Jincropka: nRGOPMANAY 32 NOTpebHTE A

Bepnare 250 TU

ITpax # pa3TBOpHTEN 32 HIXKECKLHOHEH AT HH(Y3IHOHEH pasTBOp

Yopemkn koarynaruoHeH pakrop

Beriate 250 IU

Vil

Powder and solvent for solution for injection or infusion

Human coagulation factor VIII

IIpogeTeTe BHAMATEIHO HLIATA JHCTOBKA, NPEIH A3 3ANOYHETE 3 HINO/3IBATE TOBA
NEXAPETBO, Thil KATO TH CHALPEA BakHA 33 Bac AndopManng.

3anaserte Tasu nucToBKa. MOke na ce HanoMH Aa A IpoyeTeTe OTHOBO.

AKO UMaTe HAKAKBH JOITBJIHUTENHH BBIPOCH, NONMMTaliTe Bamna nexap Wil ¢apMaLesT.

Tosa nexapereo e npeAmmMcano nudHO Ha Bac. He ro npeorcrenBaiire Ha ApyrH xopa. To Moxe
Za HM HaBpeJlH, He3aBUCHMO Y€ NPH3HALIHTE Ha TAXHOTO 3a0onaBane ca ChIHTe kaTo Bawmure.
AKO MOTy4HTE HAKAKBH HEMCIAHH JIEKApCTBEHH peakilM, yeeaoMeTe Bannis iekap WiH
dapmanepT. ToBa BKIKOYBA M BCHYKH Bb3MOMKHH HEXKENIAHH PeaKlMH, HEONHCAKH B Ta3H

KakBo cbABLpka Ta3H JHCTOBKA:

1. Kaxeo npeacrarniaea bepuare H 3a KakBo ce H3N0N3Ba

2, Kaxgo TpsOBa aa 3Haere, npeau ga usnomsare bepuare

3. Kak na veznonssare bepuare

4. B13MOXKHM HEHENaHH peaKuiH

5. Kak na cexpanssare Bepuare

6.  CoaspxaHHe Ha ONIAKOBKATA H NOMBIHHTEIHA unq)opmauuL
1. Kaxso npeacrasigasa Beprarte B 332 KaKBO ce H3NOJI3BA
Kaxeo e bepuame?

JHCTOBKA. BikTe TOUKA 4.

W3NbNHWUTERHA ATEHLIUA NO NEKAPCTBATA

JlucmoBka - Flpusoxanus 2
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Bepuare mnpenctaBnsBa mnpax W pasreopuren. [lpuroTBenmsr pasteop TpaGBa jga ce mpHiara
MOCPEJCTBOM HHKEKTHPaHe WK HH(Y3HA BLE BEHA.

Bepuarte ¢ IOTy9eH OT YOBEIIKA IUTa3Ma (TOBA € TEUHATA CHCTABKA HA KPBBTA) H ChALPKA YOBCIIKH
koarynanHoHeH $axrop VIII. Hanonssa ce 3a npenoTepaTaBane WiK CIHPaHe HA KPBBOTEUEHNE, KOETO
€ MpH4HHeHO oT JHnca Ha $paxrop VI (xemodrausa A) B KpreTa. Moxke Aa 6be H3NOI3BAH H 38
KOHTpONHpaHe Ha npunobur aedpuunT Ha daktop VIIIL.

3a kaxso ce usnonzea Bepuame?
®akrop VIII yyacTra B KpsBocECHpBaHeTo (Koarynammsta). Jluncara Ha daxrop VII osnayasa, e
KPLBTA HE MOMKE Ja C€ CHCHPBA TOJNKOBa O30, KOAKOTO TPAOBa K Taka ce yReIM4aba CKIOHHOCTTA KbM
KbpBeHe. BracTanorsBaneTo Ha dakrop VIII ¢ Bepuate BpeMEHHO IIE BH3CTAHOBH MEXAHU3MHTE Ha
KOAryJaums.

2.

Cneapamyre pasfens ceabpxar undopmanus, ¢ kosto Bue u Bamuat nexap Tpabaa fa

Kaxso Tpabna aa 3nserte, npejn aa manoazpare Beprare

npeau Aa wsnomeare bepuare.

He aznoassaiiTe Bepuare:

aKo CTe alepriyiHy (CBPEXYYBCTRHTEIIHH) KbM JOBCIITKH KOATYJALHOHEH (akTop
HAKOA OT OCTAHAIMTE CHCTABKH Ha TOBA JIEKapcTBO {(H30poeHH B TouKa 6).
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IIpeaynpexaenns B NpeanazHH MEPKH

Ilpocnenumoct
Crporo ce npenopr4Ba BceKH BT, KoraTo npuemare Bepuare, a 3anMcBaTe JaTaTa Ha pHIaraHe,
DapTHIHHA HOMEP Ha NPOAYKTa H HIDKEKTHPaHHA o0eM BhB Batnus AHEBHHAK Ha NEICHHETO,

I'opopete ¢ Baimua nexap win gapmanerT npeau aa u3nonssare bepuare.

