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AHUCTOBKA: HHPOPMAIIHNS 3A
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WU3MLHUTESIHA ATEHLINA N0 NEKAPCTBATA

IMMUNATE 500 IU fluemoska - flpunoxerue 2

meder and solvent for solution fqr injection kmpynel-25A e 1% 06.08
Active substance: human coagulation factor VIII RSN SR vt
HMYHEﬁT 500 IU Odobpeno: ..... ‘5 '{/‘oc"ioaf ..................

IIpax ¥ pasTBOpHTEJ 34 HHZKEKITHOHEH PAa3TBOD
JIeKapCTBEHO BEIeCTBO: YOBEeIIKH KoaryaanuoHeH paxkrop VIII

ITpoueTeTe BHHMATEAHO LAV IATA JIMCTOBKA, IPEAH A 3allOYTHETE A IIpuiararTe
TOBAa JICKAPCTBO.
¢ J3amna3sere Ta3u JUCTOBKA. MoOXe Z1a ¢ce HAJIOXKH A A [IpoYeTeTe OTHOBO.

¢ AKO HMaTe HAKAKBH JONWIHHMTE/IHM BBIPOCH, MONUTaWTe Balmmsa aexkap HIH
dapmalleBT.

¢ ToBa JiekapcTBO € mpeAnmHcaHo Ha Bac. He ro mpeoTcThliBauTe Ha APYrH xopa. To
MOJXKe 7la UM HaBpeIH, HE3aBHCHMO OT TOBA, Y€ TEXHHTE CHMIITOMH Ca CBIIHTE KaTo
Baiure.

¢ AKXO HAKOA OT HeKeJIAaHUTE JIEKAPCTBEHH peaKI[HH CTaHe CEPHO3HA WIH 3a0esexure
APYTH, HEONIHCAHN B Ta3H JIMCTOBKA HEXKEJIAHW peaKLluH, MoJIA yBegoMere Bamius
JieKkap WiIH (papMalleBT.

Ta3H JUCTOBKA ChABPKA CJeAHATA HHDOpMALTHA:
Kaxso npeacrasiasa UMYHENT u 3a KakBo ce H3MOJI3BA
ITpenu na uznonssatre UMYHEUNT

Kak za usnonzeare UMYHEHWUT

Bb3MOKHHU HE}KEeJIaHH peaklii

Kak aa cexpausBare UMYHENWT

JonmpiIHHTEeNIHA HH)OPMAaI KA

QY p W P

1. KAKBO ITIPEACTAB/IABA IMMUNATE 1 3A KAKBO CE H3110/I3BA

Kaxso npeacrasiaasa MMYHENUT

UMYHEUNT e xommuiekc Ha KpbpBochseupsatn ¢paxrop VIII i ¢pakrop Ha PoH Bunebpann,
MOJIY4eH OT YoBellKa ILasMa. Upes kpbBocheupBanrid daxrop VIII 8 HMYHENUT ce
OCHIYpPABa 3aMeCTBaHEe HAa JIMICBALUUA WIM ¢ MOHMXKeHa akTUBHocT dakrop VIII mpwu
xeMopmmua A. Xemopunua A e CBBp3aH ¢ NoJa, HaWIeACTBeH JedeKT Ha
KPBBOCHCHPBAHETO, XBJIXKAIl Ce Ha MOHMXeHH HHBa Ha daxtop VIII. Toea Boau 110
OOWIHH KPBBOHM3JIMBH B CTaBHTE, MYCKVJIHTE€ WJIH BBTPENIHHTE OPraHH, KOHTO Ca
CIIOHTAHHH HJIH c¢A Ppe3yATaT OT MHHIHWJEHTHA WIH XUPyprudyecka TpaBMa.
IIpunoxennero Ha UMYHEHWUT ocurypsBa BpeMeHHa KOpeKUusA Ha AedHIMTa HA
daxTop VIII u npeaoTBpATABA OMACHOCTTA OT KPBBOUIJIHBH.

JIOI'BIHUTETHO KM HEroBaTa poJjisa Ha NpeAlla3eH 3alUTeH NPOTEeHH COpAMO (haKkTop
VIII, paxTopsT Ha boH Bunebpang (VWF) ocurypsiBa aaxe3usaTa Ha TPOMOOLUTUTE KbM
MACTOTO Ha CBHACBOTO YBPEXJaHE, Hrpae poJid B arperaluATa Ha TPOMOOLHTHTE H e
HeoOXOMMM 3a 3aMECTBAIIIO JIeUeHHe OPH naiueHTH ¢ 6osectra Ha (poH Buebpanz.

3a kakBo ce uanoassa UMYHEUNUT
MMYHEHT e nokasaH 3a JleUeHHE U TpOdUNaKTHKA HA KPHEOWSIYUBH, IPUUHHEHHN OT
BpOAEH (JEEMOCDIUIHH A) wiu npugodut gedunut Ha Gk ‘Vﬂf’?*‘?

VIMYHEUT e noxasaH ChIIO Taka U TpH Gosect HY GOH BaeBpapR\c Aebumut Ha
daxrop VIII. Ve T

2. TIPEAM JA U3IIOJI3BBATE UMYHEHUT

He u3noassaiire UMYHEHNUT
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*  aKoO cTe aeprHYHH (CBPBXYYBCTBHTEIHH) KbM UYOBEIIKH KoaryJlanuuoHeH GakTop
VIII wiIH KM HAKOS OT OCTaHAJIATe cheraBku Ha UMYHEMNT.
AKO He cTe CUTYDHH IIO TO3H BBIIPOC, nonuTaiite Baimus sexap.

