BUJIAT PIL Bulg

JIMCTOBKA: HHOOPMAITHA 3A HOTPESUTEJIA

BWIAT 500, 500 YU daxrop ¢pon Bunebpann n 500 IU daxrop VIII , mpax M pa3TBOpUTEN 33 HIDKCKLIMOHEH
pasTBOp.
WILATE 500, 500 IU VWF and 500 IU F VIII powder and solvent for solution for injection.

[Ipouerere BHEMATEIHO NSJIATA JHCTOBKA, HPEAR 14 3amoYHeTe Aa H3N0J3BATE TOBA JICKAPCTBO, ThH
KaTO TS ChABPKA BAkHA 32 Bac HEpoOpManHd.

- Jamazere Ta3M JMCTOBKA. Moxe fa c€ HafOXKH A 1 NpoveTETE OTHOBO.

. Ako BMaTe HAKAKBH AOITHIHHTENHH BHIPOCH, ONHMTakTe Baluus JieKap Wik dapmaLenT.

- Topra JIcKapCTBO € MPEANMHUCAHO JIHYHO Ha Bac. He ro npeoTcThnBaiTe Ha IpyrH Xopa. To MoXxe Ja M
HaBpeIH, HE3aBHCHMO Y€ NPH3HALIMTE Ha TAXHOTO 3ab0JIABaHe ca ChIIMTE KaTo Bamure.

- AXO NOTyYHTE HAKAKBH HEXEIAHH JIEKAPCTBCHH PCAKIIHH, ysefoMeTe Bamara nekap HiH
dbapmanest. Topa BKTIOYBA H BCHIKH BBE3MOXKHH HEXCITARH peakLidy, HEOTMCAHH B TA3H JIMCTOBKA. Bioxre
TO4Ka 4.

B Ta3u THCTOBKA:

1. Kakno ¢ BUJIAT u 3a xakBo C€ H3MOJI3Ba

2. Kakpo Tpafpa na 3Haere, NPeay Ja H3Noi3eaTe BUJIAT

3. Kak na mznonssate BWIAT

4. Bp3MOXHH HexXelTaHH peaKuHn

5. Kax na cpxpanaBare BUJIAT

6. ChappxaHie Ha ONaKOBKaTa U JOMBJIHHTEIHA uHpOpMAaLIKs

W3NLAKUTENHA ATEHUNS NO NEKAPCTBATA

Jlucmobxa - Mpuroxeriue 2

KoM Pee. N Ilﬂ/ .............

1. Kaxgeo ¢ BHJIAT u 3a KakBo c€ H3INOJ/3BA

BWIAT npusagnexH kbM dpapMaLCBTHIHATA IpyNna ot fnekapcTBa HapedeHH GaKTOpH Ha KPbBOCBCHBAHETO
i ChIbPKa J0BeIIKH (akTop Ha GoH BunebpaHn U HOBEIIKH KoaryJallHOHCH ¢axTop VIII. Te3n apa
MPOTEHHA B3eMaT y4acTHe B NpoLeca Ha ChCHPBAHE Ha KpPBBTA.

' Bonecr Ha ton BuneOpann

BIUIAT ce M31o38a 34 JIedeHHE H NPOQHIAKTHKA Ha KPBBOH3IHBH IPH TAIMEHTH ¢ 6onectra Ha QoH
Bune6paHz, KOSTO NPEACTABIABA Ipyna OT CBhpP3aHH saGonasauna. Borecmma na gpon Bunebpano e
HapyLIeHKe Ha KPbBOCHCHPBAHETO, NPH KOETO KbPBEHETO MOXE 11 [IPOIB/DKH HO-JBJIT0 OT OMAKBAHOTO.
ToBa ce TBJIKK WIH Ha THncaTa Ha Gox BuieOpann (hakTOp B KpHBTA, WIH HA HapyLICHA byHKLHA Ha
dakropa Ha $poH BuieOpaHa.

Xemormsa A

BUJIIAT ce H3noN38a 3a JieueHne U NpoQHiaKTHKa Ha KPbBONIHBH NPH MALMEHTH C xemodunus A. Topae
3a6oJABase, IPY KOETO, KbPBEHETO NPOAB/DKaBA MOBEUE OT O9AKBAHOTO. ToBa ce ABDKH Ha BpOACHA JIMIICA
Ha hakTop VI B XpBBTa.

2. Kaxso Tpabea 1a 3HaeTe, Opeld A2 R3M0JI3IBATE BHJIAT

He npuemaiime BUJIAT:

¢ AKO CTe CBPBXYYBCTBHTENEH (aIepryyeH) KbM YOBEIIKH ¢boH Bunebpans ¢paxTop, 10BCIKH
koarynaimoseH dakrop VIII win kbM HAKOA OT OCTRHATHTC CHCTABKH HA TOBA JIEKapcTBO (H3bpoeny B
TOo4YKa 6).