BB3MOXKHH Ca peakiMy Ha CBPBXYYBCTBHTEIIHOCT OT anepriuyeH Tril. Bamust nexap TpaGea aa Bu
NpeAyNpeaH 33 PAEEATE NPA3IHANH HA PEAKIHA HA CBPbLXUYBCTBHTeNHOCT. Te BKIIOYBAT
KOMpHBHA TPECKA, FeHEPAITH3HpAH KOXKEH OOPHR, TEXKECT B FbPAMTE, XPHITOBE, CTIaJaHe HA KPHBHOTO
HajATaHe H aHadwIakcHd (CepHO3Ha aNepriyia peakuys, KOSTO NMPHIHHABA TEXKHA JHXATEHH
3aTPyJAHEHHA HIH 3aMadHOCT). AKO ¢ MOABAT Te3H CHMUTOMHE, TpubBa Be3aGaBHO XA
OPeKPATHTE HINON3BAHETO HA NPOAYKTA H JIa ce CBbpKeTe ¢ Bamua Jexap.

-~ ObpazypaneTo Ha HEXROHTOPH ( AHTHTENA) € U3BECTHO YCIOKHEHHE, KOSTO MOXKE Aa BB3HHKHE IO
BpeMe Ha JIE9EHHETO ¢ BCHYKH JIEKAPCTBA, ChAbpkamu daxrop VIII. Teau urxnburops, ocobeno
BBB BHCOKH HHBA, CIIMPAT MPABWIHOTO AcHCTBHE Ha JievyeHueTo # Bue win Bamero aere me Guaere
NpocneqsBaHA BHUMATENHO 34 Pa3BATHE HA TE3H HHXHOHTOPH. AKO KbpBeHeTO NMpH Bac mwin Tosa
npH BaueTo nere He ce Konrpomupa ¢ bepuare, nesabasHo vHGopMupaitre Bamns exap.

- AKo ca BH Ka3aJH, 4¢ MMaTe chbpeyHO 3a00N4BaHe WK CTe B PHCKOBA IPyTia 33 ChPACYHH
3abonapannd, ysegomere Bamua nexap unn apMauesr.

- Axo 3a npunarasero Ha Bepuare ce HyaaeTe OT LIGHTpa/IeH BEHO3€eH KateTsp (central venous
access device, CVAD), Bamusar nexap Tpabsa na s3eme ripeBHA PHCKA OT YCJIOKHEHHA, CEBP3aHHE ¢
CVAD, BmouHTe/IHO JOKATHH HHGeKIMH, OaKTepuH B KpbBTa (bakrepHeMHs) M KPbBHH ChCHPELH
B KPBBOHOCHHTE ChAOBE (Tpom603a) B 00acTTa Ha KaTerspa.

Banmst nexap llie npeleHH BHUMATENHO MOJI3HTE OT Neuenue ¢ bepuate cnpamo pACcKoBeTe OT
Pa3BHTHE Ha TAKHMBA YCIOKHEHHA.

Bapycna Ge3onacuoct

Koraro nexapcTBaTa ca nmoydeHH OT YOBEIIKa KPbB HIIH IUTa3Ma, C¢ NpEANpHeMaT ONpeleIeHH MCPKH,
3a J1a Ce NPEJOTBPATH NpeaaBate Ha HHOeKIMA Ha nauueHTHTE. Te BRHOYBAT BHHMATENEH Noadop Ha
NAapHTENIHTE Ha KPBB HIK TU1a3Ma, 33 A2 CTE CHIYPHM, Ue PHCKET OT NPEHOCHME HHPCKIMM € UAKITIOUSH, 1
H3CJCABAHE HA BCAKO JapEHHE M NasMeH cOop 3a HanMume Ha BHpyc/HAQekmnn. [IpoH3BOIHTEHTE HA
TE3H IPOIYKTH BKIIOUBAT ChIIO CTHIKH B 00paboTkaTa Ha KPBbBTA HIH NJ1a3MaTa, 3a 1a HHAKTHBHPAT HIH
OTCTPAHAT BHPYCHTE H APYrHTE NATOrEHH. BbNpexu Teau Mepku, KOTaTO Ce MPHAAraT JIEKApCTBa,
MIOYYEHH OT YOBEIIKA KPBB HIH IUIa3Ma, BEPOATHOCTTA OT NpeAaBaHe Ha HAGEKIHA He MOXe Ja ce
H3KTIOYH HAITBIHO. TOBa € NPUNOKMMO CHIIO 34 BCHYKH HEH3BECTHH MIIH HOBOTIONBHIIM C€ BUPYCH HITH
3a IPYTH THIIOBE HHEKIMA

Mepxure, KOHTO C NIpeANpHEMaT, ce OLIeHABAT KaTo epeKTHBHH 32 OOBHTH BHPYCH TAKMBA KAaTO
yoBellkua HMyHoAehuupTed Bupyc (HIV, BHpyc Ha npuaoSHTaTa HMYHOHEAOCTATHYHOCT), XENATHT
B Bupyca u xenatut C BHpyca (Bb3naieHHe Ha YepHus Apob) U 33 HEOOBHTH BUPYCH KATO XeNaTHT A
BHpYca M napsoeupyc B19.

BawaT nekap Moxe N1a Npenopbya BAKCHHALHA CPelly XenaTHT A H B, ako decto/nepHoguaHo
npHeMaTe NpoAYKTH, MOMY4EHH OT YoBellKa wiasMa (uanp. ¢axrop VIII).

APy JexapcTsa B Geprare

- Hudopmupaiite Bamua nekap i hapmauesT, ako npHeMaTe, HACKOPO CTe IPHEMATH WIH ©
Bb3MOJKHO /I PHEMETE APYTH JIeKAPCTBA.

- bepnate He Tpabpa na ce cMecBa ¢ APYTH JeKapCTBa, Pa3pPEIMTENIH H PASTBOPHTEIH,
TIPENOPBYAHHTE OT MPOH3BOAUTENA (BIKTE TOUKA 6).