O6bpHeTe cheluaiH0 BHIMaHHe NpH Jedenrero ¢ IMYHENT

Kozamo ce nosigam aaep2uriu peakyuu:

e  Makap u pAAKoO, CHINECTBYBA PUCK Ja IOJIy4HTe aHa(pUIaKTHYHa peakua (Texxa,
BHe3amHa ajiepruuHa peaknmsa) kpm VMYHEWT. TpabGsa na 3Haere KOH ca
PAaHHHUTE IPH3HALIH Ha aJIepTHUYHKUTE PeakKIMH, KaTo HanpuMmep o6puB, KONPHBHA
TPecKa, YepBeHH MBHYECTH IETHA ¢ HaguTrHaTH pbboBe, chpbex no uanoTo TAJIOo,
[IOAYyBAaHE HA YCTHUTE U €3WKa, 3aTPYAHEHO AMiliaHe, CBUPKallo AWIllaHe, CTATAHe
B TPBAHHMSA KOII, 0010 HepasnoJioKeHHe, 3aMalBaHe. Te3d CHMITOMH MOXe Ja
NpPeACTaBAABAT PAHEH CHMIITOM HAa aHa(PHIAKTHYHHA WMIOK, YHHTO IIPOABH OCBEH
TOBA BKJIIOUBAT H MHOTO TEXKKO 3aMaiiBaHe, 3aryba Ha Ch3HaHHE H H3K/TIOYHTETHO

TPYAHO THIIAHE,

e Axo nogobHH CHMITOMH cCe TOABAT, He3abaBHO IIpekpaTeTe WHXKEKIHUATA/
AHOVIHATA M ce cBbpXeTe ¢ Barmda Jexap. TeXXKHUTe CHMITOMH, BEAIOUYBAIIH
3aTPYAHEHO AHIIaHe H NpunagaHe (WM NOJyOpHIajaHe), U3HCKBAT BeJHara
CIIEIITHO JIEYEHHE.

Kozamo ce uauckesa npocaeonsaHe:

. Bb3MoxKHO € BamuAT nexap Aa NOKUCKA A3 HANPABH U3CASABAHMSA, 3a A CE YBEDH,
ye 7103aTa, KOATO IpujaraTe B MOMEHTA e AOCTaThb4YHa, 3a Ja AOCTHTHETE H [Ja
noaabpKaTe Heobxoaummure HuBa Ha ¢akrop VIII wam Ha daxkrop Ha ¢oH
Bisie6panj.

e Axo cnasBare GemHa Ha coJl Auera, Bamua siekap me Bu ie ciegm ¢ ocobeHo
BHHMaHHe BalleTo CBCTOSAHHE, TbH KaTo CHABPKAHHETO Ha HATPHH B
MaKCHMaJ/IHaTa AHEBHA 034 MOXe /1a TPeBUINH 200 mg.

Kozamo xpweousausume npoodsiicasam:
e  AKO KPBBOMI/IMBHTE He MOTaT Ja ce ornazfeaT c UMYHEWT, 1psa6sa HezabarHO Aa ce

KOHCYJATHpaTe ¢ Banius jiekap. Bb3MoXHO € a ¢Te passiin HHXHOHTOpU Ha PaKTop
VIII, 1 e Bp3MOXKHO JIEKAPAT Ja NOKUCKA Ja HallpaBH H3C/eABaHNA, 33 g TH YCTAHOBH.

Huxuburopure Ha ®axrop VIII ca aHTHTENa, KOUTO e HAMUPAT B KPHBTAa B GJIOKHpAT
daxtop VIII, ¢ koifto ce sekyBare. [lopagu ToBa, PaxTop VIII craBa no-Majiko
epUKaceH 3a ORJIQ/IABAHE HA KPBEBOUSINBHUTE.,

CraHzapTHHTe MepKH 3a MOpPe/OTBpaTsBaHe Ha HH(PEKIHH OT MH3MNOJI3BAHETO HA
MEAULAHCKH TPOAYKTH, IOJYdeHH OT 4YOBemlKa KpPBB HJIH IUIa3Ma, BKJIIOYBAT
noabupane Ha JOHOPHWTE, CKPMHUHI Ha MHIAWNBHAYAJTHHTE JAapABAHHA H ILIA3MEHHTE
IyJI0BE 3a cnenudrIHNH MapkepH Ha MHQEKIHUsdA, KaKTO U IpHiaraHe Ha e(peKTHBHH
IIPOU3BOJCTBEHN MEPKH 3a Je3aKTHBHpPaHe/OTCTpaHABaHe Ha BUPYCH. BBIpeKH TOBa,
KOTaT0 Ce IpPHJIaraT JIeKAPCTBEHW TNPOAYKTH, IPHUTOTBEHU OT YOBEmIKA KPBB HJIH
I1asMa, Bb3MOKHOCTTA 3a NpeAaBaHe Ha HHQPEKIHWO3HH NPHYHHHTE/IH He MOXKe Ja
Obje H3KJII0UEeHA HATHAIHO. ToBa BaKi M 33 HEM3BECTHH WIH HOBH BHPYCH WJIH APYI'H
OPUYHHATEH.

