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AHCTOBKA: HHPOPMAIIHA 3A TIOTPEBHTEAA

IMMUNINE 600 IU, powder and solvent for solution for injection/infusion
Human coagulation factor IX

HAMYHAHH 600 IU, npax & pasTRoOpETe] 32 HHKEKNHOEeR/mEdysmonen
pasTeROP
Yoremxm Roaryvaanmnoaex parxrop IX

IIpoverere BHHMATE/JHO IAJ/IATA JHCTOBKA IPEAM A4 3amMOoYHeTe A NpAeMarTe

TOBA JICKAPCTBO.

v’ 3anaszere Ta3u JUCTOBKA. MOXe A2 MMaTe Hy»a Aja A NPOYETETE OTHOBO.

v AKO HMaTe HSKAKBH JOITBJIHUTENHH BBLIOPOCH, NONHTaiTe Bammsa sexap HiaH
dapmarnesnr.

v' ToBa JIeKapCTBO € NpeAnHcaHo JIMYHO Ha Bac. He ro npeorcrenBaiTe Ha ApyrH Xopa. To
MOXe []Ja UM HaBpeau, HE3aBUCHUMO OT TOBQ, Y€ TeXHUTE CHMIITOMH Ca CBIHUTE, KAKTO
Bamure.

v AKO HAKOH OT HeXeJIAaHHTe e(eKTH ca CEePHO3HHM HJHM ako 3abesexure Apyri,
HEONHCAHHY B Ta3H JIMCTOBKA HEXEJAaHH peakiluH, Mois yBeaoMmeTe Bammnsa nexkap HIH
(papMaleBT.

B ras| IHCTOBKA:

Kakeo npeacrasissa UMYHAMH u 33 KakBo Ce U3M03Ba?
Ipenu Aa usnonspate AIMYHAWH

Kak za usnonspate UMYHAUH?

BB3MOXKHH HEXKeJIJaHH PeaKlHHU

Kak na cbxpansasatre UMYHAKWH?

JlomrbnauTtenna vaPopMaLn

NppwphrE

1. Kaxso npeacrapasa HMYHANH u 3a KaKkB0 ce H3I0JI3Ba?

Kaxso npeacrasiassa HMYHAWH?

NMYHAMWH e koHIleHTpaT Ha Y0OBeNIKH KphBochcupsaiy daxrop IX. Toit 3amecrea pakTop
IX, KOHTO € HJIH B HEAOCTHI HJH He (YHKIMOHHpA NpaBHAHO Npu Xemopunusa B.
Xemopuaua B e ¢cBpp3aH ¢ nosaa, BpoaeH AedeKT Ha KPpbBOCBCHPBAHETO, ABJDKALL CE HA
NOHMXEHHU HHUBA Ha ¢Qakrop IX, ¥ Bogewm A0 OOUNIHH KPBBOH3JIMBH B CTABHTE, MYCKYJIUTE
MJM BbTPEUIHHTE OPraHH, KOMTO Ca CIIOHTAHHH HJH Ca pe3yaTraT OT MHIMAEHTHA HJIH
XHPYPruyHa TpaBMa.

[Mpunaranero hta UMYHAWH BpeMenHo Kopurupa Hegoctura Ha dakrop IX u ¢ ToBa
HAMAJIABa CKJIOHHOCTTA K'bM KBDBEHE.

3a KaxkBo ce n3nmoa3sa HMYHAHH?

UMYHAWMH ce u3niosnssa 3a 1€YeHNe U NPoPHUIAKTHKA HA KPHBOU3NHNBH NMPH MAITHEHTH C
BpoAeHa xeModuius B.

2. IIpeaw aa mamonassare AMYHAWH
He nanoassaiire HMYHAMH,

¢ aKO CTE CBPBXYIVBCTBHTE/NEH (ameprudaeH) KbM 40Be
I'X unH KbM HAKOE OT IOMOIIHHTE Bemecrsa Ha U

1.3 temwebn 300U MEFE L 334G thlgaria
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¢ AaKO Crpazate OT KOHCYMIITH]

KOHCYMITHBHA KOATVJONATHA (,I[HI{ JHceMHUHHpaHa HMHTpaBacKyJlapHa K{)a[‘yﬂauﬂﬂ) e

’kMBOTO3acTpamasamo 3a0osisBaHe, KOETO € CBBbP3aHO ¢ MHOr0O BHCOKa CTerneH Ha
KPBbBOCECHPBAHE, H3pas3fABalla Ce B IPEeKOMepHO of0pasysaHe Ha CbCHpeUM B
KPBBOHOCHUTE CBAOBE. T0BA BOAXW Cien cebe CH A0 NPEKOMEPHO H3PA3IXOABAHE HA
dakTOpUTE HA KPBBOCHCHPBAHE B LI€JIHA OPraHN3bM.

XunepdbubpruHOIH3A € HaJKle, KOTAaTO € IMOHHMXKEHa CIocOOHOCTTA 3a KPBBOCBCHPBAHE,
IopaAK HaMaJliBaHe Ha CHABPKAHHETO HAa HrpaeHlOTO Ba’KHA POJIA B npolreca Ha
KpPbBOChCUDBaHe BemecTBo GubpHH.

Cnen oBsafiABaHe HAa TE3H MPOLECH ¢ MOAXOAAINH cpeacTrsa, HMYHAUWH 'rpﬂﬁna na ce
NMpHUJIAra cCaMo 3a JIedeHHe Ha JXKUBOTO3aCTPalIaBaly KPhbBOU3IHBH.