Bpemenroct, kbpMeHe B QepTATHETET
- AKo cTe GpeMEHHa WIH KLPMHTE, CMATATE, He MOXKe a cTe OpeMeHHa WM TUIaHWpdad 0%
NoCHBETBAATE Ce ¢ Bamua nexap wid dapMaiesT npequ ynorpebara Ha TOBA JICRADRT R 4



- Ilo Bpeme Ha GpemeHOCT H KbpMeHe, Bepuare Tpa6pa aa Gbae NpHeMaH caMo NIPH KATETOPHYHH
[MOKA3aAHHUA.

- Hsma faHHH 33 BIHAHHETO BLPXY depTHIMTETS.

IMlodmpane B paGora ¢ MAIIMAR
Bepuarte e MoBIMARa cNocobHOCTTa 3a MopHpaHe M paboTa ¢ MAIIMHM.

Bepnare coAbpka BaTpRii
bepuare 250 TU 1 500 TU cpabpxa no-Manxo or 1 mmol uatpHii (23 mg) 3a duiakon, T.e. MOXKE fia ce
KaXe, Y€ MPAKTHYECKH HE ChILPIKA HATPHEA.

3. Kak aa manoxssate Bepaate

Bunaru usnon3gaiite bepuare Touno kakro By e kazan Bammsar nekap. AXO He CT€ CHTYPHH B HeIlo,
nonxTaiite Bamus nekap win QapMaliceT.

JleuenneTo Ha XemopunHa A TpaGea a 3amoqHe H a ce MpoBek/ia 1o/l HaGMoNeHHE OT JIEKap C OIHT B
JIEYEHHETO HA TOBA 3a00/IABaHE,

Jo3BpoBKa

Komuvectsoro daxrop VIIL 0T KoeTo Ce HyXAaeTe, M NPONb/DKHTETHOCTTA Ha JICYCHHETO I 3RBHCAT
OT HAKOJIKO (aKTOpa, KATO HanpHMep, TeJlechoTo Bu Tero, TexecTTa Ha 3abonasatero BH, MACTOTO H
HHTEH3MBHOCTTA Ha KBPBEHETO TIO BPEME Ha ONePaliia WIH Hacaensane. Ako B msnmmnar bepHare 3a
TIPUIOKCHIE B SOMAIIHH YCI0BMA, BAMST Nexap me ce yBepH, 46 3HACTE Kak Aia TO HHKCKNPATe B
KaKBO KOJIMYECTBO Jja H3NOI3BaTe.

Cnedsaiime yKa3anuama, Koumo cme noayuuiu om Bauua nexap unu om meduyunckama cecmpa &
HeHnTopa 34 1EYeHUe HA XeMoPuIun.

¥Ynorpe6a npH Aena H WHEOIHA
Hozata ce onpesiens B3 OCHOBA Ha TENECHOTO TELIIO H & H3UHCJIABA IO CHITAA HA4HH KaKTo MpH
BB3pACTHH HallHCHTH.

AKO cTe H311013BAH NOBeqe 0T HeOGX0AEMaTA 1032 Beprate
He ca noknaasann cHMnToMH Ha npeno3npane ¢ FVIIL

AKO0 cTe IpONYCHAJIH Aa W3H0.13BaTe beprate
HesabasHo npuiokere cnenpamara 1033 H NPOARDKETE JIEYEHHETO HA PABHH HHTEPBATM MO HAMHHA,
npemTHcaH ot dekapa BH. He npuemalite apoiina no3a, 3a aa XOMIIEHCHpPATe MIPOITYyCHATATA.

PasrBapuse H LT HA BLBEKIAHE

Obugu uncmpyxuuu

. IIpax®T TpAGEa a ce cMecH (PA3TBOPH) ¢ pasTROpHTEN (TEUHOCTTA) U 1A ¢ M3TErJIH OT (akoHa
B aCENTHIHH YCIIOBHA.

. Pa3tBoprT TpabBa qa Obioe GesliBeTeH HIH JIEKO onaneclumpan, T.e. MOXKeE Aa HPOGMOB& Koraro
ro BAMTHETE KbM cBeriHara. [loHsakora BbB (iakoHa MOTAT [a ce MOABAT YacTHilH. DUNTEPET,
BK/IIOYEH B MpexBrpiamore m3genne Mix2Vial, npemaxsa Te3sn uacTHiM. DHITPHPAHETO HE
OKa3B3 BIMAHHE BLPXY H3UHCIAABAHETO Ha J03HpoBKata. Cnen QuTpHpaHe M H3TETNIAHE Ha
NpoAYKTa B CIPHHUOBKATA (BHIKTE MO-AQMY), pasTeophT TpAGBa Na ce npoBepH BH3YalHO 3a
MaJKH YaCTHIM HIH MPOMAHA HA BeTa mpean aa 6vae npuioxeH. He usnonapaiire pas’mopa B
COPHHIOBKATR, aKO € BHAMMO METECH MITH aK0 ChIBPXKa YACTHLH HWIH NPYTH 3aMH) DOApRIA. .

. IponykrsT TpaGBa Aa ce H3MON3BA He3abaBHO clie]l KATC € MPEXBBLPIIEH B
CBXpaHABaifTe MPOAYKTET B CIPHHLIOBKATA.

. Hen3nonisaHara 4acT OT NpPOAYKTa WIH OTHAABYEH MarepHan TpaOBa Af
COope MECTHHTE H3UCKBAHMA M 10 HAYHHA, YKA3aH OT Bainug nexap.