[TpennpHeTHTe MEpKH ce€ CMATAT 3a e(eKTHBHH 3a OOBUTHUTE BHPYCH, TaKHBa KaTo
Bupyca Ha CIIHMH, xemaruren Bupyc THn B (HBV) u xenatutr C Bupyc (HCV), u 3a
HeoOBuTHA XxematuTeH A Bupyc (HAV). xaro uMaT orpaHndyeHa e(eKTHBHOCT IIPH
HeOOBUTH BHPYCH TaKHBA KaTo apBoBHpyc B19. IlapBoBHpyt—BIO~MOXe Ja NPHIUHH
cepHo3Ha HHOEKIHA 1pyu OpeMeHHH XeHH (YBpexaaHe Vs ik Y%Q ¥ IpH JMLa C
UMYyHOAS(DHIUTHA CHCTOAHHA HIH IIOBUIIEHO 0Opas =~<-'- a gt ARBBHH KJIETKH
(HaIIp. XeMOJIUTHIHA AaHEeMHA ). Tl
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BamusaTr jsiekap Moxe Aa B mpenopbua Ja cv HApPaBHTE INOAXOAANIA HMYHH3ALHA
cpeiny xematuT A u B, ako Bue penoBHO/HeeZHOKpPATHO MOJIyYaBATE H3BAECYEHH OT
yoBelllKa IL1a3Ma NPOAYKTH, ChAbprKaliu ¢gakrop VIII.

CTporo nNpenopbYNUTEIHO € BCEeKH BT, KOraTo UMYHEMWNT ce IpWjIara Ha mnamHueHT, Ja
ce 3alucBaT HMETO H MapTUAHHAT HOMED HA NIPOAYKTA, C IIeJI Ja Ce 3amasH BPb3KaTa

MEXKAY NallieHTa ¥ HapTUAHKA HOMEP Ha NPOAYKTA.

Cneyuanna 2pyna nayuenmu

[TpoaykThT TpAOBa a ce MpHJara ¢ MOBHIIEHO BHUMaHUE NMpH Zella NoA 6-rofHulIHA
Bb3PacT, KOUTO KMAT orpaHHuYeHa eKkcrno3nuiua Ha ¢axTop VIII cpabppkamy IpoayKTH,
THH KaTO HAMA AOCTAaTbYHO KJIMHWYHYU JaHHH 32 Ta3H Ipynia mangueHTH.

Yuorpeta Ha APYrH JIeKapCcTBa
Mona uadpopmupaiite Bamua sexap win ¢apMaleBsT, ako IpUeMare HJIH HaCKOpO CTe

pHeMAIH APYTH JIEKAPCTBA, BIJTIIOUMTETHO W TAKABA, OTIYCKaHM 6e3 penenTa.

3a cera He ca U3BECTHH B3aMMOJIECHCTBHA C APYTH JIEKAPCTBEHH IPOAYKTH.

KakTo ¥ IpH BCEeKH APYT KOHLEHTpPAT Ha KpbBochcupBam daxrtop, MMYHEUT ue
TpsGBa /la ce CMeCBa C APYTH JIEKAPCTBEHH NPOAYKTH WJIH DPasTBOPHTENH, OCBEH
BKJTIOYEHATA B KOMILIEKTAa BOZAa 33 MH)KEKIIMH, ThH KaTO TOBAa MOXKe /la IPOMEHH
epHKaCHOCTTA H Ge30IIacHOCTTa Ha NPOAYKTa. IIpenoppuBa ce o61MsA BEHO3EH IIBT Aa
ce mpomue ¢ PU3UOOTHYEH Pa3TBOD NpeAHr U ciel nHysuaTa sra UMYHEHT.

Ynorpe6a Ha HMYHEMUT ¢ xpaHH M HAITATKI |
HsAMa coenHasHM TpeNOphbKH OTHOCHO peXMMa Ha XpaHeHe H IPHIOKEHHETO Ha
UMYHENT.

bpeMeHHOCT H KbpMEeHe
[TochBeTBaitTe ce ¢ Bamus sekap win ¢apManeBT npeau ynorpebara Ha KOETO H Jia €

JIEKaPCTRO.

[Topanu peakuTe caydad Ha xeModunuA A IIpU KeHH, HAMa AOCTaThYHO JAaHHH 33
ymorpebara Ha daxrop VIII no Bpeme Ha GpemenHocT U KppMmere. MMYHEWT tpa6aa
Jla ce MpWJjara no BpeMe Ha OpeMEHHOCT H KbpPMEHEe, cCaMO KOrato € CTporo IokKasaH,
saToBa HH(popMHpaliTe Balma gekap, ako cre OpeMeHHa Wid KbpMHUTe. TOH Ile pells,
KaK [a OIpOABIKY BallleTo JieueHHe.

IIIodpupane 1 pabora ¢ MAIIIMHU
He ca nabmopaBany epexkTH BBPXy ciocoOHOCTTA 3a WogHpaHe ¥ padoTa ¢ MalllMHH.

Baskna nHGOPMAIHA OTHOCHO HAKOM OT cheraBkuTe Ha MMYHEUT
Henpunoxumo

3. KAK JIA H3IIOJI3BBATE HMYHEUT

Baioero sieueHe TpsaOBa a 3ariouHe Moz, cTPoroTo HabimoaeHrne Ha JieKap-ClelHaJlHuCT
C OIIUT B JICUEHHETO Ha HAPYILIEHHA B KPBBOCBCHPBAHETO.

Bunaru usnonssaiite UMYHEHWT Touno, kakTo BH e Kasas Balums jekap. AKO He CTe

CHTYPHH B HelllOo, nonuTaiTe Bamua jsekap.