O6BbpHeTE CNENHAJIEO BHEMAaRNe IpH jJedennero ¢ AMYHAHH

AKO ce nosasu anepzuHMHa peaKyun:

ColecTsyBa MHOIO MaJika BEepOATHOCT Ja NMPOABHTE TEXKa MJIH HeOYaKBaHA aJieprudHa
peakuus (anaduaaxTHdHa peakiua) cnpamo MMYHAMWH.

3atosa Bue TpsabBa ma caequTe 3a NposgBaTa Ha PaHHH CHMIITOMH 34 anepriyHa peakuus
KaTo:

3auepBsABaHe Ha KOXKaTa

obpuE

obpaszyBaHe Ha MEXYPH 110 KoxaTa (ypTHKapHA)

cepOesk No HANOTO TANO

MOAYBAHE HA YCTHUTE H e3HKa

3aTPY/HEHO JumaHe / AUciHes

HAPYWIEHO BAMIIBAHe H/HJIH M3QUINBAHE, MOpaZH CTECHSABAHE Ha AHXATE/THHTE
ILTHING (XPHUITOBE)

YyBCTBO 3a CTATaHEe Ha IPbAHHS KOII

OBII10 HEPA3NOJIOKEHHE

3aMassTHOCT

NOHUIKABAHE HA KPBBHOTO HAJIATAHE

zaryba Ha Cb3HAHHE |
AKO YCTAHOBHTE IMMOSABATA HA €JWH HIH HAKOJKO OT H306pOeHHTE No-Tope CHMIITOMH,

He3a0aBHO nNpexparere HHpy3uATa. Bexnmara ce ofaaere ma Bammsa Jjexap.
H306poeHHTEe MO-rOpe CHMITOMH MOXe Ja €4 3HAaK 3a aHaQMIAKTUYEH IIOK. TeKKHTe

CHMITOMH HaJjlaraT He3a0aBHU CITELIHU MEPKH.

> ¢ ¢ ¢ & ¢ o

& & ¢ ¢

Koza ce naraza nabmodenue Ha cocmosruemo Bu:
¢ Bamugr nexap e NpaB¥ PeNOBHM aHAJMW3W HA KPBbBTA BH, 32 a € CHMIYDeH, ue
[IpuaraHaTa [03a e aZieKBaTHa M 4ye BbB BamaTa KpbB IOCTBIIBA HEOOXOAMMOTO
kosuyecTeo paxrop IX.
¢ IIpu npunoxeHHe Ha KOHIEHTpAaTH Ha ¢axrop IX, e BE3MOXHO 06pa3yBaHETO HA
KPbBHH chcupeuu (TpoM603a) M BRAKYBAHETO UM B KPBHBHHA noTok (embonus).
[Mopaay TOBA JleKapAT HAMA Jia MOBHIIABa HUBATA Ha akTop IX npHu naumeHTH,

npepasnosiokeHn KpM TpoMb03a (He noBeue or 60 % OT HOPMAJHHTE CTOHHOCTH).
OcBeH TOBa JieKapAT Ie HaGAIOJaBa BHUMATENHO TE3H MALIMEHTHKAKFQ H TE3H,

KOMTO IIOJIy4yaBaT BHMCOKH no3u HMYHAHWH. Ilpu

13,0 Emerminive 500 10 MRE_BH_BO Holgeris
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Cpen Te3u YCIOKHEHHA, HampuMmep, Morat za Obaar TpombGoeMOOJHA WM
KOHCYMIITHBHA KOATy/JOIATHA.

Kozamo xwspaenemo npoosadicasa:

¢ KoraTo KpbpBOM3NMELT Bu He Moxe Aa ce KOHTpoaupa ¢ MMYHAHH, ueza6GaBHo
uHopmupaiiTe Bamust sexkap. BB3MOXHO € Ja cre pa3sBHAH HMHXHOHTODH Ha
¢axrop IX. MHxuburopure Ha daxrop IX ca aHTHTena B KpBBra BH, KOHTO
HEYTPaJIU3MpaT AeicTBHeTo My. ToBa HamasABa edukacHocrta Ha UMYHAWH nipu
JIEYEHUETO HA KDPBHBOM3AWBH. BamuaT nekap we nposefe HeobOxopuMurte
U3CIeABaHH, 34 1A CE YBEPH B TOBA.

¢ CbmecTBYBa BB3MOXKHA BPB3KA MEXKAy IMOABaTa HAa MHXuburopu Ha ¢akrop IX u
NpOABATA Ha aJIEPrHYMHHU peakuuu. IIpu mamueHTH ¢ WHXHOHTOpH Ha (akrop IX
CbIIECTBYBA ITOBHINIEH PHCK OT MHpOsABAa Ha aHaDHMIAKTHYHH peakHMUH. 3aTOBa
NallMeHTH C PA3BUTHE Ha aJiepruyHa peakuus, Tpsabsa fa 6paaT u3c/IeABaHMU 3a
HaNAH4YKNEe HAa HHXHONTOPH Ha PakTop IX.

Heya
HaMa 70CTaThYHO KIMHHYEH AaHHH 3a NpuioxkeHneto Ha UMYHAMH npn Aeua nox 6

roZUNIHA Bb3PAaCT.

Yoorpeda HAa APYIH JdeKaApPCTBA
Mosnsi uHpopmupaiTe Bammsa snexap uau dapMaleBT, AKO NPUEMaTe WM HACKOPO CTe
NpHEMAJH JPYTH JIEKAPCTBA, BKIIOYHTEIHO H TAKHBA, OTHYCKaHHu 0e3 penenra.

He ca uzsecTHH B3aumogetictsusa Ha UMYHAWH ¢ pyrH JiekapCTBEHH NPOAYKTH.