Pazmeapane



Be3 na oTBapaATe HUTO eIWH OT JBaTa (iakoHa, 3aToruieTe npaxa bepuate W pa3TBopuTeNA A0 CTalHa
W TeNecHa TeMnepatypa. ToBa Moxe a Gblie HANPaBEHO KATO OCTaBHTE JBaTa (iakoHa Ha cTaiiHa
TEMIIEpaTypa 3a OKOJIO Yac HJIH aKO I'M IbPIKHTE HAKOJIKO MHHYTH B PBIIE.

HE narpsgaiite aupekTHo dnakonute. dnakoHuTe He OHMBa 1a ce 3arpsBaT HaJl TeJIeCHa TeMIiepaTtypa
(37°C).

BHHMMaTeIHO OTCTpaHeTe 3alIMTHHTE Kanayky Ha (iakoHHTe ¢ fpaxa ¥ pasTBOPHTEI, NOYHCTETe
TYMEHHTE 3anyLIaIKH ¢ TAMIIOH, HanoeH ¢ ankoxoia. OcTtaBeTe (iakOHKTE la U3CHXHAT Npeay Aa
OTBOpHTE onakoBkata Ha Mix2Vial, cien koeto cneBaiite MHCTPYKUMMTE, ONIMCAHH MO-/0JTY.

o) 1. OrBopere onakoekata Ha Mix2Vial, kaTo OTJI€NHTE Ha MOKPHTHETO.
He usBaknaiire Mix2Vial o GiicrepHaTa onakoBka!

~ 2. [MocTraeeTe (hnakoHa ¢ pa3TBOPHTE/IA BbPXY PaBHA, YMCTA
‘_L, 1 NOBBPXHOCT H ro 3apbkTe 3apaBo. Biemere Mix2Vial, kakro
= CH € B OiMcTepHaTa OMakoBKa, M HATHCHETE H3/laJieHaTa 4acT B

Kpas Ha CMHHs a/anTop HPaBo HAJONY Npe3 ryMeHaTa 3anyinanka Ha
dnakona c pazrBopuTens.

Habopa, KaTo JbpkuTe pba H H3ABpIIaTe BEPTHKAJIHO NPaBO Harope.
VBepere ce, 4e cTe OTCTPAHWIM CaMO ONaKoBKaTa, a He Mix2Vial

L 3. BuuMatenHo otcTpaHeTe GnucTepHaTa onakoska or Mix2Vial
YCTPOHCTBOTO.

OGbpHeTe 00paTHO (iakoHa ¢ pa3TBOPHUTENA, C IPHKPENEHHA KbM

1 Hero Mix2Vial Habop ¥ HaTUCHeTE W3/1aJIeHaTa 4YacT Ha Kpas Ha
Npo3pavyHHs AJaNTOP NPABO HANOJY NpPE3 ryMeHaTa 3anmyuaika Ha
(nakoHa ¢ npoAyKTAa.

E 4. INocrasete ¢1akoHa ¢ NPOAYKTA HA paBHA W cTaOMIIHA MOBBPXHOCT.
i
4 PESTBO[JHTCJIS[T Be€JHara uie U3Tede BbB qmaxona C MpoAyKTa.

5. C ennara peka xsaHere Mix2Vial HaGopa OTKbM CTpaHaTa Ha
MPOIYKTa, a ¢ Apyrara pbka - OTKbM CTpaHaTa Ha pasTBOPHTENSA H

yacth Ha Habopa. M3xebpnere ¢nakoHa Ha pasTBOPHTENS, C
NpHKpeneHHs KbM Hero cuH Mix2Vial aganTop.

6. BHuMaTenHO 3aBbpTETE (P1akoHa ¢ MPOAYKTa C MPHKPENeH KbM
HET0 NpO3payeH ajanTop, A0KaTo BEUIECTBOTO CE pa3TBOPH HAITBJIHO.

J:? pa3sBHHTETEe BHHMAaTeHO OOpaTHO Ha 4YaCOBHHKOBATa CTpeJika JBeTe
&, He pasknamaiire.
-_—

T 7. UsterneTe Bb3AyX B Npa3Ha, CTEPHIHA CrIpUHLIOBKA. KakTo

1 (G1akOHBT Ha MPOAYKTA € U3NPaBeH, CBbPIKETE CIIPHHLIOBKATA KbM
MSACTOTO ChC 3aKIH04Bal MexaHu3bM TN Luer Bbpxy Mix2Vial kato
5, 3aBBPTHTE MO MOCOKA Ha YaCOBHMKOBATa cTpelika. MHkekTHpaiite
BB3yX BbB (hJIaKOHa C NMPOIYKTA.

H3imeznane u npuiodxcenue




A 8. Karo pgbpxkure HaTHcHaTo OyTajoro Ha CHpPHHLOBKATa,
.. | o0bpHeTe cucTeMaTa HaoONMakKH W M3TerjieTe pastBopa B
CINPHHLIOBKATA KaTO GaBHO M3Ter/ATe GyTANoTO HAa CIIPHHLIOBKATA
g Hazomy.

o,

9. Cnen KaTo pa3TBOPHT € NMPEXBBPJIEH B CMIPHHIIOBKATA, XBaHETE
3ApaBO CNpHHLOBKaTa (Karo OyTajoTo Ha CNPHHLIOBKAaTa CO4YH
Hamolmy) W paskadere npospaynus Mix2Vial amanTop ot
CIIPHMHLIOBKATAa KaToO pa3BUHTHTE OOpaTHO Ha YacOBHHKOBaTa

cTpeska.