IpeaynpexacHAf H NpeANAIHNH MEPKH
losopeTe ¢ Bamns nekap HIR GpapManesT, Npean 1a manoa3sare BWIAT.

e Bcsko nekapetso, kato BUWIAT, noy4eHo OT HOBCLIKA KPbB (CHOBPXALLO NMPOTCHEY,
HIDKEKTHpPA BbB BeHa (MHTPaBEHO3HO IPUIOKEHHE), MOXE Ja MPEH3BHKA anepri
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BHJIAT PIL Bulg

o6bpHETE BHUMAHHE HA PAHHUTE CHMITTOMM Ha aNeprudHH peaklnH (CBPBXYyBCTBHTEIHOCT) KATO TPBIKH,
KOKEH OGPHB, TEXECT B IEP/IUTE, XPHITTEHE, HHCKO KPBBHO HalArase WiK aHapuiakcus (TPH KOATO HaKOM,
YUTH BCHYKH OT OfIUCAHUTE TO-TOPE CHMITTOMH, C& pasBUBAT GHP30 H ca CHIIHO H3Pa3eHH).

AKO T€3H CUMITTOMH HACTBIWAT, IIPEKPATETE He3a6aBHO HIDKEKTHPAHETO Y Ce CBBpKeTe ¢ Bawus jexap.

e [lpK NpoH3BOACTBOTO Ha JIEKAPCTBA OT HOBLIIIKA KPbB WK IU1a3Ma CE TIpIiaraT pasiniHi MEPKH 3a
peJOTBPATABAHE NPCIABAHETO HA undexuus Ha nanpeHTHre. CTAaHNAPTHATE MEPOTIPUATHA 3a
npodHIAKTHKA Ha HH(EKIHH B pe3yJITaT Ha ynorpebara Ha JIeKapCTBCHH MPONYKTH, MPUTOTBEHH OT
qoBeIlllKa KphB KM [L1a3Ma, BKII0YBAT BHUMATEHA ce/leKlMs Ha JOHOPHTE, 3a Jla C& M3KMo4aT H3NI0KCHHTE
Ha PMCK OT NpefiaBaHe Ha UH(EKLMH, H3CTEABAHHA HA HHAHBHI(Y AITHHTC JAPABAHUA U TLTA3MEHHTE ITyJIOBS 34
cnetdUUHE MAPKEPH 32 HAIMUHE HA BUpYCH/HHMEKIMK H BKITIOYBAHE HA e(heKTHBHH NpPOLECH 32
npepa6oTka Ha KPHETA WIH IUIA3MAaTa 32 MHAKTUBAPAHE/OTCTPAHABAHE HA BHPYCH. Brnpeku TOBA, NpH
MPWIAraHETO Ha JICKAPCTBEHH NPOXYKTH, NOTy4eHH OT yOBEIIKA KPbB WIH MJIa3Ma, BE3IMOXKHOCTTa OT
TPAHCMHCHS Ha HHPEKLUMO3HH NPHIUHATETH HE MOKE 1a 6B/e W3KMIOUEHa HAITBIHO, ToBa ¢e OTHAcA H CBIO
13 HEW3BECTHH WIH HOBOTIOSBIIMN C€ BUPYCH WIH APYTH NATOTCHH.

[TpennpuereTe MEPKH Ca MPHETH 34 edekTHBHH OOBHTH BUPYCH KATO HIV, HBV u HCV, u 3a HeoOBHTHA
supyc HAV. Mepkure MOXe 61 MMaT OrpaHHYeHO ASHCTBHE CPELLY HeOOBUTH BHPYCH, KaTO NMapBOBHPYC
B19.

Uudekipara ¢ MapBOBHPYC B19 moxe na 6Bae cepro3na 3a OpeMEeHHH KEHH (undexLua Ha WIo/a) U 3a
AHIVMBHIIM ¢ WMYHEH ReHIMT Wi MOBULICHO NPOH3BOACTBO Ha yepBEHH KPBBHU KIETKH (Hanp.
CHPIIOBHAHOKIIETHYHA AHEMHA WIH YBEJIHHCHO pa3pyllaBaHe Ha YEPBCHH KPHBHH KPETKH).

Ctporo e MpenopbYHTeNHO, BCEKH ITHT KOTaTo Ha nmanuenTa ce npwiara BUWIAT, aMeTo ¥ NapTHAHKA

HoMep Ha TPOAYKTA JIa ce 3alMCBAaT, C e, OCHIyPABAHC Ha Bp’h3Ka MEXKJy NIalMeHTa ¥ NapTHAHHA HOMEp Ha
MIPOYKTA.