MMYHAWH He Tpsa6Ba zja ce CMecBa C ApyTH JeKkapcrsa npezH ynorpeba. ToBa Moxe /1a
NMOHMXXH e(PHKacHocTTa M Oe3onacHocTTa Ha TNIPOAYKTA. AKO INoJy4daBaTe M APYTH
JAeKapceraa npes ofmust BeHO3EH N'bT, TO TOH TPADGBA Ja ce ripoMUe ¢ IOAXoAA1L pa3TBOP,
Hanp. (JH3HOJOTHYEH PA3TBOD Ha HATPHEB XJODH7, Opead H cjaea HHOpy3uaTa Ha
WUMYHAMUH.

BpeMeHHOCT H KbpMeHe
Xemoduausa B ce cpeilla MHOTO PAZIKO NPH keHH. [Topaau TOBA HAMA JOCTATHYHO OMMT
OTHOCHO NMpHAOkeHHeTo HA UMYHAWH no speMe Ha 6PEMEHHOCT H KbPMEHE.

Hudopmupaire Bammua sexap, ako cre 6peMeHHa HIH KbPMHUTE, U TOH LIE MPELeHH Aau
MOXKe Aa Bu ce mpunara UMYHANH.

INodpupane u padboTa ¢ MAIAHHA
MMYHAWH He moausiBa cnocobHoCTTa 3a modupaHe H paboTa ¢ MaLIMHH.

Baxma urdopManus 3a HAKOH OT CheTaBkuTe Ha HMYHAWH |
Korato neKapCTBeHM NpPOAYKTH Ca TIPOHM3BEAEHH OT 4YOBellKa KDPDBB HJHM IIJIA3Ma,
3aBJKUTEIIHO Ce NpeAlpUeMaT onpeieIeHH MepKH 3a IIDEAOTBPATABAHE Ha MPeaBaHEeTo
Ha MHEeKUHH Ha nanuedTa. Te BKAIOYBAT BHHMATEHA CeNEeKIHA Ha IOHOPHTE Ha KPBB H
nJia3ma, 3a 7a © CUTYPHO, Ye € H3KJIOUEH PHCKBT OT NpeJaBaHeTO Ha WHQEKLHH, H
TeCTBAHE HA HHAMUBHAVAJIHHUTE AAPABAHHS H HA IUIA3MEHHTE MNyNOBE 32 CNelHPHYHU
IIPH3HALM 33 HAJTHYHe Ha BUpycH/HHPekuu. IIpOU3BOAUTENIHTE HA TE3H NPOAYKTH ChIO
BKJIOUBAT OlNpeZeseHH eTanu B npepaboTkaTa Ha KPBB H IJIa3Ma C el HHAKTHBHPAHE HIIU
OTCTPAHABaHe HA BUPYCH.

Bbopeks TOBa, KOraTO Ce MPHJAAraT JeKapCTBeHH IIPOJAYKTH, NPOH3BE

JI€HH OT 4YOBEIIKa
KPbB MJIH IUIa3Ma, He MOraT Z1a 6'b/1aT HAITJIHO H3KNIOUEHH HHDESKH] 2
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AbJDKALKM Ce HAa IMPEflaBaHeTO Ha HHPEKIHO3HH NPpUYMHHTENIH. ToBa BaXH U 3a
HEHM3BECTHH H OTHOBO MOSIBHJIHA C€ BUPYCH H IDYTH ITATOTC¢HHU.

Te3n Mepku C¢a € AOKa3aHa e(PeKTHBHOCT NpH OOBUTHTE BUPYCH KATO YOBEIIKHA HMYHO
AepunmureH supyc (HIV, BupyceT, koiito npuunHasa CIIMH), xenatut B BUpyca ¥ XenaTUT
C Bupyca, a npH HEOOBHTHTE — XEITATHT A BUpPYyCA.

BHUpyC HHAKTHBHpAMWTE/OTCTPAaHABAIM IPOLEAYPH MOXKEe Ja HMMAT MMO-OrpaHHYEHOo
BB3EHCTBHE CHpPAMO BuUpycHTe 0e3 smnuaHa OOBHBKa, KAaKBBTO e MapBOBHpYC Big
(BUPYCHT, KONTO MpuunHABa HHbekuusTa epureMa). [lapsoBupyc B1g MoKe 2 npuiKHEY
CepHO3Ha HHQeKLNA npu SpeMeHHH keHH (MHPEeKTHPaHe Ha NJI04a ), KAKTO H NNPH JIMLIA ¢
[IOTHUCHATa HMYHHA CHCTEMa MJIH CTPajalll| OT opezesieH B/ aHeMHs (HAIIp. ChPIIOBHAHA
KJIETbYHA AHEMHSA HJIH XeMOJIHTHYHA aHEeMuA).

Axo 4decro yrnorpebsBaTe IMPOAYKTH OT YOBEINKA Ia3Ma, BammaTr nekap Moxe fa Bu
NMpenopbpuya Aa ce HMyHU3auupaTe 3a Xxenatur A U B.

AKO ToOJyYaBaTé BHMCOKH JHeBHHM 1031 HMYHAWH, chabpxaHueTroc Ha HaTpuil B
MaKCHMaJIHaTa AHEBHA [03a MOXe Ja NpEeBUIIH 200 mg. Mojasa, HHpopMupauTe Bamus
JleKap, ako cre HA ODezHa HA HATpuit auera. Toil e o6BpHe crielaJJHO BHUMAaHHE HA TOBA.
Crporo ce npenopbpyuBa BCEKH BT, KOraTo IoJyuaBaTe 7032 UMYHAHH, na 3amucBaTe
HMeTO H NapTW/JHHs HOMED Ha NPOAYKTa, 3a [Aa BOOWUTE CTPHUKTHA OTYETHOCT Ha
MapTHANTE, KOUTO CTE U3IM0/3BaJIH.

