT
H BB3cTaHOBABaHe. [lo3ara Ha Oa3aTa HA TENIECHO TEIIO MOXKE Ja H3UCKBA KOPEKLMA NpPH NALHUEHTH ¢
HUCKO TEr10 WK ¢ HATHOPMEHO TErno.

B cnyvali Ha rojeMH XUpYpru4Hd HHTEpPBEHLHMH, € HeoOXxOoAMMO TOYHOTO HaOIIOACHHE Ha
3aMeCTBAllaTa TEPANHA Ype3 KoaryjJallHOHeH aHau3 (aKTUBHOCT Ha ruiasMerus gakrop VIII).

Koraro ¢e wm3noi3Ba aHanM3 3a ChCHUpBAHE In vitro Ha TpoMOomlactuHoeO BpeMe (aPTT) 3a
onpejieNgHe Ha aKTHBHOCTT2 Ha ¢akrop VIII, pesynraTure OT aKTHBHOCTTA HA ILTa3MEHHA (aKTop
VIII Morar ga OBAAT 3HAYMTENHO MOBIMAHM KAKTO OT THMa Ha& pearcHTa Ha aPTT, Taka # OT
pechepeHTHUS CTAHAAPT, H3MNOJ3BaH NpH aHanmm3a. CBHI0 Taka MOXKE Ja HMa 3HaYHTE/IHH
HECBOTBETCTBHUS MEXKIY pe3yJITATHTE OT aHANM3R, MOJYYEHH 4Ype3 €ANH €Tan Ha KPbBOCHCHPBAHE Ha
Oazara Ha aPTT, u xpoMoreHHus ananu3 cernacHo Esponeiicka (papmakones. Tosa € ocobeHo BaxHO
NpHU CMsHA Ha J1abopaTopusTa ¥ / Wi peareHTHTE, M3N0/I3BaHU B aHAIIH3A.

Jo3nupoBka:

Ho3upoBKaTa U NPOABLILKMTENHOCTTA HA 3aMECTHTEIHATA TEPAIlHA 3aBUCAT OT TEXKECTTA Ha ASHLHTA
Ha ¢akrop VIII, nokanu3aiuara 1 TexecTTa Ha KpPbBOH3/IMBA H KIHHUYHOTO CHCTOSHHE HA TMAallYeHTa.

Konnuectsoro e¢auuuu Ha ¢aktop VIII, kouto Tpabea na ce Mpumoxar, ce H3passiBa B
MeXayYHapoaHH eanHuuM (IU), xouto ca onpeneneHd cnpsaMo HactoswMa craHzapt Ha C30 3a
npoaykTH, ceabpakamy ¢aktop VIII. AxtuBHocTtra Ha dakrop VIII B murasmara ce u3pa3ssBa MM B
[IPOLIEHTH (MO OTHOLHCHHE HAa HOPMAJIHATA YOBELIKAa NnaiMa) WIM B MEXAYHApPOAHH €IHHHLH (10
OTHOLLUEHHE Ha MeXIyHapOoaAHus ctaHaapt 3a dakrop VI B ruiazma).

Enna MexayHaponHa eauHuua ¢axkrop VIII e exkBuBaneHTHa Ha koanuecTBOTO ¢hakrop VIII,
CBOBPKAWO C€ B €IHH MUJIWINTBLD HOPMAJTHA YOBELIKA NJ1a3Ma.

JlewenHe NpH By:KA4

H3uucnapaHeTo Ha HeoOxoarMara 1o3a ¢axrop VIII ce 6asupa Ha eMNUPUYHO YCT2HO
| MexxayHaponna eauHuna (IU) ¢axrop VIII Ha xunorpaM TenecHo Terio NoBUIIABA
masmeHus Qpaxrop VIII ¢ 1.5% a0 2% ot HopManHa akTHBHOCT.