H3nonssaiite Habopa 3a BEHEMyHKLMs, KOMTO ce MpeocTaBs ¢ NPOAYyKTa, BKapaiTe Urjara BbB BeHaTa.
Ocragere kpbBTa 1a npoTeye 06paTHO KbM Kpas Ha TpbOara. [Ipikpenere cripHHIIOBKATa KbM Hapesa
Ha 3aKJIFOYBallMA Kpaii Ha KOMIUIEKTa 3a BeHenmyHKiA. HaskekTHpaiiTe 6aBHO NPHIOTBEHHS
pa3TBOp BbB BeHATA KaTO C/ieJiBaTe yKa3aHUATa, KOMTO CTe Noiy4nin ot Bamus nekap. CkopocTTa Ha
WHXXEKTHpaHe WM HHQY3Hs He TpaOBa 1a npesuiuapa 2 ml/MuHyTa. BHMMaBaiiTe 1a He HaBlie3e KPbB B
CMPHHLIOBKATA C MPOIYKTA.

Korato e HeoGxonumo ronsam obem, Moxe J1a ce M3M0JI3Ba BbBex/iaHe Ype3 HHGY3Hs KaTo alTepHaTHBa
3a npuaaranero. [IpuroTBeHusT pa3reop TpaOBa 1a ce NPeXBBPIIH B 0100peHa HHY3HOHHA CHCTEMa.
Undysusra Tpabea na 6bae HanpaBeHa criopell yKa3anuaTa Ha Bawus exap.

Cnenere ChbCTOAHMETO CH 3a BCAKAKBH CTpPaHWYHM peakLMH, KOUTO MOraT Jia ce NpOosABAT BEAHAra. Ako
3a0enexuTe HAKAKBH CTpaHH4HH pCAKLIHH, KOHTO Ouxa Moru ja ca CBBHP3aHHM C MPUJIOKEHHETO Ha

Bepuare, xekTHpaHeTo WK HH(pY3uaTa TpaGea 1a 6baaT npekpaTeHH He3abaBHO (BHIKTE CBILO TOYUKA
2).

AKO MMaTe HAKAKBH JIOTTBJIHHTEIHH BBIIPOCH, CBbP3aHH ¢ yroTpebara Ha ToBa J1€KapCTBO, MONHUTANTE
Bamms nekap wiu dapmauesr.

4. BL3MOXKHH He)KeJIaHH peaknuH

KaKTo BCHUKH JIEKapCTBa, TOBA JIEKAPCTBO MOXE 112 MPeAM3BHKA HEXKE/IaHH PEaKLMH, BHIPEKH Ye He
BCE€KH I'M MnojTy4asa.

AKO ce cJIy9H HAKOe OT ONHCAHHTE NMo-A0JaYy chOHTHS, He3a0aBHO yBeaomMeTe Bamus Jiekap Hin
nocerere Cnemna momom, win LenTsp 3a levenne Ha Xemoduus B Hali-6.amu3K0TO 10 Bac
Je4e0HO 3aBeleHHe:
e CHUMNTOMH Ha aHTHOEJEM, KaTo:
» TNoJyBaHe Ha JIULIETO, e3UKa WIH IbPJIOTO
»  3aTpy/IHEHO NperibliaHe
» OOpHMB WM 3aTpyJHEHHS NPH JHIIAHE
Te3u cTpaHH4HHM peakiyK ce HaGMmoaaBaT MHOTO paaKo (Morat aa ce Habmonaear npu 1 ot 10 000
YOBeKa), M B HAKOM CJIy4aH MOTAT JIa C€ Pa3BHAT JI0 TEKKH alepriudHy peakuuu (aHadunakcus),
BKJIFOYHTE/THO 110 LIOK.
3ary6a Ha edekT (MpoaBIKHTENHO KbpBeHe). [IpH newa, KOWTO MpeH ToBa He ca O JIeKyBaHH C
nekapcTBa, chabpkaid dakrop VIII, moxke aa ce o6pasysaT HHXMOUTOPHHM aHTHTEJa (BIKTE TOYKa 2)
MHOro 4yecto (noseye ot 1 Ha 10 nauMeHTH); HO NPU NALMEHTUTE, KOUTO Ca MOJTYYaBaJIH MPEJHLIHO
nevenue ¢ dakrop VIII (noseve ot 150 aHu NeyeHKe), pUCKBT € HedecT (mo-mManko ot 1 Ha 100
naluMeHTH). AKO TOBa ce cily4H, Bammre nekapcrsa win Tesn Ha BameTo nete Mojke J1a cnipat 4a.
nevicTat KakTo TpsOBa W Bue win Bauero nete Moxe 1a nomy4yuTe NPOABDKMTENHO Kb %gE.HLlHH 0‘\
JPpyra cTpaHHYHH PeaKnHHu: y/ ‘8@‘ 02\
* AJIEprHYHH peakLHH (CBPBXYYBCTBUTEHOCT), KOMTO MOTaT Jla BK/IIOYBAT: '
» mnapeHe H GolKaHe Ha MACTOTO HA MHXKEKTHpaHe WM HHDY3HA
»  BTpHCaHe, 3a4epBsSBaHe Ha JIULIETO, KOXKeH OOPHUB MO LUIOTO TAJIO, YPTHKAP
» rnasobonue




crajaHe Ha KPBBHOTO HansTaHe, Ge3noKoHCTBO, yuecTeHo chplicOHEHe, TEXECT B IbPAHTE,

XpHITTCHE

yMopa (CEHIHBOCT)

rafieHe, MOBPBINAHE

H3TpPBIBaHEe
Tesu cTpaHnHH peakuH ce HabIIOAABAT MHOTO PAAKO, M B HAKOH CJTy4JaH MOraT 13 C¢ pa3BHAT
N0 TEXKH aNCPridHA peakurH (aHagmrnakcHa), BKIIOUHTEIHO A0 HIOK

¢ Mroro paako ce cpo0inaBa 3a BHCOKA TeMIeEpaTypa.