3. Kax aa ynorpedasare AMYHAWUH?

JleueHHeTo TpsOBa Aa ce 3amouyHe IIOJ KOHTPOJIA HA JIeKap-ClelHaNMHCT B JISYEHHETC Ha
xemodunus B.

JlekapaT mie onpeaesH HOAXOAAIIATA J03a 3a Bac. ToBa ToM ule HANPaBU BBL3 OCHOBA Ha
BameTo MHAUBHAYAJIHO CBCTOAHHE. Mo, HHpOpMUpaHTe I'o, aKO HMaTe YyBCTBOTO, 4e

edexrvT Ha UMYHAVH e npexaseHo CHICH HJIM IIPeKaJIeHo cab.

/A O03HApOBKA 3a IPOPMWIAKTHKA HA KDDHBOH3/IMBH

Axo wuznonzpate WMYHANH 3a pga npenorspaTHTe (NPOPHAAKTHKA) KPBHBOW3JIHBH,
obuuaiinuTre 103K ca 20 710 40 IU (IU = International Units — MeXXaAyHapOgHH €ANMHHIIH)
daxTop IX / kg TenecHo Ters0 Ha HHTEPBaJIM OT 3 - 4 JHU. B HAKOH Cciy4dau, CIIELIHAJIHO
MpM TMO-MJAaAM MaIeHTH, MOXEe /a ¢a Heo6XoAHMH TMO-KPaTKU MHTEPBaJd Ha
[IPHIJIOKEHHE UJIH IT0-BHCOKH JIO3H.

A 03MpoBKaA 3a JIEUdeHHE HA KPHBOH3/IHBH
Ako n3nosn3paTe HMYHAWH 3a JledeHUe HA KPBBOH3JIUBM, BalIHAT jekap e onpenenau

HOOXONAMATA 3a Bac 1033, u3noa3pauky cnegsarta GopMyna:

Heofxognmna exuHumu = TeaecHo terao (kg) X eaauo nosumanaue Ha daxtop IX (%) (TU/dl) x 1.1

Habaoaenne Ha cpcroaaneTo Bm or crpana Ha Bamvus jyiexap
BamusaTt sexap me nposene HeoOxoaumuTe nabopaTopHHU H3CAeABaHHS Ha OIpeAesICHH
HHTEPBAJIH, 34 []a € CHTYPHO, 4€ HMaTe Heo0X0auMOoTO KonuuecTBO hakTop IX B KPBBTA CH.

IIanuenTH ¢ TEXUONTOPHN

AKO IIPM NIPHJIOKEH ME HAa ONpeAeseHaTa J03a He Ce IOCTUraT OYaKBaHUTe HHBA Ha (aKTop
IX B kppBT2 BH HJ/IH KDBBOH3JIHBET HE MOKe a Ob7e OBIAAH, TOBA MOKe /1a ce ABJIXKH Ha
Hanauuvero Ha wuHxuOuTOopH Ha ¢axrop IX. Bamuar Jexkap e IPOBEPH TOBA,
IPOBEXKAAHKH HE0OXOQUMHTE H3C/IeABAHHA. T

Axo cre uarpagnau nuxubutopy Ha daxrop IX, Bue moxke 61 ce H
kosm4yecrBa MMYHAWH, 3a Aa KOHTPOJMpAaTe KPbBOU3IHBHTE.
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moraT za 6baaT oBaaAAHM, BalIuAT Jekap MOKe Zja TIPeleHH Aa M3M0A38a aITEPHATHBEH
npoaykT. He nosumasaiiTe fjo3ata Ha UMYHAWH, ¢ nes ga KowTposampaTe KpBBO3JIHBA,
6e3 a ce KOHCYNITHpATE 32 TOBA ¢ Baus Jekap.

YecTOTa HA MIPHJIOIKEHHE

Bamuat sekap me Bu 00ACHH KOJIKO 4eCTO M Ha KakBH HHTeppanu Tpsabsa xa Bu ce
npunara UMYHAHWH. Tosa To# e HanpaBH Bb3 OCHOBA Ha HE%IHBH,I{}T&JIHOTG Bu
CBCTOAHHE H B3aBUCUMOCT OT Bamus orrosop Ha sgedeHnetro ¢ UMYHAHH.

IHpoaAIKHTE/IHOCT HA JICYCHHALTO
OBHUKHOBEHO c€ Hajlara MpOAb/IKHTENHO NeveHHe ¢ UMYHAMH.

Hauna Ha OpaaoKeHAe

HUMYHAWH ce npunara GasHo Ope3 eHa (HHTPABEHOZHO) CIef NPUTOTBAHE Ha PA3TBOP €
NpUACKeHHA B Habopa pastBopHTes. Moas, crna3BalTe CTPHKTHO HHCTPYKLMHUTE Ha

Bamua nekap.

Ckopocrra Ha rnpusaraHe 3aBUcH oT Bamua koMm@popT, HO He TpsabBa ga 6bae 1o-BUCOKA OT
2 m] 3a MHHYyTA.

¢ Tpabsa Aa ce H3MOA3BAT CaMO NPHAOKEHUTe Habopy 3a pa3TBapsHe U HHXKEKIHA/
UHOY3UA, 3aIOTC aKO Ce W3IOoJ3BaT [pPYrH, € Bb3MOXKHO IIPOCMYKBaHE Ha
UMYHAHH or BbTpellHaTA MM [OBBLPXHOCT, KOETO 7ld AOBeAe [0 IpeliKa B
AO3UPAHETO.

¢ AKO IoJIyyaBaTe U APYTH JieKapCTBa Ipe3 001uA BEHO3€EH ITET, TO TOH TPpAdBaA ja ce
OpOMHE C IMOAXOAALN PA3TROP, HANP. PHU3UOAOTUYUEH PA3TBOP HA HATPHEB XAODHA,
npenu u ciaed nabysuara Ha HMYHAHH.

