W3NBAHWTENRHA ATEHUUA N0 NEKAPCTBATA
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Human Albumin 200 g/l Baxalta
human albumin

MOJHI, nNpoYeTeTe BHAMATEAHO LOAJATA JHCTOBKA, OpeaAR Ja 3AN0THETE NA NpPHEMATe TOoBa

JIEKapPCTBO, Thil KATO TH CHLALP:XA BKHA 3a Bac nadopmannsn.

— 3amnasere Ta3d NMCTOBKA. Moxe Ja ce HAMOXH fAa A NMpoYeTETe OTHOBO.

— AKO HMaTe HAKAKBHM JONMBIHHTENTHM BBIPOCH, Nonwralite Bamug nekap, dapMauesr wim

MeHLIMHCKA CecTpa.

— ToBa NeKapcTIBO € NpeAnycaHo THYHO ¥ eHHCTBeHO Ha Bac. He ro mpeotcrsnBaiite Ha Apyry xopa.
To Moxe na MM HaspelM, HE3ABHCHMO, Ye NMPHM3HAUHMTE Ha TAXHOTO 3aboNdBaHe ca CBHIOHTE KATO
Barme.

— AKO HONYYHTe HAKAKBH HEXeNaHU IeKapCTBCHH peakluH, yrepomere Bamma nekap, papManesT uim
MeIHLMHCKa cecTpa. ToBa BKIIOMBA H BCHYKH BBL3MOXKHH HEXKENAHH peakuMH, HEONMHWCAHH B TasHu
ImcToBKa, BrkTe Touka 4.

Kakgo cuIbpka Ta3H JHCTOBKA

1. Kakso npeacrasnsea XyMan An6ymun 200 g/l bakcanTa U 32 KAKBO ce H31I013Ba
2. Kaxpo Tpa0Ba fa 3HaeTe npean aa npueMere Xyman AnBymun 200 g/l Baxcanta
3. Kax na npuemate Xyman AnOymuH 200 g/l Bakcanta

4. BB3MOXKHH HEXEJIAHH Peakiuu

5. Kak na cexpanssare Xyman Anbymun 200 g/l Bakcanra

6. ChabpKaHHe Ha ONIAKOBKATA M AOITHJIHUTENHA HHbOpMaLUs

1. Kakso npeacraBiassa Xyman AnGymun 200 g/l BakcaaTa H 3a KAKBO ¢e H3N0.13B3

Topa NeKapCTBO CBIBp)KA NMPOTEHH, HapedeH anGyMHH, KOWTO ce cpela B TEYHHS KOMIIOHEHT Ha
KpBBTa (IUTa3MaTa) M craja KeM rpyrnarTa JJICKapcTBEHH NPOAYKTH, HAPESUEHH “IUTa3MEHH 3aMECTUTENN W
Gpakiyu Ha TIa3MeRHTe NpoTenHd”. Toli ce npor3BeXaa 0T Y0BeLIKA KPEB, OT KPHBOJAPHTENH.

®nakod o1 50 ml ceabpika 10 g yoBelliku anGyMuH.
®nakon ot 100 ml ceappika 20 g YOBEMKH anbyMuH.

YopemKuaT anGyMHH ce H3MOI3BA 3a Bb3CTAHOBABAHE M NOAIBPKAHE Ha KPHBHUS 00eM MpH NMALHEHTH,
KOMTO €& 3aryOMIH KpbB MIM TEYHOCTH TO HAKAKBH NpuauHH. H300pbT Ha anByMuH BMecTO
CHHTETHYHHMTE MY 3aMECTHTEIH, KAKTO H HeoOxoauMaTa 1034, (e 3aBHCAT OT KIMHHYHHTE TOKA3aTeau
Ha KOHKPCTHHA NALUHCHT.

2. Kaxkso TpadBa aa 3HaeTe npead Aa npaeMere XymaH Andymun 200 g/ Baxcanra
He n3nomapaiite Xyman AnSymun 200 g/l BakcaaTa:

* KO CTE AEPTHYHH (CBPBXHYBCTBATEIHH) KbM HYOBEIIKH aTOYMHH HTH KBM HAKOE OT NOMOIIIHHTE
BemecTBa (M30poeHH B TouKa 6) Ha XyMaH Anbymun 200 g/l Bakcanrta
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HpeaynpexaeHus H NpeANAIHA MEPKH
Tosopete ¢ Bamns nexap, hapMauesT win MeAHLIMHCKA CECTPA TIpeAH Oa u3nonssare XymaH AnGyMun
200 g/1 bakcanra
* TIpH 110484 Ha QIepryu4Ha peakums o BpeMe Ha JICUCHHETO, MPHAPYHKEHa OT 3aTPYAHCHO AHIN2HE,
cnaGocT (CBETORBPTEIK) HWIH APYTH CHMIITOME. AKO €€ CAyYH ONUCAROTO No-rope, chobileTe Ha
Batis 1ekap Wiy Ha MEMUMHCKATa CecTpa He3abaBHo, Thi Karo HHQYIHATA Ha JIeKapCTBEHHA
npoayxT TpAbea na ObAe cnipaHa HezabaBHO M MOXKe 1a € HeoOX0AMMO a Ce B3eMaT MepPKH, KaKTo 3a
JieYeHHe MpH LIOK.
* aKO HMaTe:
— JEKOMINEHCHPaHa ChLpJeYHa HelOCTATBYHOCT
— BHCOKO KPBBHO HANATAHE
— BapHMLM Ha XPaHOMPOBOJA (pasilinpeHH BEHH Ha XPaHONpoBoIa)
— GenoppobeH ook (TewHoeT B Genute apoloBe)
— CKIOHHOCT KbM CIIOHTAHHO KbPREHE
— TEXKKA aHEM¥A (JIHNCa HA YEPBEHH KPBEHH KIETKH)
— NIHNca Ha OTAEJIAHE HA YPUHA
AKO MHCIHTE, 4¢ HAKOE OT TOPeONUCAHHTE CHCTOAHMA Ce oTHaca 3a Bac, wndopmupaiire Bamis
Jexap, 3a ia MoxKe Ja npeAnpUeMe NOAXOAAIUH Npe/ATa3Hi MEPKH.

IIpH MpoM3BOACTROTO HA JIEKAPCTBA OT YOBSIIKA KPR WM IUIa3Ma C& TIpeANPHEMAT OnpeleneHy MepkH
3a MpeaoTBpaTABaHe NpeJaBAHETO HA HHQEKIMO3HH NPHYMHHTENH HA MauWeHTHTE. Te BKIKYBAT
BHMMaTeNeH noalop Ha JOHOPUTe, 3a Ja CE rapaHTHpa, Y€ Te He Ca HOCHTENH Ha HH(EKUHO3HN aTeHTH,
KAKTO M TECTBAHEC Ha OTHASHHHTC JapABaHHA M HA TUIA3MEHHTE TIYJJOBE 33 MapKepy Ha BUPYCHM
Huekuun. IlpousBomuTendre Ha TaKMBA2 JIGKADCTBEHH MNPONYKTH TMPWIaraT OpOUERypM 3a
HHAKTMBHPAHE WI¥ OTCTPaHsABAHE HA BHPYCHTE B TIPOIlecHTe Ha 06paloTKa Ha KpbB WIHM Ma3Ma.
Benpekn ToBa, NpH NMPUWIOKCHHETO HA TAKHBA JIGKAPCTEEHU NPOAYKTH, BE3MOIKHOCTTA OT NpeaBaue
Ha HHeKIHA He MOke Na OB/ie H3KIFOYEHA HARIHO. TOBA Ce OTHACH U 33 BCAKAKBM HEM3BECTHH WIH
HOBHM BUPYCH WIH APYTH BIAOBE KHOEKLMH.

Ipu anGymuHa, npousBexnan cnopen cnelimdukaunure Ha Egponefickara dapMakones o yTebpAaeHy
NPOU3BOACTBEHH MPOLIECH, HAMA CBOOIICHHA 3a MpedaBaHe Ha BHPYCHH HH(EKUIMN.

Hpenopsysa ce BcexM NBT, KOTaTo nofyuute qo3a Xyman Anbymun 200 g/l Bakcanra, Aa sanmcsare
HMETO H NAPTHAHMAT HOMEP Ha CHOTBETHHS MPOIYKT, 3a JA Ce IPOTOKONUPAT H3NON3BAHUTE MapTHIN.

Apyru gexapcrsa n Xyman AnGymnan 200 g/l Bakcanra

* Mudopmupaiite Bamua nexap wnu ¢apMalieBT, ako NpHeMaTe, Ha CKOPO CTE€ npUeMand WM €
BL3MOXKHO Aa NPHEMaTe APYIH JIeKapeTBa, A0pU U TesH O3 Jiekapeko npeaiHcanume,

* He ca u3BecTHH ycnokHeHMA Npu ynorpefara Ha HoBEwIkM alOyYMHH B KOMOHMaUMAa ¢ RpYTH
JIEKApCTRA.

Bpemennoct, kLpmene n depTHIATET

Axo ¢Te GpeMeHHA MM KbpMUTe, CMATATE, Ye MOXe Ja cTe OpeMeHHa WIH nilaHuparte GpeMeHHOCT,
nocwBeTBalTe Ce ¢ Balys nekap npesn ynotpedara Ha ToBa nekapcTeo. Bamuat nekap me perun aanu
€ YMECTHO jAa ynorpeGapaTe Xymas AnGymun 200 g/l BakcanTa mo BpeMe Ha OpeMEHHOCT UnM
KbpMEHE.