Hy»xHarta no3a ce onpezend, KaTo ce M3Mnoa3ea cneaHara GopmMya:

EMOCLOT-




Heo6xonumu eAMHHLM = TENEeCHO Terso (Kr) X xenaHoto nosuiueHue Ha daxrop VIII (%) (1U/dl) x

0.4

KonuuecTBOTO, KOETO TPAOBA Na ce MPWIKH, KAKTO ¥ YECTOTaTa Ha NPWIOKEHHE, TPAOBA BHHATH Ja
6naar crobpa3eHH ¢ KIMHHYHATA e(PeKTUBHOCT NPH BCEKH OTAE/ICH CIy4aii.

B cnyyati Ha ciieAHHTe XeMOpAar#4YHH HHLIIMACHTH, aKTUBHOCTTA Ha ¢akrop VIII B cLOTBETHHA NMepHOa
He TpaOBa Aa naja noj JaACHOTO HHBO Ha IUla3MeHa aKTHBHOCT (B % OT HOPMAIHOTO).

Cneanara Tabauia MOXE Aa C€ M3N0J3Ba KaTO YKa3aHHE 3a ONpeeidHe Ha JO3UPOBKATA NMPH ClydyaH

Ha KPbBOHM3IIMBU ¥ B XUPYPrufTa:

Cri1a HA KPBBOHINEBA/ TRI
XHpYPrEYHA HHTEPBCHIHE

Ilpanesno ARBO HA
daxrop VIII (%) (1U/dl)

YecToTa HA NpRAIOKEHHE (YacoBe)/
IIpoABLIKATESTHOCT HA JE€I¢HHETO

(nHmH)

KpEBOU3JIUBU

HHTCPBCHIIHH

(npe- 4 NOCT-ONEPATHBHO)

Hayanna xemapro3a, 20 - 40 [Tosrapat ce Ha BcexkH 12 go 24 yaca.

MYCKYJNIeH KPLBOHU3JIMB WIH Ha-Manko 1 AeHOHOWIHE, JOKATO

KPBBOW3J/IUB B YCTHATA KPBBOH3IMHUBBLT OBbJE OBNAIAH, KATO

KyXHHa nokasareJ1 ¢ 0onKkaTa, Wi ce NMOCTUTHE
aJIeKBATHO 3a3/1paBsIBaHe.

ITo-cunHo H3paseHa 30 - 60 HUHdy3uuTe ce NOBTAPAT Ha BCEKH 12-

XeMapTpo3a, MYCKYJICH 24 yaca B NMpOABHKECHHUE Ha 3-4 NHU

KPBBOHATHE HITH XEMAaTOM KITHM NoBeYye, 10 OBNaJABaHe Ha
GoJikaTa 1 OCTPUTE CHMITTOMM.

KuBOTO3aCTpALIABAIIH 60 — 100 HMudy3unTe ¢ce MOBTAPAT Ha BCEKH 8 1O

KPBBOM3IIUBH 24 qyaca J0 OBNiaggaBaHe Ha
CHCTOSHHETO.

XHPYPrUdyHHA HHTEPBEHLMU

MankH, BIJTIOUMTENHO 3BE0HH 30 - 60 Ha Bcexu 24 yaca, noHe 3a |

€KCTPaKLHH IEeHOHOILIHE A0 3a30paBABaHE.

["'oieMH XMpYpPru4uHH 80 — 100 NHdy3unTe ce MOBTAPAT Ha BCekH 8-24

yaca A0 aieKBaTHO 3a3/paBiBaHEC Ha
OfepaTUBHATA paHa; Clie]] TOBA Ce
npuUnara JeYeHHe noHe 7 ARY 3a
NOOABPKAHE HA AKTUBHOCT Ha HakTop
VIII B rpasrumTre Ha 30% a0 60% (30
1U/d 1- 60 TU/dI).

I1 WIAKTHKA

3a aBarocpodHa npodiUIakTHKA Ha KPbBOH3JHBUTE TIPH NMALMEHTH C TexKKa xeMoguwiusa A TpsaOsa na

ce nmpuiarat no3d ot 20 go 40 1U ot ¢akrop VIl Ha kiwiorpam TenecHO Terno Ha HHTEp
OHH. B Hakoum ciygad, ocofeHO MpH Mo-Miaand MNaLMeHTH, MOXE aa ca Heobxon

HHTCDBANH Ha NPpHIOXKCHHUE HITH [10-BHCOKH AJO3H.