¢ VUMVHAHMH 1psabpa Aa ce pa3TBOPH HENOCPEACTBEHO NPEAM IPHJIOKEHHUE U 71a Ce
M3I1013Ba He3a6aBHO (NPOAYKTET HE ChABPKA KOHCEPBAHTH ).

+ Huxexnmouuuat/MBOy3HOHHUAT pa3TBop € OHcThp nan nexko nogodeH Ha MAAKO

 (omanecueHTeH). Pa3TBOpUTE, KOUTO Ca MBbTHH HJIM MMAT YTaHKH, He TPAOBa Aa ce
M 3I10N3BAT.

¢ HeunsnosnsBaHHAT MPOAYKT WJIH OTHAABUHHTE MaTepHalH OT Hero Tpsabea pa ce
U3XBLPJAT B CHOTBETCTRHE C MECTHUTE H3UCKBAHHA.

PazrBapane Ha Ipaxa 3a NIoJydaBaHe HA HHReKINHOHEH/MHQPY3HOHCH
pasTBOP:

O6BpHeTe CIenHaHO BHUMaHHE, Pa3TBOPBT Ja Ce NPUrOTBH B YCAOBHATA HA Bb3MOMKKHO
HAaH-4YUCTA H CTCPUNHA cpena.

1. 3aTtonJere 3aTBOpPeHHA (DJIAKOH ¢ PAa3TBOPHTEN (BOAA 3a MHXKEKILMM) Ha CTaHHA
reMmnepaTtypa (MaxcumymMm Ao 37°C).

2. OrcrpaHeTre 3aNIMTHHUTE Kamayky oT ¢JiakoHa ¢ npaxa 4 pa3TBopHTenA (Qur. A) u
aesuH@ekupanTe ZiBeTe KaydyKOBHTE 3aNyLIAJIKH.

3. OrcrpaHeTe 3aIMMTHOTO Kamade OT eQWHHs Kpail Ha NpHJyoxkeHaTa TpaHcdepHa
Urna 4pe3 s3aBbpTaHe H H3ALpNBaHe. BbBejaeTe Hrjsarta Imnpe3 KaydyyKoBaTa
3amyumaaka Ha paakoHa ¢ pasteopHTeas (dur. B u C).

4. OrcrpaHere 3aIGMTHOTO Kamade OT ApYrua Kpaidl Ha TpaHcdepHaTa HIJId, KaTo
BHHMABATE Z1a He JOKOCHEeTe OTKPHTHSA KPaH.

5. O6bpHeTe hakoHA ¢ pa3TBOpHUTEa HaA PJIaKOHA C IIpaxa ¥ PHBSHE
HIVIA IIpe3 KaydyKoBaTa 3alyilaJika Ha (pJlakoHa ¢ npaxa (pH ,%‘ '

me &b7e U3TErJICH BbB PJIaKOHA C IIpax Ypes3 BAKYYM. &t
&
cry
—-
e
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6. Paspgesere gBaTa pnaxoHa ypes3 OTCTPAaHABAHE HA TpaHCPEpHaTa Uria oT GakoHa C
npaxa (¢pur. E). BuumMaTenHo pa3knarere Uy 3abprere GAakoHa ¢ Ipaxa 3a Aa ce
YCKOPH Pa3TBaPSIHETO. o

7. Cien MpIHOTO pPa3TBApAHEe HA Mpaxa, BbBeAeTe [IPH0KeHATa Bb3AYyIHA Hria {(PHr.
F) n ofpazyBaHaTa naua me u3uesHe. OTcTpaHeTe Bb3AyIIHATA UTAA.

Huxexnuun [ uandysnn:
Ob6bpHETE CrIelMa/THO BHUMAaHHE Pas3TBOPBT Za Ce NMPUrOTBH B YCJIOBHATA HA BB3MOXKHO

HaM-4YKCTA K CTEPHJIHA Cpefa.

1. OTcrpaHeTe 3alMUTHATA KAaNAYKa HA IPHJIOXKEHATA QUITEDPHA HUIVIA UPe3 3aBhpPTaHe
Y U3BPIBAHE U s MOCTABeTE BLPXY CIPHHUOBKATA 32 €JHOKPATHO NPUJIOIKEHHE.
HU3Ternere pa3TBopa B cnpuHIoBKaTa (¢pur. G).

2. Pasgesiere cipHHIOBKAaTa OT QHATHPHATA Hra ¥ O3aBHO HHIKEKTHPaHTe pa3TBOPa
BEHO3HO (MakCHMaJiHa CKODOCT 3a HMHXEKTHpaHe 2ml/min) ¢ npuioxeHaTa
UHQY3HOHHA CHcTeMa (MK NIPUJIOKEHATa HIVIA 33 €JHOKPATHO IPHJIOKEHHE).

AKO ce npujara 4pe3 MHQpy3Hua TpaAOBa a ce U3n0JA3Ba CHCTEMA C KPUJILA 33 eAHOKPATHO

IIPUJIOXKEHHE ChC CHOTBETEH QUATED.

Duar. A <¢ur. B Our. C Gur. D Our. E Gur. F Our. G

Axo cre ynorpefmim mo-roasmo kKommuecrBo HMYHAUH, OTKOAKOTO e
He00X0 MO

Monsa, nudopmupaiite 3a ToBa Bamusa nexap. Jlocera He ca CbOOIMIEHH CUMITOMH Ha
npego3upaHe C HOBEIIKH KpbBOoChcHpBam pakrop IX.