Ado3upoBKa 3a NPOPIIAKTUKA HA KPBBOU3JIHBH

Axo monsate UMYHEWT 3a npenoreparsaBade (npodHnaKkTHKAa) HA KPHBOH3IMEBH,
no03aTa_TpAOBa f1a ce M3gnchay or Bamua snekap. ToH/Ta me g H3YHACIAH CNIOPE] TOBA,
KaKBH Ca KOHKDeTHHTe Hy»KAH BbB Bamma ciyuait, ObuwaiiHo fo3aTta e 20 10 40 1U
¢daxTop VIII Ha kuyorpaM TesleCHO TEIV1O, MpHUjaraHa npes oT 2 710 3 AHH. B
HAKOH ¢JIyuau obaue, ocobeHO IMPH MO-MJIaZH IallHeH 0OXOAUMH TI0-
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KOHCyJATHpaTe ¢ Baiusa sekap.
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HAO3HPOBKA 3a JeueHHe HA KPbBOHIJINBH

Axo nosnssate UMYHEHT 3a JleueHHe Ha KpBBOMZJIHBHTE, A03aTa TpaAbBa ja ce
n3uncau orT Banmsa nekap. ToH/TA lle A U3YUCIH CHOpeA TOBa, KakBa € KOHKDETHATA
HY>KZAa BBB Bammusa cayuait, kaTo H3MOA3Ba cyieaHaTa GopMyia:

Heobxoaumn eguaunu (IU) = tenecHo Terno (B KHjIOrpaMi) X JKeJIaHO NOBHIODABaHe Ha
daxrop VIII (%) x 0,5

Cnegnara Tabauua e IpenHasHaueHa caMo 3a Bammma JieKap, KaTo ykKasaHHe 3a
MHHMMaJIHUTe HuBa Ha Paxtop VIII B xpbpBTa. B M30poeHUTE NO-Z0JIy CIydYad Ha
XeMOParu4yHu emH304H, Npe3 CHOTBETHHA epuojfl, akTuBHocTTa Ha Pakrop VIII He
6MBa fla cliazia Moz IMOCOMEHO0TO HUBO (KaTo % OT HOpMAaTa).

ITpu onpeneneHH 00CTOATENCTBA, OCOOEHO IIPH HAJIMYHEe Ha HHXHOHMTOD B HHCHK THTHD,
MOKe J]a ca HeoOXOQMMH IIO-BHCOKH OT H3UHCJIEeHHTe 10 popMyJiaTa A03H.

Bua Ha KpbBOUZNAHMBA / Heo6xoaHMO0 HHBO YecTOTA HE IPHJIOIKEHHE
Tuno xupypruaecka onepamnia Ha daxrop VIII (uacoBe) / IIpoBVIERHMTEHOCT HA

(% oT HOpMmara) JeueHuero (AHn)

au/dh

KppBOM31HB
Hauanna xemaptrpo3sa, MYCKYJIEH IIpnnara ce Ha BCEKM 12 0 24 daca.
KPBBOH3IVIMB MJIH KDPBBOHIJIHUB B 20 ~ 40 Haii-Manko B IpogwDKeHHe Ha 1 [IeH -
YCTHATA KYXHHA IOKATO KPBHBOMBAMBLT ObAc OBIANAH
(mokazarenr e Ooskara) HIAH Ce
IOCTHTHE aZIeKBATHO 3a37paBABaHE Ha
paHaTa.
I'onam  KpBEBOM3JAHMB B CTaBa, 30 - 60 HudysuuTe ce mpuIaraT Ha BCEKH 12—
MYCKYJIEH KPBBOHU3JIHB WIH 24 4Yaca B ODPOAL/DKEHHE Ha 3-4 AHH
XeMATOM IWIH IOBede, MAoKaTo OoJaKaTa H
OCTPHTE CHMOTOMYM OBIAT OBJIAACHH.
KnuBOoTO3acTpamaBamu 60 - 100 UudysuuTe ce mMOBTAPAT Ha BCeKH 8
KPBbROH3IHBH 0 24 4Yaca [0 OBIajdABaHe Ha
HBOTO34CTPAIIABAIIOTO ChCTOAHHE.
XHUpYprudeckH onepanmuM .
Manaxu 30 - 60 Ilpunara ce Ha BCEKH 12 4aca, B
BKJIIOY. 350HA eKCTpaKkmua IPOTBIKEHHE HaH-MaJIKO HA 1 JAeH,
HOKATO C€ IMOCTHTHE aJieKBaTHO
3asapaBABaHe Ha paHaTa.
T'onemu 80 - 100 NH(}ysHuTe Ce NOBTAPAT HA BCEKH 8—
(mpexa- u 24 4daca A0 aAeKBaTHO 3as3/fpaBABaHE
CIERONEPATHBHO) HA paHaTa, CAeA KOeTo ¢e IIpIiara

AOMBIHUTEHO JIeUeHHe 34 HaH-
MQJIKO Ollle 7 AHU C HeJl NojAbpXKaHe
akTHBHOCTTA Ha ¢daxrop VII or 30%

nio 60% (IU/dl).
ITIpocaeasaBaHe HA CHCTOAHHETO B oT Bamua JIeKap
BamuaT Jsiekap 1ie U3BBPIIBA HeOOXOAMMHUTE J1aDOPATOPHU HM3GASIBAHHA, 32 Ja Ce
yBepH, Ue HMaTe HeobxonumuTe HUBa Ha dakrop VIII. Tops g OCODEHDNRAKHO, aKo Bu
[IPeCTOH FOJIsIMA olleparis. S in, N
N\
ITamuenru ¢ uaxuOuTOpH Ha (paxrop VIII =

Axo npu Bac miasMeHaTta akTHBHOCT Ha PakTtop VIII He JuaKBAHHTE

HHBA, WIH aK0 KPHBOM3JIUBBT He MOXe JAa Oble CROTBETH: ROHIDOMIpaH clen
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yBeJMYaBaHe Ha /103aTa, TpAOBa /la ce moJo3Hpa Halnuue Ha HHXUOHTOpH Ha (DaKTop
VIII. BamuAT JieKap Iie NpOoBEPH 3a Ha/IMUKHe Ha HHXHOUTOpH Ha ¢dakTop VIII.