Ynorpeba npu aeua

EMOCLOT-




BeszonacHocTTa H edukacHoctra HAa EMOKJIOT mpu neua nmoa 12 roAHHH BCe OLIE HE Ca YCTAHOBEHH.
[Mpu noapacteamu (12 — 18 roauHW) N0O3UpOBKATZ 33 BCAKO [IOKA3aHME Ce OIIpeAcis cnopen

TEACCHOTO TCIJIO.

HauuH Ha NpHIOKEHUE

HHTpaBeHO3HO NPWIOKEHHE Upe3 HHXKEKTHPaHe Wik 6aBHa HHPY3HA.

B ciyuait Ha MHTPaBEHO3HO HWHXKEKTHpPAHE Ce NPenopbuBa NEPHOJ 32 HEDKEKTHpaHe OT 3 10 5 MHH.,
KaToO ce CJIe/IH YeCTOTATAa Ha MyJIca Ha MALMEHTa W NPH HErOBOTO YUeCTABaHe HHXEKTHPaHETO TpAOBa

Ia ce 3ab6aBd WK NpEeYCTaHOBH.

CkopocTTa Ha BhBeXKAaHe TpAOBa Aa ce onpeaess HHAUBHIYATHO 38 BCEKH OTAC/IEH NALMCHT.

PastBopere npaxa, Kakto e mnocoueHo B pasaen 3 Kax pa winomssare EMOKJIOT®, Touka
 Huempyxyuu 3a npasunna ynompeba *.

Huxuburopu
Knunuanata peneBaHTHOCT HAa Pa3BUTHETO Ha MHXHOMTOPH 3aBMCH OT THThpPA Ha HHXUOHTOpa, KaTo

Hmmﬁmpme ¢ HHUCBK THTBP, KOHMTO Ca MPEXOOHH HJIH OCTABAT HEIIPEKBCHATO C HHCBK THTHP,
MNMPCANUIBUKBAT NO-MAIBK PHCK OT HCAOCTATBRYECH KIHHHYCH OITOBOP, OTKOJIKOTO HHXHﬁH'I‘OpHTE C

BHCOK THTHBP.

Hati-061mo, BcHukH nallMeHTH, JEKYBaHH C MPOAYKTH, ChAbpHKall¥ koarynaiHoHed ¢axrop VHI,
TpaAOBa Ja OBAAT BHHMATE/IHO NMpOC/edABaHH 3a Pa3BUTHE HA HHXMOUTOPH ¢ MOIXOMALIH KIHHHUYHH
H3ceaBaHHs M nabopaTopHH TecToBe. AKO OYAaKBAHWTE HUBA Ha aKTUBHOCT Ha ¢aktop VI B
I1a3Mata He OBbAAT MOCTHIHATH WIH 4KO KPBBOHIIMBBT HEe MOxe aa ObJe OBIaJAH ¢ MOAXOAAUIA
no3a, TpabBa Aa ObAe NpoOBEAGHO H3c/eBaHe 3a HalHM4YHe Ha WHxHOWTOpu Ha Gaxrop VIIIL. Ilpu
MALMEHTH ¢ BUCOK TUTHP Ha UHXHOHTOPHUTE, TepanusTa ¢ ¢akrop VIII Moxe xa 6pae HeedekTHBHA H
TpadBa Aa ce ob6ChAAT APYTH TepaneBTUYHH BapHaHTH. JIcHeHHEeTO HA TAKHBA NMALMEHTH TpAOBa aa ce
MPOBEXJa CaMO OT JIeKapH, CIIELIHATHUCTH B TEUCHHETO Ha XeMOQWIHA U HHXHOMTOPH Ha axTop VIII.

EMOCLOT- PI