BaumsT neKap Moxe fa Bu npenoprya a NpoBEAETE BAKCUHALIHA cpeury Xenatut A 1 B, axo Bue
peOBHO/TIOBTOPHO MpHEMATE IIPOAYKT, ChABPXAL daxrop Ha Pon Bunedpann uaxtop VII , noyueH o1
yoBelIKa TU1a3Ma.

Bonect na Pon Bunebpann (VWD)
@

Biokre Touka 4 (6onect Ha por Bunebpana) 3a HEOKENAHH pCAKIHHA CBBP3aHH C JICUEHHETO HA
6onecTTa Ha poH BunedOpaHz.

Xemopunug A

O6pa3yBaHeTo Ha HHXHOHTOPH (aHTHTENa) € M3BECTHO YCJIOKHCHHE, KOETO MOXE /A BB3HHKHE 10 BpEME Ha
[leYeHHEeTO ¢ BCHUKHM IeKapcTBa, ChABPXauUlK GakTop VIII. Tesn HHXUOHTOPH, 0cOOEHO BEB BHCOKH HHBA,
CMMpAT MPABHAHOTO AEHCTBHE HA JICUCHHETO K Bue unu Bainero aere me 6paeTe npocneaaBait
BHHMATEJIHO 33 pa3BHTHC Ha TCIK HHXHMOMTOPH. AKO KbpBEHETO NpH Bac Wi ToBa TIpH BameTo aere He CC
kontponupa ¢ BUWIAT, nesabarro undopmupaiite Bawus nexap.

o BiokTe Touka 4 (XeModwina A) 3a HEXEJIaHU peaKiMH CBBP3aHH ¢ edeHueTo Ha xemodunus A.

Kpvra aexapcrea B BUJIAT
HezaBucHMO, Ye HAMA M3BECTHH B3aHMOJEHCTBHA HA BUJIAT c npyry nexapcTsa, MOJIA KaXKETE Ha Bawius

NieKap aKko B3eMaTe, WM HACKOPO CTe B3CMAlIA IpyTH JIEKAPCTBA, BIUTIOYMTENIHO TAKMBA OTITYCKAHH e
NIEKapCKO JIPEANMCaHHE,
Mons ue cMecBaitre BUJIAT ¢ apyru nekapcTea MpH HHKEKTUPAHETO.

BpeMeHHOCT, KbpMeHE H depTHARTET

AKO cTe OpeMeHHa HIIH KbPMHTE, CMATaTE, Y€ MOXKE Aa CTC GpeMeHHa WIH IU1aHHpaTe OPeMEHHOCT,
nochBeTBaTE ce ¢ Bamus nexap WK papMaueBT TIPEH ynotpeGaTa Ha TOBA JICKAPCTBO.

INodupane u pabora c MAMHHA
Hama HaGmoxaBaHu edexTd BpXY criocOOHOCTTa 33 wodupane 1 pabora ¢ MaNIHHA.
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BIWIAT csanpxa HATpHH

To3u NlekapcTBeH OPOXYKT ChABPKA /10 58,7 mg HATpHH (OCHOBHA CHCTABKA Ha TOTBAapCKaTa/TpanesHara
con) Ha dnaxod or 500 U dor Bunebpann pakrop u daxrop VIIl/pnaxoH. Tosa KOMHIECTBO €
eKBUBASIEHTHO Ha ChOTBETHO 2,94% OT NMPENOPHUHTEHHA MAKCHMAJICH THCBEH XPAHHTEIICH IPHCM Ha
HaTpui 3a BH3PACTCH.

3. Kax na n3nonspate BHJIAT

BUJIAT ce mpuiara HHTPaBEHO3HO Cliell pa3TBapsHe C MPUIIOKCHHA pa3TEOpUTEL. JIeuenuero TpsaOBa na ce
3anOYHe o7 JIEKAPCKH KOHTPOIIL.

Ho3upane

BamusaT ekap e By MochBeTBa OTHOCHO HHAMBHIAYANHATA 033 H YECTOTATA HA NPUCMAHC Ha BUJIAT.
Bunaru npuematite BAJIAT TouyHo kakTo B e kasan Baumus nexap. [IpoBepere npu Banma nexap A
(papMalIeBT, aKO HE CTe CUTYPEH.

Axo ca Ba npaIoKHIH NH0BeTe OT He0DXOAHMOTO KOJIHIECTBO BWIAT
Hsma DOKTagBaHH CHMITTOMM Ha mpeao3upae ¢ ¢oH Bunebpana paxTop WIH HOBELIKY daxrop VIIL
HesaBHCMMO OT TOBA IPENOpbUHATa Ao3a TpadBa fa ce cna3sa.

Ako cte nponycaans npaema na BHIAT
He npuemaiite geo¥iHa 1034 38 KOMIICHCHPAHE Ha MpPOIyCHATATA J033.