VVvyv¥ ¥

JIOII'BJIIIHTGJIIIH HEKCJIAHH PEAKIHHE PR 1enA H WHOIOH
‘-Iecrcram, THITET H TEXKECTTa Ha HEXEIaHHTE PeakiIHH IIPH AeLia ¢ 0YaKea Aa OBaaT CHIOMTE KATO
TE3H NPH BE3PACTHH MALHECHTH.

Crobuiasane 2 HexkeI3HA PeaKTHEA

AKO NMONYYHTE HAKAKBE HEXKEIAHH JIEKAPCTBCHA PeaKiHH, yBeaomete Bauma nexap wis, (apmanest
HIH MeTHLIMHCKa cecTpa. TOBa BKIOYRA BCHYKH BB3MOXKHH HEOIHCAHH B TA3H JIACTOBKA HEXE/IAHH
peaxuuy. MokeTe CBILO Aa CHOGILIMTE HEXEAHH PEAKHH JUPEKTHO YPe3 HALMOHANHATA CHCTEMA 32
cpobimasane B U3IMBIHHTEHA APeHLIMA N0 JIEKapCTBaTa, YiI. ,,JamsH Tpyes” Ne 8, 1303 Codmn. Ten.:
+ 359 2 890 34 17, yebeaiir: www.bda.bg. Kato cho0inaBare HexenaHH PeakiHH, MOXETE /ia ajieTe
CBOA NPHHOC 32 MOJMy4aBaHe Ha NoBede HHPOpMaIa OTHOCHO 6e30M1acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak pa coxpansBarte Bepnare

He u3non3paiiTe ToBa NEKapcTRO CIICA CPOKA HA TOAHOCT, OTOENA3aH BRPXY €THKETA H KAPTOHCRaTa
orakoBKa. JlaTaTa Ha H3THYaHe Ha CPOKA HA T'OAHOCT € NIOCTIEAHHS ACH HA TO3H Mecell.

CobxpansaBaiiTe B XJaHITHHK pH Temniepatypa ot 2° C go 8° C.

¢ B paMKuTe Ha CpoKa Ha rogHocT Bepuare Moxe fia Gble ChbXpaHsBaH pH TeMneparypa Ao 25° C, 3a
nepuos ¢ o011a MOABDKMTENHOCT He mosede ot 1 Mecen, OTaenHUTe NEPHOAH Ha CHXPAHEHHE NPH
craiina remneparypa Tpa6Ba Aa ce AOKyMEHTHpAT BLB Bamms AHEeBHMK Ha JICUEHHETO, 34 JIA ce
Cla3H CHOTBETCTBHETO C H3HCKBAHETO 3a NepHok 1o 1 Mecen.

¢ bepnare He ChabpAXKA KOHCEPBAHTH, MOPAJH KOETO € 33 NPEANOYHTAHE MIPHrOTBCHUAT pa3TBOp Aa
Oble H3MON3BaH BeAHATA.

® AKO pasTBOPEHMAT MPOAYKT HE Oble NPHUIOKEH BeJHAra, ChXpaHeHHETO My BbB (UIAKOHA Ha cTaiiHa
TeMnepaTypa He TpAGBa Aa Ha/ieuwaea § yaca. I[IpogyKTHT TpAOBa /ia ce H3noN3Ba He3abaBHo ciaen
KATO € TIPEXBHPJICH B CIIPHHLIOBKATA.
Ja He ce 3ampasaBa.
CrxpaHsaiiTe KOHTEIHEPHTE B OPHIHHAIHATA OMAKOBKA, 34 13 'Y NMPEANANTE OT CBCTIHHA,
JIa ce chXpaHuBA HA MACTO, HEJOCTLNHO 38 ACHA

6. Coabpxanse HA OHAKOBKATA H JONBLJIHATETHA HHQOPMANES
Kakso cbabp#xa Bepuare

- AKTHBHOTO BEILIECTBO €:

Bepuate npeactapngpa npax (Coaspskan HoMHHaNHO 250 TU uoBewkH koarynaioren ¢axrop VIII B
€auH (rakoH) H TeuHocT (paspeauTen). [IpHroTBEHAAT pasTBOP € NPEIHA3ZHAYCH 33 HIDKEKTHpaHe WIH
HH]Y3HS.

Bepnare 250 IU, koiito ce pasteaps B 2,5 ml Boza 3a HrkeKLMH, Chabpka oxono 100 IU/ ml soreinku
koarynxauponeH ¢aktop VI,

. Jlpyrure ¢BhCTABKH ca:
I'nMuMH, KaTlHes XIOPHA, HATPHEB XHAPOKCH (B MANKH KONHYECTRA) 33 KOPHIpaHe
HATPHER XJIOPHA,

Pasmsopumen: Boaa 3a urbxexipan 2,5 ml.