Axo cre 3a6paBwiH Aa ca npuiro:xaTe HMYHANH
¢ He usnonsesaiTe ABOHHA /1033, 32 12 KOMIeHCHpaTe 3abpaBeHara.
¢ IIpoanbikeTre HEmOCpEZACTBEHO CJlell TOBA C IIpHJIaraHe Ha CJeABAlNATa J03a U Ce
NpUABPKAUTE K'BM NpenoppYaHus OoT Bamus jekap A03HPOBBbYEH DEKHM.
AKO MaTe HAKAKBH OOMTBIHHTENHH BBIIPOCH 3a ynoTpebaTa Ha TO3H JIEKAPCTBEH NPOAYKT,
nonuranTe Bamusg sexap viH GapMalesT.

4. BB3MOKHH HeXeJIAaHHU pPeakIinH

KaxTo BCHUKH JeKkapcTBa, UMYHANH Mosxe fia MpeAH3BHKA HEXENAHH eeKTH, MaKap Te /A
He Ce INPOABSBAT NPH BCEKH MNALUEHT. AKO YCTAaHOBHTE, Y€ HAKOH OT HEXEJIAHHTE Peakuiiu
CTABAT CEPHO3HH HMJIH 3a0esieKUTe APYrH, HEOIIUCAHH B Ta3H JHUCTOBKA, MOJIA YBEJOMETE
Bamust iekap Ui papMaLeBT.

YecroTaTa MM ce OnpeAensa cho6pasHoO cefHHTE KPUTEPHU: MHOTO YeCcTH{ZTTTO0

penxu (<1/10,000)
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Hapywenua Ha xoxcama u nogxoixcnama msxan: cepbex, 0dpus

Pecnupamopnu, 2psdnu U MeduacmuHATHU HaApyeHua: cuplex B I'bpJoTo,
BB3MAJIEHO I'BPJI0, CyXa KaIMLa

[ |

AASALAARE LS HCINC/IdM JICKRADOCILIEBOCHI DOANIIMY . HAYJEIIABOAE CATO MHOIC

Hapywenuna Ha kxpsema u numﬁuama cucmema: Heyrpanusupaily aHTHTEJA
(uaxubuTOopH) cpemy dpaxrop IX, AUK (ducemuHHpaHa HHTPAaBaCKyJlapHa KoaryJjarnus).

Hapyuienus Ha umyHHama cucmema: AeprudyHy peakiiii, BKJI. M aHadHIaKTHYEH
IOK, aHTHOEeAeM (BHE3anHO TIOABHAH Ce INOAYTHHH MO KOXKATA M JIMTABHIIHTE, ¢ UK De3
3aTPyAHEHUslT B IMperJIbIaHeTO H/WIM [HINAHETO), 3a4YepBABAHE, reHepaJu3HpaHa
YPTHKAapUs, OOPHB N0 KOKaTa, KONPHBHA TPECKa I10 LAJIOTO TAJIO (YPTHKAPHA).

Hapywenua va HepsHama cucmema: I'napo6onue, 6e3n0KOHCTBO, Chpbex.
Copoiexrriu HapyweHia: Taxukapaua, MHPaPKT Ha MUOKAPAA.

Cov0o6u Hapywenun: I1nOHMKABaHe Ha KpPBLBHOTO HaAraHe, tpomboembosui,
Gesonpobua embosus, BeHO3HA TpoMbo3a.

Pecnupamopnu, 2psoHu U MeQUACHIUHAARU HAPYULEHUR: 3aTPYAHEHO BAHIIBAHE
U /WK U3AHIIBaHEe, MOpaZH CTeCHABAHE HA AHXATCAHHTE IThTHINA (XPHITOBE).

Cmomauuno-upesnu Hapywenua: I'ajeHe, NoBpoILaHe.
Hapyuwienusn Ha xoxcama u nodxoxchama moexan: O6pus.

Hapywienua Ha G6o0peyume u nuxounume nosnuaya: HedpoTiueH CHHAPOM
(onpeneneno HapymeHHe Ha OnOpeunara ¢QYHKLHA, CBAIPOBOAEHO C NOAYBaHE HA
KJIeIIaYNTe, JJHLETO U JOJHHTE KpaiiHUIH, C YBeJIMUEeHHEe Ha TeJIeCHOTO TErJI0 H 3aryfa Ha
GenTbK Upe3 YpHHATA).

06w HapyuieHus 1 edexmu Ha MACIMOMO Ha NpuaoHcenue: Brpucane, Tpecka,
peaKIHH Ha CBP'bXYYBCTBHUTEJHOCT, NapeHe ¥ 60AKa B MACTOTO Ha WHQY3UA, CbHIUBOCT,
4YBCTBO 34 CTAraHe B IbDIHTE.

JICTHATE HCHKCNAHH JNCKAPCTBCHH DEAKIMHY €4 HAYIIONABAHN HDH NDOAVKTH

OT CRIIATATDVIIA:

CBpBXUYBCTBHTENIHOCT MJIH AaJIEPrHYHHM peakIMH, KOHTO MOorat Ja BKJKYBAaT
AHTHOHEBPOTHUYEH CHHJAPOM, mapeHe H 0oyka Ha MACTOTO Ha HH{PY3HsA, BTPHCaHE,
3auepBABAHE, reHepaJH3upaHa ypTukapus, raasobonne, o6puB, NOHHXKEHO apTEPHAJHO
HaJXAraHe, ChHJAHBOCT, rajgeHe, 0e3NOKOHCTBO, TaXHKapadsd, 4YyBCTBO 3a CTJATaHe Ha
rbpAauTe, CbpbeiK, NOBPBINAHE, XPUITOBE.

B eAMHUYHK CIy4aM TE3M PEaKIiMM MOPAT Jia NPOTpEcHpaT AO TexkKa aHadmiaxTuyHa
peaklHsA, BKJAKNYUTENHO H aHapHIAKTHYEH IIOK M TOBAa € B IMPAKa 3aBHCHMOCT OT
obpasyBaHero HA HHxHOHTOPH Ha (PpakTop IX.