AKO HMATE JOITLIHHTETHHE BHIPOCH OTHOCHO MpHEMa Ha TO3H NPOMYKT, 0OBPHETE Ce KbM Bamusg nekap WiH
(apMaLeBT.

4. BL3MOXKHH HOKEJIARHA PeakiHA

Kaxro Bcuuks ApyrH jiekapersa, BUJIAT moxke a peAr3BHKA HEXENAHH PEakLUIH, KaTO HE BCEKH '
noiy4aga.

HesaBHCHMO, 9€¢ HACTHIBAT HEWYECTO, CBPEXUYBCTBUTEIHOCT WIH AJICPrHH pEaKilHH ca Ounu
nabnronanany. Te MoXKe fa BKIIOYBAT napeHe M 60/1ka Ha MACTOTO HA NPUJIAraHe, TPBIIKH, 3a1CPBABAHC,
rrapofonve, KoxeH o0puB (YpTHKApHA), HHCKO KPBBHO HanAraHe (XMITOTOHHA), JIECHA YMOPIEMOCT
(reTaprus), raaeHe, OTHAAHAJIOCT, yCKOPABaHe Ha CBpPACTHATA aeHHOCT (TAXHKApAHA), TEXKECT B IBPAUTE,
qyBCTBO Ha GONEXKH, OBPBINAHE, XPUITTCHE, BHE3AITHH OTOLM MO Pa3IHIHHM JaCTH Ha TAIOTO (aHrHOCAEM).

AKO NIOYYBCTBATE HAKOH OT FOPEONMCAHHTE CHMITTOMH, MOJIA uHGopMupaiite Bamms nexap.

Bue Tpa6Ba aa npexparute ynorpebara va BUWIAT u aa noceture Bammus nexap He3abaBHO, aKO MOTyYHTe
CHMITTOMM Ha aHTHOEEM, KaTo:

o [TogyBaHe Ha TMIETO, €3HKA H IbpIOTO (PapuHKCa)
o 3arpyaAHEHHS B I'LITAHETO
o TpbLnKH M 3aTPYHEHO JTHINAHE

e Maxkap ¥ RedecTo e Hab/01aBaHa MOBHIIICHA TEMIIEPATYPA.

e Moxe ChILIO Ja CE NoABM KOpeMHa Oonka, 6oska B repba, Hoika B repaANTE, KALUTHLIA H 3aMasgHOCT, HO
TA3M HEXEJJAHH PeaKLIHU Ca C HEH3BECTHA YECTOTa.

e B mHOro pesku ciy4au, CBPEXYyBCTBHTEHOCTTa MOXKE JIa IOBE/IC /10 TEXKKA aJICPrHiHA PCAKIIHA
HapedeHa aHadunaxcus (TIpH KOATO HAKOM WM BCHHKH OT ONHCAHWTE CHMITOMH C€ pa3suBat OBp30 H
MHTEH3HBHO), KOSTO MOXE Jia A0Bee A0 1IOK. B cmywai Ha aHadUNaKTUUECH WOK, TPAOBA 1a Ce cearart
CbBPEMEHHUTE MPENOPHKY 32 NMEYCHHE HA LIOK. ]
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Bonect #a don BunedpaHn

e Koraro ce npwiarar daxrop VIII caaepiali dhoH Bunebpana axrop MPOAYKTH, MPOABDKUTETHOTO
neueHHe MOXKe 1a AOBEAE RO CHIHO MNoKausaHe Ha HHBOTO Ha doxrop VIII B kpbBTa. ToBa MOXE 12 TOBHILIH
PHCKA OT HapYIIaBaHe Ha KPbBHHA TOK (Tpomb0o3a).

AKO CTe MIALMEHT ¢ H3BECTHH KJIHHHYHK K 1abopaTOpHH PHCKOBH daxTopu, Bue Tpabea na Onaere
KOHTPOJTHpaH 3a PaHHH NMPOABH Ha Tpombo3a. IIpeeHLMATA (npoHIAKTHKaTa) HA TPOMOO3H TpaOBa fa
6bae pelneHa oT Bamni J1ekap, cb00paIHO HACTORLINTE NPETIOPBKH.

o ITaumentn ¢ Gonecrra Ha don Bunebpann (no-cnenuarHo 3 THIT) MOXKE /13 Pa3BUAT HHXHOHTOPH
(HeyTPAH3UPALNA AHTHTENA) CPelLy dbakropa Ha $pon Bunebpan no BpeMe Ha JEHCHUETO ¢ ¢axropa Ha
dhon Bunebpana. B Te3u MEOTO peaKH CiiyHan uaxuGuropure Morar aa nonpedar Ha BUWIAT na neiicrea
NpaBHIHO.

B ciyd9aii, ye BainmuTe XpbhBOH3IHBH MIPOAB/DKABAT, Bauara KpbB Tpabpa aa OBe H3cneApaHa 3a HAIHIHE Ha
TaKkuBa HHXHOHTODH.