Kak r3rnexaa bepraTe 8 KAKBO CHALPXKA ONAKOBKATA
bepuare npezacrannssa a1 npax ¥ BoAa 33 HIDKEKITHH.




[TpuroTreHUAT paszreop Tpabea aa 6bae Ge3LBETEH WK NEKO OnanecuMpaltl, T.e. Moxe Aa nNpobnscaa,
KOFaTo I'c BAKTHETE KbM CBET/IHMHATA, HO He 0HBA A3 CLAbPIKA HUKAKBH BHIHMH YACTHLY,

Onaxoexu

KyTtua ot 250 [U cbanpxa:

1 qnakoH ¢ npax

1 dutaxon ¢ 2,5 ml Boja 3a vHKEKUMK

| guaTbpHoO TPaHcdepHo yeTpoiicTro 20/20

Ha6op 3a pa3TeapsiHe H NpUAMKeHHE (MbPBUYHA KYTHA )
| cipumioEKa 3a ¢aHoKpaTHa ynoTpeba ot 5 ml

| Hafop 3a BeHEMyHKUKA

2 TaMIoHa, HaNOSHH CbC CMUPT

| HecTepHiina nenexka

He BoHYKH BHAOBE ONAKOBKH MOrar na 6waar IYCHaTH Ha razapa.

IlpuTexaren na paspemenuero 3a ynorpeba H NpoHIBOXHTE]

CSL Behring GmbH
Emil-von-Behring-Strasse 76
35041 Marburg

[epmanus

To3n nexapeTBen NnpoayKT e pazpeinien 3a ynorpeda B AnpicanuTe uienku na EATIL nox caente
HMEHA:

ABCTpus:
Beriate 100 LE./ml Pulver und Ldsungsmittel zur Herstellung einer Injektions- oder Infusionsldsung

bBwarapud:
Bepuate 250 U [lpax W pa3sTROPHTEN 33 HHIKEKIMOHEH UIH HH(DY3HOHEH pasTEOp

XbpBaTHy;
Beriate 250 1U prasak i otapalo za otopinu za injekeiju ili infuziju

Yemka penvOinka;
Beriate 250 IU

EcTouns:
Beriate

['epmaHus:
Beriate 250

Vurapus:
BERIATE 100 NE/ml por és olddszer oldatos injekcidhoz vagy infliizidhoz

Hranus:
Beriate

JlarBua: .
Beriate 250 SV pulveris un 3kidinatajs injekciju vai infiiziju $kiduma pagatavosanai

Jurea: .
Beriate® 250 TV milteliai ir tirpiklis injekciniam ar infuziniam tirpalui

{lonuea:
Beriate

Hopryranus:
Beriate




Pymbhua:
Beriate 250 puibere si solvent pentru solutie injectabild/perfuzabila

Henanns:
Beriate 250 Ul polvo y disolvente para solucién inyectable o perfusion

Crnosakis:
Beriate 250 U

CIIOBEHUS:
Beriate 250 i.e. prasek in vehikel za raztopino za injiciranje/infundiranje

Jara na DoceAHo NpepazrIIekKIaHe 1A TACTOBKATA AeKeMBpH 2019

------- [Tocouenara no-gony MHGOpMaNKs € NpeaHA3HAYECHA CAMO 33 METHLIMHCKH CITIEUHANHCTH:
Joznpoeka

Ilpocredseane na nevenuemo

[lo BpeMe Ha NEYEHHETO € NIPENOPBLUYHTENHO OTIPedensHeTo Ha H1BaTa Ha daktop VI no noaxonsi
HAYMH, 33 /12 C¢ OMpeaeNH N03aTa, KOSTO 1Ie ¢¢ NpHilara, # 4ecToTara Ha MHOTOKPATHUTE HH(Y3IHH.
OtrosopsT kbM daxTop VIII Moke fa e pasnyueH npd OTACNHHTE NAUMEHTH, KOHTO IOKA3BAT Pas/iH{EH
NONYKMBOT K BhacTaHoBABaHE. Moike ga e HeobxoaumOo /l03aTa, ONpesieieHa Bb3 OCHOBA Ha TENECHOTO
TErNo, a C& KOPHIMpa NpH NALMEHTH ¢ MOJHOPMEHO MK HaJHopMeRo Terno. Ocobero B cyvauTe na
rojiSMH XHPYPrHYHH HHTEPBECHLUMH € 3aIb/KHTEIHO 2aMeCTHTeIHATA Tepanua Aa Obae Habmonaeana
CTPHKTHO MOCPERCTBOM KOAry/IaliMOHEeH aHanina (nasMeHa akTHBHoCT Ha dakrop VILI).

[launenrure Tpabea na 6baaT nabmonarany 3a pazeuTHe Ha MEXHOKWTOPK Ha daxtop VLI Bukte cbiuo
TOuKA 2,

Bposar eannnum na haxrop VIII ¢ n3pasen B Mexxaynaponny cannnuu (1U), kouto ca cebp3anu ¢
HACTORLLUWA cTanaapT Ha C30 3a KOHUEHTPATH HA NPORYKTH, chabpxaly dakrop VI AxrusrocTTa
na daxrop VI B nnasmara e npeacrasena kato npoueHT (CNPAMO HOPMAIHATA HOBELUKA NAA3MA) WK
3a npeanoyktaHe B [U (cnpamo Mexaynaponen crangapr 3a drakrop VIII B niazma).