ViMa cpobieHns 3a pa3BHTHE Ha He(QpPOTHYEH CHHADPOM, ONPENENIEHO HapyileHue Ha
Onbpeunara (YHKIHA, CHIIPOBOAEHO C TNOAYBAHE HA KJENAYHMTE, JIHLETO H AO/IHHTE
KpaHHHILM, C YBeJIHUEHHE Ha TEIeCHOTO Terso 1 3aryba Ha 6esrTbK ypes3 YPHHZ

B peaxw cyuau e HabmoiaBaHO MOBHINABAaHE HA TeJIeCHaTa TeMIepaTypd,

QOpMHPAHETO HA HeyTPaJM3HPAIIH aHTHTENa (MHXHOUTOPH) cpeury/ gk
Ce IIPOABH B HeAOCTATHUEH KAMHMYSH CIIPAMO JIEYEHUETO.

£33 Iwamnie 500 MRS PIL_BO itubgars \ _1



Baxter

Mma crobmenna 3a pa3BHTHE Ha HePOTHUYEH CHHPOM IIpH MALHEHTH ¢ XeMo(pHiua B,
Cleq, OITHTH 32 HHAYIMPaHe HA MMYHEH TOJIePaHC, M ¢ aJIepru4dHy peaKkiMy B aHaMHe3arTa.
YnorpebaTa Ha koHUeHTPaTH Ha daktop IX Moxe za posege o obpasysaHe Ha TpombOu,
KOUTO Jila nofagHat B kpbBHUA norok. IlocneacrBusra morat Aa ObpaaT MHQAPKT HA
mHokapaa, UK (IncemuuupaHa HHTpaBacKyJapHa KoaryJaauus), BeHo3Ha Tpomboza u
benoppober emGONMHIBM.

5. Kax aa cbxpanssare HMYHAWUH?
Jla ce cBXpaHABa HA MSICTO, HEJOCTBITHO 3a Jena!

Jla ce cpxpaHABa B XAaauAHHUK (2°-8°C)! /1a He ce 3ampa3saBal

Jla ce cpXpaHABa B OPHTHHAJIHATaA OMAKOBKa, 32 [1a Ce IIa3H OT CBeTJIMHA!

HUMYHANH He Tpa6Ba f[a ce M3M0a3Ba e HM3THYaHEe HA JaTaTa, O3HAYeHA BbPXY
KapTOHEHaTa KYTHA H eTHKeTa cael tekcra “ToageH po:”. JlataTa Ha H3THYaHe Ha CPOKA HA
FOAHOCT € TIOCJIEAHMAT JICH OT TIOCOYEHUS Mecell.

B paMKHTE Ha O3HA4YEHHUA ¢POK Ha rogaoct UMYHAWH mosxe aa ce cbxpaHasa nof 25°C,
HO 3a He nopede or 3 mecena! O3Hauvere mepHoza Ha CbXpaHeHHe nog 25°C BBPXY
KapToHeHaTa kKyTtus! H3pbH XJMafjMiHHK 13 ce CbXpaHfBa noj 25°C 3a He IIoBede OT 3
mecena! Bue Tpabea aAa uznonssare MMYHANMH B paMKHTE Ha Te3H 3 Mecena. AKo He Bu e
HeoOxXoauM NeKapPCTBEHUAT NpoayKT, Bue Tpadea Aa ro uzxespaure. He ro 3ampasapanTe
OTHOBO.

JexapcTBOTO HE TpAOBa Aa ce M3XBBPJISA B KAHAJNM3ALHMATA M C OMTOBHTE OTHAABLH.
IHonurauTe Bamusa dapmaneBT o KaKbB HAYHH 3 H3XBBPJIMTE JIEKAPCTBOTO, KOETO Beye
He Bu e HeobxoauMo: Te3u MepKH e NIO3BOJAT [ He Ce 3aMBPCsiBa OKOJIHATA cpefa.

JomrsnaATe HA HEPOPpMAIHA
Kaxeo cedopiuca HMYHANUH?

) 31 K H H H T
JlexapcTBEHOTO BEHIECTBO € YOBEINKH KoaryaanuoHeH daxrop IX. 1 QakoH ¢ ripax 3a
HHXEKIHUOHeH/ MHDY3HOHEH pPa3TBOP ChABPAKA 600 IU 4YOBEHIKH KOATYJIALMOHEH
dakrop IX.
1 ml pa3TeOp ChABPska NpUOAM3UTENHO 120 IU yoBeinkm KoarynayuoHeH gaxrop IX,
cnen pa3TeapsaHe B 5 ml BOja 32 HHXKEKLMH.
lIoMomHKUTE BelecTra ¢a HaTPHEB XJIOPUA U HATPHUEB IMTPAT.

PasreopuTten:

Boza 3a HHXeKLUH

Kax uszaewcda esrmumo HMYHAUH u xaxeo e cudopycaruemo Ha eoMa
onaxoexa?

UMVYHAWH e 651 M JIeKO XBITEHHUKAR MPaxX 3a IPHIOTBSHE HA Pa3TBOD 32 HHIKEKIHA.
Cnep pa3TBapsAHe C IPUACKEHNA pasTBOpuTes (BOZA 38 MHIKEKIMH) Pa3TBOPHT € DUCTHP

WU J1ek0 nogobeH Ha Misako (omasieciieHTeH ).