MuxuGUTOpHTE MOXE 13 TIOBUIIAT PHCKA OT CEPHOIHH ATCPriikin peakiuH (aHahHIAKTUYEH LIOK). Axo
RONYYHTE aneprudHa peakimi, Bue Tpa6Ba fa GpAeTe U3CIIEBAH 38 HATNIHE Ha UHXHOHTOPH.

Ako B5B BammaTa KpbB 6B1aT OTKPHTH HEXHOHTOPH, MOJIS CBBPIKETE €€ C JICKAp © ONKT B JICICHUETO HA
KOAryJIallHOHHH Hapymenus. [IpH nauneHTH ¢ BHCOKH HHBA HHXUOUTOPH, MOJXKE [Ia C€ HAIOXKH ApYT BHA
jiedeHHe, KoeTo Tpabpa Ja Obae 0bChACHO.

Xemodunug A

e [lpu neuia, KOKTO NMpEAH TOB2 HE Ca 6HAM JIEKyBaHH C NeKapcTsa, ChAbPXAllH daxrop VIlI, moxe Aa ce
obpasyBaT HHXMOHTOPHH aHTHTENA (BWKTE TOMKA 2) MHOTO YecTo (nosese ot 1 Ha 10 NAlUCHTH ), HO MpH
MalHeHTHTe, KOKHTO ¢a MOMy4aBaliy MIPeAHIIHO JCHEHMNC ¢ dakrop VII (nosede ot 150 nHU nevueHue),
PHCKBT € HedecT (110-Manko oT 1 Ha 100 napenTH). AKO TOBA ce CITy'H, Bailiure JieKapcTBa HiTH TE3H Ha
Baiwero eTe MOXe Aa CpaT Ja ASHACTBAT KAKTO TpaGBa v Bue win BamieTo aere MOKe 1a MOMy4HTe
MPONB/DKUTENHO KbpBEHE. AKO TOBA CE CITy'H, TpaGBa He3abaBHO 1a Ce CBBPXKETE C Bauiusa siekap.
UHXu6HTOPHTE MOXKE Ja TIOBUILIAT PUCKA OT CEPHO3HH a1epriHH peaxipy (aHapUIAKTHYEH LIOK). AKO
NOJTYYHTE aNlepravyHa peakims, Bue TpabBa 1a ce H3CIEABATE 33 HAIHIHE Ha HHXHOMTOPH.

Heuecra: nposessar ce npu ot 1 a0 10 Ha 1 000 nauMeHTH
Pexxn: npossasaT ce npk ot 1 Ha 10 Ha 10 000 naupeHTH
MHoro peaKkH: NposBABAT CE MPH TO0-Ma/IKO OT 1 na 10 000 nanueHTH

WiMa HeJOCTaThYHO JaHHK 3a MPenopbYBaHe NPHIaraHeTo Ha BWJIAT nipu HelleKYBaHH MalHEHTH.
OnuTET ¢ JeYEHHE HA Aena noj 6 roauiliHa Bb3pacT ¢ BUJIAT ¢ orpaHH4€H.
OrHocHo HH(popMAaLKs 38 BUpYCHaTa 6€30MacHOCT BIHXKTE TO'KA 2. (TpeaynpexacHHUA H Ipeana3sHi MEPKH).

Crobmasane HA HOKEJAHH peaknEH

AKO IONy4HTe HAKAKBH HEKEIAHH JICKAPCTBEHH PEAKIHH, ypefoMere Balrua iekap Wiv papMalesT Wi
MeIMIHHCKA cecTpa. Tosa BIIIOUBA BCHYKH BBH3MOXKHY HOOMHMCAHH B TA3H JIMCTOBKA HeXENaHH PCaKIHH.
MoskeTe ChIIO A CHOOLIUTE HEXKeNaHH PeaKIMK AUPEKTHO Upe3 HAMOHATHATA CHCTEMA 34 chobliaBaHe, B
Varrs THITeHA areHITHA TI0 JIeKapcTBaTa yi. ,,JlamsH ['pyes”™ Ne 8. 1303 Codun, Ten.: +35 928903417,
yeGcaiit: www.bda.bg. Karo cboOiaBaTe HeXeNlaHH PEaKLiy, MOJKeTe fa JAaaere CBOg IIPHHOC 32
NoJydaBaHe Ha Nopeye MHGOPMALIHS OTHOCHO 6e30racHOCTTa Ha TOBRA JICKaPCTRO.
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S. Kak 1a CbXpaHABaTe BHJIAT

la ce cLXpaHaBa Ha MACTO, HEXOCTBIHO 33 E1A.

ChxpaHaBajiTe npaxa 3a HHKCKIMOHEH pa3TBOp H pasTeopuTens ot 2 1o 8°C (B XJTAATHMK).
Jla He ce 3aMpa3sBa.