AKo cte pasBiwin HHxHGuTOpH Ha daxtop VIII, BeposTHO B € He0OX0AHMO NO-TOIAMO
xosmadectBo UMYHEMT 3a KOHTponHpaHe Ha KPHBOM3/JIHBA. AKO M ¢ Ta3H Ji03a He ce
IOCTHTHE OBIAAABAHETO My, BalIuAT jiekap MOXKe Aa OOMHUC/IH NpHJIaraHeTo Ha Apyr
upoaykT. He noBumagaiite obiaTa 03a Ha UMYHENT 3a na oBjlajieeTe KPhBOU3JIHBA,
6e3 aa cTe ce KOHCyATApa/IH ¢ Baluusa aexap.

Cunaapom Ha pon Buaeopaua-IOprenc ¢ gepnnur Ha paxTop VIII

MMYHEWT e nokasaH 3a 3aMecTHTe/IHa Tepanus Ha ¢raxrop VIII npu nmaumeHTH c
Obonect Ha PoH BunebGpana, npM KowTo akTHBHOCTTa Ha ¢axTop VIII e HamaneHa.
3aMectuTenHaTa Tepamua ¢ UMYHEHT 3a opnafisisaHe Ha KpPBBOHMAIMBH, KAKTO H 32

npoduIaKTHKA Ha KPHBOKH3JIMBH, CBbP3aHH C XAPYPrUiecKH onepaluu, Tpa6sa xa 6bae
chobpaseHa ¢ IPeNoOPbKHATE 33 JIeUeHHe Ha XeMOQHIN A.

Yecrora Ha IpuiaraHe
Bamuar snexap me Bu kaxe KOJKO uecTO M IIpe3 KaKBH HMHTEpBaJIH e BH Obae
npwiaran IMYHEWT. Toit/Ta me onpenenu ToBa cropel epuKacHOCTTa BbB Barms

HHIRBHAYyAJIEH CITy4al.

ITpoaBIKHTENIHOCT HA JJEUEHHETO
OGHKHOBEHO 3aMecTHTenHaTa Tepanua ¢ UMYHEHT ce mpoBexxza npe3 LU AKHABOT

H4d ITallHeHTa.

AKO cTe N3NJI3BaJIM MIoBeYe OT He0o0XoAMMarTa A03a UMYHEHNT
e Jlocera He e CcpOOmMIABAHO 33 CHUMIITOMH Ha IPEJO3HPAaHE C KOoaryJIalHOHEH
daxrop VIII. Ako uMaTe HAKAKBH CBbMHEHUA, MOJIS KOHCYJATHPaHTe ce ¢ Bamua
JIeKap.

AKO CTe IIponycHa I Aa usnoassare UMYHEUT
¢ He B3eMaiiTe ABOKHA 4034, 3a /Ia KOMIIEHCHpaTe MpoIrycHarara Jo3a
e HezabaBHO npHcTHIIETEe KbM CIEABAIOTO MO pell BbBeXZaHe Ha oDHualHaTa
71033, H TPOXBIKeTe PeZOBHOTO MpWIaraHe Ipe3 paBHU HHTEPBAJIH, KaKTO BH €
npeanucan Bamuar sekap.

Axo cte cnpesu ynorpe6ara Ha HIMYHEUT
He cnupaiite ymorpebara Ha UMYHEWT, 6e3 aa cre ce KOHCyATHpany ¢ Bauiua sexap.

AKXO UMaTe HAKAKBH JOMTBIHUTETHH BBIIPOCH CBBP3aHH ¢ ynorpebara Ha TO3H NMPOAYKT,
MOJId nonuTaKkTe Bamusa nexap wiu papManestT.

HauuH Ha DpujaraHe ¥ npr(Mima) Ha BpbBe)KAaHe
MMYHENT ce mpuiara BbB BeHa (MHTDABEHO3HO) ¢JIefl [IPHTOTBAHE HA pa3sTBOpA C
npenocrTaBeHUA pasToprTes. CeaBalTe HHCTPYKIIHHUTE Ha Bamus iekap.

CxopocTTa Ha IpWwioKeHHe TpaAdBa [a ce onpezesisa Taka, 4e NMalHeHThT Aa He H3IIHTBA
HENPHUATHHA yCEeILaHUA. JIeKapCTBEHHAT IMPOAYKT MOXe J]a ce BbBEXIa CbC CKOPOCT A0 2
ml B MuHYyTA.

[Ipeau npuaOKeHHEe 3aToIvieTe MPOAYKTa A0 TeJlecHa WM cTaHHA TeMmmepartypa. 3a
pasTBapAHe HM3IOJI3BaliTe caMO BKIIOUEHHUTE B HaOopa HHPY3HOHHH H3AESIHA, 3AI0TO
MOXKe Jia HACTBIAT HapylUIeHHA Ha JiedeHHeTO KaTo ciaeicrBHe Ha abcopbumsita Ha
daxtop VIII no spTpeniHaTa nOBbPXHOCT HA HAKOH HHPY3ZHOHHH CHCTEMH.

HUMYHEWT T1psbBa Aa ce pasTBaps HENOCPEACTBEHO UPEAEH Vi 7t eba. TI'oroBuAr
pasTBop TpAOBa Ja ce H3MOI3BA,KOJIKOTO € Bh3MOXKHO HO /-ﬂ s ff;:rﬂﬁfu NQ He ChABbPKA
KOHCepBaHTH. Pa3TBOPET TpAOGBa Aa e Guerbp A0 cabo of

renten. Pap \BOPH, KOUTO
ca MBTHH WIH CBOBPXAT yTallku He TpsAbBa Za ;{ S :
=

NRCHWOTRETCTBHEC

b3Bat. HeRpNON3BaHHAT
IPOAYKT WIH OTHAABYHHTE MaTePHAIH OT Hero TpAbBa A S XBBDILS
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C MECTHHTE H3HCKBaHHsA. [OTOBHUAT pasTBOp He TPAOBa Aa ce BpBINA B XJaAW/IHHKA 34
ChbXpaHEHRE.