AxtusHoct 1 LU na dakrop VIII ce papHasa na xonnyectBoto Ha daxrop VI B eann ml Hopmanna
YOBELUKA MJ1a3Ma.

Jlevenue npu neobxooumocm

H3uncnssatero Ha Heobxoavmara noza dakrop VI e 6aznpano Ha eMINPHHHO YCTaHOBEHATA
3aBUCHMOCT, e 1 1U daxtop VIII Ha kg TenecHo Terno noBruiaga nnasmeHaTta akTHBHOCT Ha (PakTop
VI ¢ okono 2 %

(2 1U/dl) or nopmannara axtueHocT. Heofxonnmara 1o3a ce onpesiens no cneanata popmyna:
Heobxonumu eannuum = TenecHo terno (kg) x sxenano nornmasane Ha F VI (% unu 1U/]) x 0.5.

KomuuecTsoTo, koeTo Tpadea fa ce NpuiokH, W HECTOTATA Ha ApuUaraHe TpsGBa BUHATK fla ca
OpPHEHTHPAHH KbM KIIHHUYHATA €EKTHRHOCT BbB BCOKH KOHKPETEH CIlyya.

B ciiy4aii na cnensaiuyd xemoparugnn cu8urns HuBoTO Ha taktop VI ne Tpabaa aa co
AAICHOTO HHBO Ha Mna3MeHaTa akTHBHOCT (B % oT Hopmanuarta vnv [U/dl) 3a chorrer
Cnensawara TaGnuua Moxe 1a ce H3NO/3Ba KATO YKA3AHHE 32 103aTa B eMU30/H ¢ Kp
XHPYPTHYHH OTiEpaLUK:




Twut1 Ha xHpYpruyuHara
npoueaypa

Crenen Ha KPLBOTEUEHHETO /

Heobxoanmo HKBO Ha dakTop
VI (% vinu [U/d)

YecToTa Ha no3uTe (Hacore) /
{IpoaAbLAKMTENHOCT HA NEYEHHETO (1HN)

{npesd W cnen onepauuaTa)

Kppsouzime

Panna xemapTpo3a, 20-40 TToeTopHa nudy3Ka Ha seekw 12 no 24
MYCKYAHO KPBBOTSUCHHE yaca. Hak-manko 3a 1 nen, fokaro

HIH KbpBEHE B YCTHATA ENH30ANTE Ha KLPBEHE, CBBP3ank ¢ Bosika
KYXHHa NPEMHHAT WM CE NOCTHIHE 3a3/1paBABaHe.
[lo-obnra xemaptposa, 30-60 ITosropHa uHdy3Husa Ha BcekH 12-24 uaca
MYCKYJIHO KPBBOTEUEHHE 3a 3 - 4 1HM WK noseye, nokaTo bonkaTa
HITH XeMaToM H OCTPHTE CHMITOMH TIDEMHHAT.

JKupoTo 3acTpaluararu 60 - 100 [MosTopHa uHGYy3Ha na Beeku 8 10 24
KpbBOW3IHBH: ugca, IOKaTO PUCKbT NPEMHHE.
XHpYpruuHy Onepaiun

Manku onepanysn 30-60 Ha Bceku 24 yaca, Hai-mManko 3a | neH.
BISTIOUMTENHO €KCTPaKLIHH AOKATO €€ NOCTHIHE 3A3APaBIBANC,

Ha 30U _ -
lonemu onepaunu 80-100 (Tosropun HHY3WK Ha Beeku §-24 yaca,

QOKATO PAHUTE 3A3APAREAT QOCTATRYHO,
cJel TORA leyeHKe 3a NoHe 7 AHH, 3a
NOJUILPKAHE HA AKTHBHOCT HA (akTop
VI oT 30% - 60% (30-60 1U/dI
choTrercTeawi Ha 0.30-0.60 1U/ml)

Hpogunaxmuxa

3a NpoAL/KHTENNA NPohHNAKTHKA Cpelty KbpBEHE MPH RALMEHTH ¢ Texka Popma Ha xeMomansg A,
ofunualinnte go3u ca 20 no 40 [U ¢paxrop VIII na kg Tenecho terno Ha wnreppain o7 2 1o 3 aena. B
HAKOM Cyuau, 0COOeHO NpPH fO-MNIAMH TIALHEHTH, MOXKE /12 Ca HEOOXOAMMU NO-KPATKH HHTEPRAJH

MEK/LY JIO3HTE HJIH TO-BHCOKM JIO3H.

Heouampuuna nonynaius

Ho3upoBkara npu fieua ce 6a3Mpa Ha TENECHOTO TEMO W CNEJOBATEIHO CE H3NMII3BAT CHILINTE YKA3AHHS
KaTo APH Bb3PacTHH nauueHTH. YecToTa Ha npuiokenue TPAGBA BUHATH 12 Obae OPHEHTHPAHA KbM
KJAHHHYHATA ePUKACHOCT BbB BCEKM OTAENCH ctydali. Hma useecten onut B

JeUCHNE Ha JIelad Ha BB3PacT Noj 6 roayHu.

Hugopmannsa 3a papmakonornunure ceoiictea ua VWF (daxrop na dou Bunebpana)

B donvanenue koM poasma cu kamo 3aujumasaui npomeur 3a (haxmop VIIL ghaxmopwvm na don
BuneGpano onocpedcmea adxezusma HG MpomOOYUIMUME KoM MECHIGMA HA YEPecoane #a cvdd U
yuacmaa ¢ azpezayuama na mpomboyumume.
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