Ila ce CHXpaHABa B OPUTHHANHATA KYTH 32 1a CC npeAnasy oT CBeT/AHHA.

He uanomseaiite BUIAT cnen u3THuaHe CpoKa Ha FOJHOCT, O3HAUEH Ha E€TUKETA.

BWJIAT Moxe [a ¢ce ChXpaHsiBa NpH CTaifHa TeMneparypa (nox 25°C) 2 mecena. B To3u ciry4ad Cpoka Ha
FOAHOCT H3THYa 2 MECeL@a ClIe/] H3BAKAAHETO HA NPOYKTa OT XJIAJHITHHKA. HoBMSAT Cpok Ha FOOHOCT TpAOBa
na 6be 03HaYEH Ha OnakoBKara oT Bac.

IpaxsT TpaGBa fa ce pasTBapA HEMOCPEACTBEHO PN pkekTHpaHeTo. CTabWIHOCTTa Ha NOTy CHISA
pa3TBOp € OWwia onpeacnexa 3a 4 yaca nipH cTaliHa Temneparypa (nox 25°C).

HesaBCHMO OT TOBA, 38 H30ATBaHE Ha MUKPOOHO 3aMbpPCABaHE NPUTOTBEHHAT pa3TBOP TpaOBa Jia ce
npuiara He3abaBHO.

He w3xphpisATe JeKapcTBaTa B KAHANN3AIMATA WIH B KOHTeliHepa 3a JOMAalllHM OTNaXbIIH. [TonmuraiTe
Bamus apMalieBT KakK Jia H3XBPIIATe JIEKAPCTBATa, KOHTO BEUE HC M3TION3BaTe. 1€e3U MEPKH 1€ CTIOMOTHAT
33 OMa3BaHe Ha OKONHaTa cpeaa.

6. ChabpKaHHEe HA ONAKOBKATA H NONBLIHHTCIHA rHoOpMaANHS

Kaxso cuabpxa BIIAT
AKTHBHHTE BellecTBa ca doBemky GoH BuneGpana pakrop K HOBEIIKH KOAryJIallnoHCH ¢axrop VIIL

JipyTHTe CHCTABKH CA HATPHEB XJIOPHJL, MIMLHH, CYKpO3a, HATPHEB IHTpat M KaJIMeB XJI0pH/.
PasTBopHTEN: Boja Ha HibkeximH ¢ 0,1% nonucop6bar 80.

Kak marnexaa BHJIAT 1 kakpo ChbAbpka ONAKOBKATA
Jlnodpummanpan mpax: 641 iy 6neno KBIIT Npax Kk TPOLLIHEA dopmMarLma.
TonygeH pa3Teop: TpAbBa aa Gbae OMCTHP WK JICKO ONMAIECLCHTEH.

BWIAT ce oocTaBs KaTo NMpax 3a WHXKEKIHOHEH Pa3TBOP H pa3TBOPHTEL. Hanuynau ca:

e BIJIAT 500, 500 IU VWF and 500 IU F VIII npax u pasTBopUTe 38 HIDKEKUMOHCH pa3TBOp, ChABPKA
500 TU uosewnku ¢on BuneSpany daxrop u 500 IU yosewkH koary/1auHoHeH ¢axrop VIII INpogykrp®
cpabpka mpuGusurento 100 IU/ml goseniky daxrop Ha dhon Bunebpana u 100 IU/ml qosewxy
koarynanpoHeH daxrop VIIL, npu pasTeapsine ¢ 5 m1 Bona 3a mnkexupu ¢ 0,1% nomucopbar 80.

Crabpkanse HA ONAKOBKATA

1 dhnakoH ¢ THOQHIMBHPAH Mpax

1 dakoH ¢ pa3TBOPHTEN

1 onakoeka ¢ HaGop 3a HHTpaBeHo3Ha HHPyY3Hs (1 TpancepeH KOMIUIEKT,] HHDY3HOHHA CHCTEMa,
] cripHHIOBKA 33 €XHOKPaTHA ynotpeba)

2 TAMITOHA C aJTKOXO0JI

IlpaTexaTe] HA paspemeRHETO 38 ynoTpeba:
Octapharma (IP) SPRL
Route de Lennik 451

1070 Anderlecht
benrnsa
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Iipon3BOAHTEN
Octapharma Pharmazeutika
Produktionsges.m.b.H., Oberlaaerstr. 235

A-1100 Vienna, ABCTpHA

JlaTa Ha peaKkmHsA HA TEKCTA
07/2025

To3m NexkApPCTBEeH HPOAYKT € paspellen 3a ynoTpeba B AbPABATE-'LICHKH HA EHII noa cieAHATE
HMEHA:

Asctpus, benrus, brarapua, XspeaTus, Kumsp, Yeika Peny6muka, Ecronns, lepmanud, YHrapus,
Hpnanaua, Utanas, JlaTsus, JIurea, Jioxcembypr, Marra, Hunepnaxyuus, Nonma, Iopryranusa, PyMpnus,
Cnoenus, Crosaika pery6nuka, Mcnanus, ObeauHeHo Kpancreo: Wilate 500

dunnanaua, Hopserna, Lllsermsa: Wilate
Jauusa: Wilnativ

Opammi: Eqwilate 500
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BHJIAT PIL Bulg

Yxa3laane 3a ynorpeba

Mosis mpodeTeTe BCHYKK HHCTPYKLUKH W ' creBaiiTe BHUMATENHO!