PazTBapaHe Ha JMO(PHIHIHPAHHA IIPpaX 34 HHIReKITHOHEH Pa3TBOP:
Jla ce cra3BaT CTPOro nMpaBU/IaTa 3a paboTa npu aCenTHYHH YCJIOBHA!

1. 3aTBOpeHUAT JIaKkoH ¢ pasTBopuTesas (Boaa 3a HHXKEKIMH) Ce 3aTOIUIA Ha CTahHA
TeMIlepaTtypa (MakcuMaaHo 1o 37°C).

2, 3aHUTHHTE KallauKh Ha (J1aKOHA ¢ MPOAYKTA B TO3H C Pa3TBOPHUTENA ce OTCTPaHABAT
(¢dur. A) u ABeTe KayUYKOBH 3aIyHIAJIKH ce Ae3uHdpeKIupar.

3. I'pamaBuAT Kpaiéli Ha TpaHC(PEPHOTO YCTPOUCTBO Ce MOCTaBsd M TPHTHCKA BBPXY
¢di1aKkoHa ¢ paztBoputes {pur. B).

4. 3aIMTHOTO Kamade OT APYrHA Kpai Ha TpaHCQEPHOTO yCTPOHMCTBO Ce OTCTPaHABA,
KaTo ce BHMMaBa Jia He JIOKOCHE Bede OTKPHTATA CTepHJIHA MOBBPXHOCT HAa

TpaHcdepHaTa urJa.

5. TpaHcdepHOTO yeTpoicTBO 3aelHO ¢ (IakOHA C Pas3TBOPHTENA ce oOphIAT Hal
¢1akoHa ¢ KOHINEHTpaTa H cBODOAHMAT Kpaii Ha TpaHcdepHaTa HIJIa Ce BKapBa mpes
KaydyyKoBaTa 3anyllajika Ha (paakoHa ¢ koHneHTpaTa (dur. C). PasTBopuTeAT Wie Obae
H3TEr/IeH BbB PJIaKOHA ¢ KOHIIEHTPAaTa ¢ NOMOIITa Ha Ch3Aa/THA ¢ BaKyyM.

6. Cnex oxkos0 1 MuHyTa JABata (akoHa ce pasfeJiaT 4Ype3 H3BaXKJaHe Ha
TpaHC(PEPHOTO YCTPOHCTBO ¢ (IaKkoHa ¢ pasTBOpHUTENA OT (UIaKOHa C mpaxa 3a
HHXKeKOHOHeH pasteop (dbur. D). T kaTO UPOAYKTHT € JECHO pasTBOPHM, €
HeoOXonuMo, aKo H300II0 ce Hajlara, ChBCEM JIEKO paskijiallane Ha ¢ulakoHa ¢
KOHIIEHTpaTa, 3a Aa ce noiayud reixao pasreapaHe. JA HE CE PASKJIAINIA CHJIHO H
JA HE CE OBPBIIA ®JIAKOHBT C ITPOAYKTA, JOKATO CBABPHKAHHUETO HE E
I'OTOBO 3A U3TEIJIAHE!

7. TIpenn npunoxeane UMYHENT, nomo6Ho Ha BCHUKM IPOAYKTH 33 NapeHTEPaTHO
NPHIOXKEHHe, TpAOBaA 1a 6blie IPOBEepPeH BU3YAIHO 34 HAJIMYKE Ha YaCTHIH H IIPOMsHA
B I[BeTa. /IopH IIPM CTPHUKTHO CIIa3BaHe HA MHCTPYKI[MHTE 3a Pa3TBapsHe, NOHAKOTa €
BB3MOXXHO Ja Ce€ YCTAHOBAT MaJIKH, Hepas3TBOpeHH uacTHOH. C 1moMollTa Ha
CHABPIKAIIUSA CE€ B ONIAKOBKATA HAKOHEUHHK ¢ GUITHD Te3H YACTHIM MOraT Ja O6paar
orcTpaHeHH. IlocsiegHOTO He NPOMEHA KOHUEHTpanusiTa HAa aKTHBHOTO BELIECTBO,
O3HaueHa BHPXY OHaKOBKATA.

IIpunomxenue:

Jda ce crma3BaT CTPOTO NpaBuiaTa 3a acenTuka!

1. 3a na ce u3berde OTAENAHETO HA YacTHIH OT KaydyKoBaTa 3amylnaika (puck or
MHKPOeMOO0IH3BM) TOTOBUAT BeUe pa3TBOP TpAOBa Aa O'b/ie H3TEIVICH, KaTO ce H3IONA3BA
HaMHpAalllUa ceé B Habopa HaKOHEUHHUK ¢ uiarhp. HaKOHEUHHKBT CE€ IOCTaBA BBPXY
CIPHHIIOBKaTa 3a €JHOKpaTHa ymoTpeba oT Habopa H ce BKapBa Ipe3 KaydyKOBaTa
3aMyllaiKka Ha ¢JrakoHa ¢ KoHueHTpara (¢pur.E )

2. CIpHHIIOBKATA ce OTAENIS 34 MOMEHT OT HaKOHEeYHHKa ¢ u/iaThpa. ToBa NMO3BONABA
Ja HaBJe3e BB3AYX BBB (bJlakOHA ¢ KOHHIEHTpaTa M, ako uMa 00pasyBaHH Bb3AYyIIHH
Mexypuera, Te Aa H3ude3HaT. Cien ToBa CIPUHIOBKATa ce OCTaBA o0paTHO BBPXY
HAKOHEeYHHKAa U PA3TBOPBT ce U3TErNA B Hed (¢ur., F)