J1 H K Ta: 1x6001IU
Besaka ONIAKOBKA CHABDAKA: 1 3aTBOPEH € Kay4yyKOBa 3allylnaska dmamﬂ ¢ UMYHAVH
600 IU =T
1 3aTBOPEH ¢ KayuykoBa 3alymajka :@%
HHKEKLHU

L3 fmemwisivr sS850 U NMERE F_834G il garia




Baxter

1 TpaHCchepHaA Urna

1 BB3AYIIHA HIVIA

1 pUIATHPHA Ura

1 UI'71a 3a efHOKpaTHa ynorpeba

1 CIIPHHIIOBKA 33 eJHOKpaTHa yriorpeba (5 ml)
1 Habop 3a uHpYy3ua

ITpuTe:xaTesI HA paspemeHHeTO 3a ynorpeda:
NUmMme: BAXTER AG

SAapec: IndustriestraBe 67, A-1221 Vienna
@®Crpana ABCTpHSA

®|Tenedon: +431201000

= Pakc: + 43120 100 771

PerncrpammoHeH HOMep:
{XXXXXXXX}

Tosa AekapCTBEeH NPOAYET € PaspelleH 32 yIHoTpeda B cTrpanua-wieHkn Ha EEA
IO CVIEAHHTE THPrOBCKH HAHMECHOBAHM A

¢+ Agcrpusia: Immunine 600 1.E. — Pulver und Losungsmittel zuor Herstellung einer
Injektionslosung

Bearapusa: Immunine 600 IU

Kumrsp: Immunine 600 IU

Yexusa: Immunine Baxter 600 IU

Ecronusa: Immunine 600 IU

I'epmauus: Immunine 600 IE

I'sprius: Immunine 600 IU

Hpaauausa: Immunine 600 IU

Hranusa: Fixnove

Jlateusi: Immunine 600 IU powder and solvent for solution for injection
JIutea: Immunine 600 TV milteliai ir tirpiklis injeciniam tirpalui
Xonauaus: Immunine Baxter

Hopeerusa: Baxnine 600 IE

ITonma: Immunine 600 IU

[Topryrannsa: Immunine 600 IU

Romania: Immunine 600 IU

Cnoeakus: Immunine 600 IU

Cnoenuda: Immunine 600 IU

Hcnanusa: Immunine 600 1U

HIeenms: Baxnine 600 1IE

ObeauHeHOTO KpascTrBo: Immunine 600 IU
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Hdara Ha mocieJHO OZO0PEHME Ha IHCTOBRATA

{MM/YYYY}
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Caednama un@opmayun e npedHaA3HaLeHd Camo 3a MeCUYUHCKU Crneyuaaucmu.
CreaBsamara TabiMila CbAbpPXKaA I[IPENOPBHUYHTENHH VYKAa3aHHA 3a IOATBPKaHE HA
MHHHMaaHuTeé HuBa Ha Qakrop IX B xpweTa. IIpH CrnegHHTE BHAOBE KPBBOH3JIHBH
akTHBROCTTa Ha PakTop IX He TpabBa fa e MO-HHCKa OT ONpee/ICHUTE HHBA HA AKTHBHOCT
(B % ot nopmaTa usu B 1U/dl) 3a cporBeTHHA ntepHop. IIpH onpeaeneHu yCaoBusa, 0Co6eHo
B HAYaJIOTO Ha JISMEHWETO, MOXKE J]a C& HAJOXKH USTIONASBAHETO Ha 10-BHCOKH J103H.

Bua Ha xppeouaauea/ | Heobxoaumo HHUBO YecToTa Ha npuiaoxenye (uacone) /
THun xupypruuecka Ha PrakTop IX IIpoTB/LXKUTETHOCT HA JiedeHHeTo (THH)
onepaua (% or HOpMAaTA
_ — | wmsiU/d]) _ — _

KpbE JIHB

Hauyanna XeMapTpo3a, 20 — 40 | [Ipuaara ce Ha BcekH 24 4daca. Haii-Maiaxo B
MYCKYJI€EH KPBbBOHZIUB WJIHN NPOABIDKEHNWE HA 1 FAeH, JOKATO KPbBOMIAUBET Onje
KPBBOH3JIHB B  VCTHaTa oaaasH (Hokasares e OOJAKAaTA) WAH Cc€ IIOCTHIHE
KYXHHA aJleKBaTHO 3a3/ipapABaHe Ha paHaTa
lonsaM KpbBOM3J/IMB B CTaBa, 30 - 60 UuadyzanTe ce nNpHIaraT HA BCEKH 24 4aca B
MYCKYJ/IEH KDPBLBOH3IHE WAH NPOAB/LKEHHE Ha 3-4 ARM WM HoBede, AoKaTO oakaTa
XeMaToOM H OCTpHTE CHMII'TOMH &bJaT OBJAACHH.
ZKnBoTO3acTpaniaBamH 60 -100 NudyauuTe ce NOBTAPAT Ha BCEKH 8 0 24 Haca JO
KpPBbBOH3/IHBH OBNaZABaHe Ha ChCTOAHHETO.
r KH QI H __
Manaku 30 - 60 Ha BcekH 24 d4aca, B IpoXbJKeHHE HaH-MANKO Ha 1 JieH,
AOKATO c€ [OCTHrHE aJIeKBaTHO 3a3/ipaBABaHe Ha
BKJII09. 3b0HA eKCTpaKIIHA
|£aiiaTﬂ.
F'onemu ‘_— 80 —100 Huadysnure ce nNOBTAapAT HA BCEeKH 8-24 d4aca [0
CKBaATHO 3a3 BABAHEC H& HaTa, cJacl KOoCTO Ce
(npea- u aj Apa pa ’ A

OpHJAATa AOITBJAHHUTENHC 38 HAU—MAJKO olle 7 AHH C

C/eONICPATHEHO) Ies1 nopAbpikaHe akTHBHOoCT Ha @ IX oT 30% A0 60%.
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