He manonzBadite BUJIAT ciien cpoka Ha FOAHOCT MOCOYEH Ha ETUKETA.

Ilo BpeMe Ha poLEypaTa, OMUCcaHa no-1o1y, TpaGBa ce crbmonasa CTepWIHOCT!

PeKOHCTHTYMPAHHAT JICKAPCTBEH MPOLYKT TpaGea Jia Ce NPoBEpABA NPEH NPHUIOKECHHE BU3YaTHO 3a
yacTHIH W MPOMAHA Ha [[BETA.

o PasrBopbT Tpa6Ba a 6bae GHCTHP WIH NEKO ONANECICHTCH. Jla He ce H3MOJN3Ba Pa3TBOP, KOATO € MBTCH
WM MMa yTaHKa.

Msnon3paiiTe NPUrOTBEHKS pa3TBOp He3a0aBHO 32 /1a MPEIOTBPATHTE MHMKpPOOHO 3aMBPCABAHE.

Vanon3saiite caMo MPHIOKEHHSA KOMIUTIEKT H3JEIHA 38 HEDKCKTHPAHE. Ynorpebara Ha ApYTH H3ACH 32
HIDKeKTHpaHe/HH]Y3HpaHe MOXKe Ja JOBEAC A0 NOMBIHATEIHA PHCKOBE 33 HApYLICHUA HA JICYEHHCTO.

HHCTPYKIHE 32 OPETroTBEHE HA PA3TBOPA:

1. He w3noJ3Baiire MPOAYKTa JHPEKTHO OT XNAJAN/IHHKA. OcTaseTe pa3sTBOPUTENA H IIPAXTA 34 34
HIDKEKLIMOHEH pa3TBOP B 3aTBOPEHHTE (UIAKOHH A3 ROCTHIHAT CTaliHa TeMnepatypa.

2. OrcTpaHeTe Kana4KHTe Ha ABaTa (hIaKOHA K TIOYHCTETE rYMEHHTE 3aMyIanki ¢ eTHHAA OT OT
MpHIOKEHHUTE TAMIIOHH, HAMOCHH C ATKOXOI.

3. TpaHcepHHAT KOMILUIEKT € u3o6paszen Ha @ur. 1. [locTaBeTe ¢hrakoHa ¢ pa3TBOpHTEN Ha PaBHA
NIOBBPXHOCT H IO APBXKTE 3paBo. Biemere TpaHcepHHI KOMIUIEKT H I'0 o0BpHeTe C ropHaTa 4acT
Hanony. [TocTaBeTe CHHATA 4acT Ha TpaHcepHH KOMIUIEKT B ropHaTa 4acT Ha ¢nakoHa ¢
pPAITBOPHTEN M HATHCHETE HAZIONTY AOKBACTO € BEIMONHO (dwur. 2 + 3). He 3aBppTaHTe, I0KaTO
NMpUKaYBaTe.
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BHJIAT PIL Bulg

Ajnarnrep 3a npaxa
(6ana vacr)

—
\._‘_ J

Qdur. 1

4. TlocraBere dakoHa C Mpax 3a MHKEKIMOHEH pa3TBOP Ha paBHa
NOBBPXHOCT U o JAPHKTE 34Paso. Biemere ¢iakoHa ¢ pa3TBOPHTEI C
npuKadeHus TpaHChepeH KOMIUICKT U T0 ApbKIC ¢ rOpHaTa 4acT HaJoJTy.
[MocTaeTe GsnaTa 4acT Hajl FOpPHATa 4acT Ha (pyiakoHa C npax 3a
HHOKEKIIMOHEH Pa3TBOP M HATHCHETE JIOKBAETO & Bh3MOMKHO (Dwur. 4). He
3agbpTaiTe, JI0KaTO MpUKAYBATE. PaszTBOpUTENIAT NPEMHHABA

ABTOMATHYHO BHB (h1aKOHa C Mpax 3a HHKEKIHOHCH pasTBop.

5. Kakro npata (JrakoHa BCe Ol ca MpUKaYeHH, BHUMATCIHO 3aBbPTETE
db1akoHa C mpax 3a HHXEKIHOHEH pasTBOp, JOKAaTO NMPOLYKTHT CE€
pa3TBOPH.