3. CIIpMHIIOBKATA Ce€ OTAEIAA OT HAKOHEUYHHKA ¢ (PWITHpa H PasTBOPHT ce HpuJara
6aBHO MHTpaBeHO3HO (MakCHMa/THA CKOPOCT Ha MpWiIoXKeHue: 2ml/min) ¢ nomolnra Ha
chAbpIKAmIaTa ce B Habopa cucreMa ¢ KpWINA 3a eJHOKpATHEygorpeba (miu
BKJTIOUEHATA UIVIA 33 eHOKPATHa yIoTpeba). N N
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Hen3non3BaHHAT NPOAYKT HIH OTOAABYHHTE Marepuajgm OT Hero Tpsabea Ja ce
M3XBBHPAAT B CbOTBETCTBHE ¢ MECTHUTE U3HUCKBAHHA.

[Ipwioxenuero Ha UMYHEWT Tpa6ea na Obae JOKYMEHTHpAHO H Ja € OTOenA3aH
napTugHuA HoMmep. IIoaBHKHHA €THKeT 3a AOKYMEHTHpPaHe € NPHKa4deH KbM BCEKH
¢di1akoH.

4. BB3MOKHHU HEXE/IAHH JIEKAPCTBEHH PEAKITH

Kakro BCHMYKH JIEKapCTBa, UMYHEWUT moxe Aa IpeIH3BHKA HEXEJIaHH PeakiHy,
BBIPEKH U€ He BCEKH I' IIO/Iy4aBa.

AKO HAKOA OT He)XXeJIAHHMTe JIEKAPCTBEHH peaKIUH CTaHe CepHo3Ha HWIH 3abenexxure
APYTH, HEONHCAHH B Ta3H JIMCTOBKA HeXXeJIaHU Peaklud, MOoJsA yBeAoMeTe Baius
JIeKap.

BB3MOXKHH HEXXeJIaHHM JIEKAPCTBEHH peaKlMy Ha H3BJeUYeHHM OT YOBEIKa IUIa3Ma
IPOAYKTH, ChAbpKalM ¢gakrop VIIL.

Ha6romaBalu ca aleprugHy peakilii, KOUTO B HAKOU (JIydau [IPOrpecHpaT A0 TEKKH
M KHMBOTO3acTpallapBaiiy peakuuu (anadwriaxcusa). 3aroBa Bue TpsabGea ma 6Gbaere
HHGOpPMHpPAH 32 PAHHHTE CHMITOMU HAa aJEPrHYHHTE PeakIlHH KaTO 3avepBsBaHe,
o0OpHB, YePBEHH UBHYECTH NETHA, ChbpOex, NMOAYBaHe Ha ycTaTa H €3HKa, 3aTPyAHEHO
AuIOIaHe, XPHIOBE, CTATAHE B TPHIHHA KOLI, CNAZaHe HA KPBBHOTO HaJIAraHe, o0INO
HepasnosioxKeHue, 3aMmalipape. Tesu cHMITOMHM MO)Ke Ja ca paHHHTe Oesie3sH Ha
aHaQHIAKTHYHHA IMOK. AKO HACTBHIIH AJIEPrUd WIH aHa(pWIaKTHUHA DeaKlMs COpeTe
HesabaHo mMHxXekuuaTa/wHGy3uaTa W uHbopMupanTe Bamusa saexkap. Hskom OT
CHMITOMHTE ce HY>KAAAT OT He3aDaBHO CIEHIHO JIEUEHHE.

dopMUpaHETO Ha HeyTpaIM3HpallH aHTHTena (MHxmOuTOpM) Ha Qakrtop VIII e
HM3BECTHO YCIOKHEHHE 1IPH JISIEHHETO Ha MALUEHTH ¢ XeMOopuaua A. AKO ce YCTaHOBH
Pa3BHTHETO Ha TAKWBA HeyTpanuaupaiy agTurenaa (maxuburopu) Ha daxrop VIII, Tosa
MOKe 7la ce NIPOABH B HeAOCTATHYEH KIMHHYEH OTTOBOP KbM MPHJIONKEHOTO JedeHHne. B
Te3H CJIydaHd Ce NpenophuBa Ja e YCTAHOBH KOHTAKT ChC CIEIHATH3HPAH LEHTHp 32
JleueHue Ha XeMopuwins.

Cien nmpwioKeHHe Ha TOJIEMH JI03W OT NPOAYKTa CBIINECTBYBa PHCK OT IOABa Ha
XE€MOJIN3a ITPH NMAIHEeHTH ¢ KPBBHH Ipynu A, B u AB.

Bh3MOKHH He)KeJIAHHU JEeKAPCTBEHM pPeaklu nOpH ynorpefara Ha
UMYHEWT:

HapvineHus Ha MMYHHATa CUCTEMA: ajleprHYHH peaKInH

OT mDocT-MapKeTHMHIOBH MpOY4YBAHMA KAaTO MHOITO peAKH ca OIHCAHH CIeaHHUTE
HeXXeJIaHH JIEKaPCTBEHH PeaKLHu: e

Ha eHHA Ha KPBBTA W JUMQPHATA CHCTEMad: Hapyme
mHXHOuTOpH Ha pakTop VIII

Hapvinienusa Ha HMYHHATA CACTEMA: CBPbXUYBCTBUTETHO
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Hapyiiienya Ha HepBHATA CHCTEMa: 3aMasiHOCT, IJ1aBobone