[Ipu craiiHa Temreparypa BUJIAT ce pa3rBaps 3a no-mMajuko ot 10
munyTH. [To BpeMe Ha MPUIrOTBAHETO MOJXKE /1a HACTBIIH JIEKO pa3reHBaHe.
PasBuMiiTe JBETE 4acTH Ha TpaHCHEepHHS KOMIUICKT (®wr. 5). [lanara e
M34YE3HE.

WUsxebpriete npasHus GIakoH ¢ pasTBOPHTEN 3aCIHO CbE CUHATA 4acT OT
TpaHc(epHHS KOMILICKT.

MHCTPYKIHH 32 HHKEKTHpaHe:

Karo npeana3Ha Mapka, BamaTa myJicoBa 4ecToTa Tps6GBa Ja ce U3MEPH NPE/IM U N0 BPEME Ha
MHKEKTUPAHETO. AKO HAaCTBITU MOBHIIABAHC HA Bamara nmyJicoBa 4€cToTa, HamMajeTe CKOpo¢
HHDKEKTHPAHE WM MPEKpaTeTe NPUIIOKEHHETO 33 KpaTko BpEME.
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BHJIAT PIL Bulg

1. Ilpukauere CIIpHHIIOBKATa KbM GsiaTa YacT Ha TpaHc(epHHs KOMILUIEKT. 3aBbpTeTe (pnakoHa HanOJTy U
H3TereTe pasTBoOpa B CpuHIIOBKaTa (Dwur. 6).
Pa3TBOPBT B CIIPMHLIOBKATa TPs0Ba /1a 6be OUCTBP WIH JIEKO ONATIECLEHTEH.
Crie/i KaTO pa3TBOPBT € M3TETJICH, 3a/IPBXKTE GyTanoTo Ha CTIPHHLIOBKATA (ABPKEHKH IO Ha/10J1y) H
oTHeJNeTe CIIPHUHIIOBKATA OT TPAHC(HEPHUA KOMILIEKT (Dur. 7).

UsxsbpiieTe npasHus $1akoH 3ae/IHO ¢ OsaTa 4acT Ha TpaHcepHUs KOMILIEKT.

dur. 7

7 TlourcTeTe MACTOTO H3GPAHO 3@ MHXKEKTHPAHE C eIMH OT MPHIOKEHUTE TAMIOHH, HAIMOEHHU C aJIKOXOJI.
3. Ilpukayere NMPUIOKEHATA uHY3HOHHA CHCTEMA KbM CIPHHIIOBKATA.

4 Bppenere HIKEKIMOHHATA WIJa B M30paHaTa BeHa. AKO CTe W3I0JI3BAI TyPHHKET, 34 A4 HamnpaBHTe
BeHaTa 1o-100pe BUIMMa, TO3H TyPHHKET Tpa6Ba 1a 6be 0cBOOOAEH NpeaH 3aroiBaHe Ha
urxexktupanero Ha BUJIAT.

He TpsGBa na ce [0IMycKa nonajale Ha KpbB B CNPUHLIOBKATA TOPajiH pUCK OT (JopMHpaHe Ha TPOMOH.

5. WmkekTupaiiTe pa3TBOpa BB BEHaTa ¢ OaBHa CKOPOCT, HE no-6up30 ot 2-3 ml Ha MUHYTA.

Ako nanonseare nosede ot eauH uiakon BUJIAT Ha eiHO NPHJIOKEHHC, Bue Moxe J1a M3MoJI3BaTe ChllaTa
HEDKEKIIMOHHA MIY1a ¥ CIIPHUHIIOBKA OTHOBO. TpaHC(hEpHHAT KOMIUIEKT € CaMO 3a €/HOKpaTHA ynoTtpeoa.
Heu3no/I3BaHMAT NMPOAYKT WIM OTNAABYHUTE MAaTEPHATTH OT HETO TpsGBa a ce U3XBBPJIAT B CHOTBETCTBHE C
MECTHHUTE U3UCKBAHUA.

BUJIAT He TpsiOBa 1a c€ CMECBa WM MHIKCKTHPa (B eqHa TpaHc(y3HOHHA CHCTEMa) C IPYTH MPOJIYKTH.
Tpsabsa na ce U3MOJ3Ba caMO BKJIIOYCHATa B Habopa MH(QY3HOHHA CHCTEMa, 3all0TO MOXKE /1a HaCTHIIAT

HapyLIE€HHs B JICYUEHHETO KATO CJIE[ICTBHE Ha aGcopbumaTa Ha pakTop Ha (oH Buie6pana/dakrop VI no
BHTPELIHATA MOBBPXHOCT HA HAKOH OT WH(PY3UOHHHTE CHCTEMH.
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