HapyiueHud Ha OYHTEe: KOHIOKTHBHUT

Crpreuny HapyHnieHHd: ChpuedueHe

Cenoeu Hapyinenus: [IOHHXKeHO KPBBHO HAIATAHE
PeciupaTOpHH, rPBIHHA U METHACTHHAIHY HAPYIIEHHUA: KANUTHIA, 3aTPYAHEHO JHITAHE
CToMaIllHO-YDEBHY HAPVIIIEHHS: TaAeHE

HapyiueHus Ha KOXKATA M MIOAKOXKHATA ThKAH: 3aUuepBABaHe, chpbex, 00pHUB, KONPUBHA
Tpecka, YepBeHH HBHYECTH lIeTHA

Hapyimennsi Ha MycCKyJHO-CKeJIeTHAaTa cHcTeMa W CheIHHUTENIHATa ThKaH: MyCKyJIHa
DoJIKA

O6mu mapvineHusi ¥ edeKTH HAa MACTOTO Ha TPHIOKEHHE: BTPHCAHE, PEeaKIHd Ha

MSACTOTO Ha IPUWIOkKEeHHEe, O0/IKa, HOBHIIIEHA TeMIepaTypa.

5. Kax na cexpanasare MMYHENT

CrxpansaBaiTe Ha MACTO, HEAOCTHIIHO 3a Aella.

J1a ce cpxpaHaBa B xaaguiaHuK (2°C-8°C)! 1a He ce 3aMpassasal

Jla ce chXpaHsaBa B OpMrMHAIHATA OITAKOBKA, 3a [a ce MPEAIIa3y OT CBeT/INHA!
HMYHE%’?‘ He TpAOBa /la Ce U3MOJM3Ba CJIel AaTaTa Ha H3THYaHE HAa CPOKAa HA rOAHOCT,
oTOenA3aH BLPXY ONaKOBKATA.

He usnonspaiite MMYHEUT cien cpoka Ha rogHOCT OTGENA3aH BBPXY ONAKOBKATa
CpoxbT Ha FOAHOCT OTTOBapA Ha IOCJIeAHUA AeH OT IOCOYECHHS Mecell.

B nmocouenus cpok Ha rogHoct MMYHEWT moxe fa ce chbXxpaHaBa Ha craiiHa
temneparypa (oa 25°C) 3a nepuos ot 6 Mecena. BpeMeTo 3a cbxpaHeHHe NIPH CTaHHA
TeMIepaTypa TpsaOBa za ce orbessizBa BbpPXy €THKeTa Ha IIOCOYEHOTO 3a TOBa MACTO.
NMYHEMUT He TpaGea Ja ce BpBINA B XIaAWIHAKA ¢JIe KaTo e ChXpaHABaH HA CTaHHa
TeMIIepaTypa.

JlekapcTBaTa He TpaAGBa JAa Ce HM3XBHP/AT B KaHAJNHM3ALMATA WIM B KOHTEHHepa 3a
noMaimnHe otnaablin. [Tonmuraiite Bammna ¢apmaneBT Kak fia YHHIIOXKHTE HEHYXHHTE
Bn nexapcerBa. Te3u MepKH 1ie CIIOMOTHAT 34 Olla3BaHe Ha OKOJIHATA cpeza.

6. JOITB/IHUTE/THA HHOOPMAIINA

Kakso coabpxa HMYHEUT

Ipax 3a urdKexyuomer pasmeop:

¢ JlekapcTBEHOTO BEIECTBO € YoRelmKy KphBocheupnall pakrop VIII. Beeku ¢pakoH
cpappka 500 IU daxTop VIII 1 250 IU n3pneded OT YOBEIlKa IIa3Ma (axkTop Ha
¢doH Brunebpans.

¢ Ciien pastBapsiHe ¢ 5 ml Boaa 3a HHMKEKIHH, IPOAYKTHT ChAbPIKA NMPHOIH3HTEIHO
100 IU/ml xpwBocwcupBain dakrop VIII 1 50 IU/ml uspieder or yoBelllka Iaa3Ma
¢aktop Ha PpoH Bunebpanz,

¢ IloMoIHHUTE BelllecTBA Ca: YOBEIIKH aJOYMUH, [JIMLIWH, HATPHEB XJIOPHA, HATPHEB
OUTPAT, TH3UHOB XHAPOXJIOPHU H KAILUEB XJIOPULL.

Pasmeopumen:
¢ Bona 3a MHXeKIIuH

Kax uarae:xaa HMYHEHWT u ChABPACAHHUE HA OIIAKOBKATA
IIpaxbT M pa3TBOPHTEJIAT 3a HHXEKIHOHEH pasTBOP ce IpepiaraT B CTBKJICHH
(dJIaKOHH C KaydyKOBH 3amymanky, Ph.Eur. (psrakoHuTe c JI"'f“ 3PP

ALY __
Bcaka onmakoBka ChABPIRAS §" ;/n :
1 drrakor UMYHEWNT 500 IU = | e et
1 ¢J1aKoH ¢ Boga 3a HHxeKIHH (5 ml) T e
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1 TpaHcdepen/puaTpHpaIl KOMIJIEKT

1 CIPUHIIOBKA 33 eJHOKpaTHa ynotpeba (5 ml)
1 eZIHA HIJIa 32 €THOKpaTHa yiorpeba

1 cHCTEeMa C KpHJIIa 3a eAHOKpaTHa yrorpeba

T'osreMHHa Ha onnakoBKaTa: 1x 500 [U

IIpouzBOAKTE I M MPHTEKATE Ha pa3pelIeHHeTo 3a ynorpebda
Baxter AG

Industriestral3e 67

A-1220 Vienna, ABCTpUA