Illogupane u paboTa ¢ MAIIHBEH
He ca nafmoaasann eekTi OBMUABAUIM CIOCOOHOCTTa 34 Iodupane H paboTara ¢ MALIMHI,




Xyman Anbyman 200 g/l BakcanTa ¢cbaABpXKa HaTphi

50 m] dnaxon:

Tosa nexapcTBo ChaAbpxa 115 — 149,5 mg HaTpuit Ba dnakoH. ToBa KONIHYECTRO € EKBHBAICHTHO HA
5,8 — 7,5% ot npenopbunrennns ot C30 MakcHMasieH JHEBEH XPaHHTENEH TIPHEM OT 2 g HaTpHil Ha 3a
BB3pAcTeH.

100 ml dnakon:
Tosa nexapcteo chappika 230 — 299 mg Hatpnii Ba GnaxoB. Toa xonutvecTBo e ekBnBaNCHTHO Ha 11,5

—15% or npenopruuTenHuA o1 C30 MaKCHMaNeH JHEBEH XPAHKTENEH MPHEM OT 2 g HaTpuii Ha 3a
BB3PACTEH.

3. Kax aa wano.aspare Xyman Anbymun 200 g/l Baxcaara

Xyman Anbymun 200 g/l BakcanTa e nexapcTso, npeaHasHaueHo 3a GonumiHa ynorpe6a. Tlopaau Tosa
TO C€ MpHIara OT CNEnyann3vpaH MEAHLMHCKH nepconan B 6olHuua. Bamuar fiekap me onpenenu
KOJIM9ECTBOTO, KoeTo TpadBa N2 NomyywTe, YECTOTATA, 103aTA M NPONL/DKATENIHOCTTA HA JIEYEHHETO,
criopen Bawero cecrognve. Tok me caeny cheTosuuero Bu, wie usMepsa kpueHoTo B Hanarane u
nyZicoBaTa 4eCcTOTa, WE B3eMa KPEBHM npodH, OKATO TpHeMaTe JieKapcTEReHHS NPONYKT, 3a Ja ce
YBEpH, 4¢ J03aTa, KOATO NoTyyasaTe € NOAXOASIA (HE e HaJBHILieHa). AKO MOYYBCTBaTe riaroSonme,
3aTPyAHEHO JHLIAHE WIH MOBHIIEHO KPBBHO HA/IAraNe, chOOLIeTe TOBA Ha JICKapA CH.

AKo cTe IpHETH noBeqe oT Heobxoanmara fo3a Xyman Anbymun 200 g/1 Bakcaara
AKO cTe mpHend foBede oF HeoOXxomuMata Ao3a Xyman Anbymun 200 g/l bakcanra, Hezabaruo ce
KOHCYNITHpAiiTe ¢ Baliug nekap uiad gapMaiesT.

4. BoaMoxkEH HEKEJAHN peaKiun

KaxTo BCHYKN JEKAPCTBA, TOBA JICKAPCTRO MOXKE 08 NMPEIH3BHKA HCKCIAHH PeaKliBM, BEIPEKH ¢ RHe
BCCKH ' MOy4aBa.

AXO ce TOABH HAKOA OT H3OPOCHHUTE HEKENaHW peakumH, vHQy3uATa TpaORa Aa Gbae npexpareHa
He2a0aBHO W 1A ¢¢ NpeanpHeMaT NOAXONSILUTE MepKH:
¢ adHadunaxTHyeH WOK {(MHOTO PANKO: 3acara A0 1 Ha Bcekn 10000)
®  CBPBXYYBCTBMTENHOCT/ANEPIMYHM PeakilMH (C HEM3BECTHA 4ECTOTA: YECTOTATa HE MOXeE Jia
Obae onpeaesieHa OT BATHYHHTE JaHHH)

CpobuiaBa ce 1 38 CIEHUTE HEXKENTAHH PEaKIHm:

Peaxu: moraT Aa 3acersar 1o 1 Ha Beekn 1000
rafere (HepaznoJIOXKEHHE)

3adepeaBane

KOMeH OOpHB

TeMrnepaTypa

C HEU3RECTHA 4eCTOTA: HECTOTATA HE MOIKE /1a Gb/ie onpeaenena 0T HATHYHATE AaHHN
rnapoSonue

NPOMEHEHH BKYCOBH YCEUTAHHA
ChPIAEUEH NPHCTLI
HEpaBHOMEpHA ChpAEUHA AeHHOCT

s ——

A
WA /;0:\




L}

YCKOpeH fync
abHOPMHO MOHIKABaHE HA KPHBHOTO HajlAraHe
- 3agBOKaHe Ha TeuHocT B Gennre apobose
3aIyX WK 3aTpYAHEHO JHLIaHe

TIOBPBIIAHE

- YpTHKapHs

- cbpbex

- Tpecka

CrofmaBpaHe Ha HeXKeJaHH PEaKkuHH

AKO MOJTyuMTe HAKAKBY HEXKEJAHW JIEKAPCTBEHM peakuuy, yeefoMere Bauwms nekap, dapMauieBT win
MeIMIUMHCKA cecTpa. ToBa BKTIOYBA BCHYKH BB3MOJKHH HEONMHCAHH B TasH JIHCTOBKA HEKEIAHH
peakiiy, Moxere ¢hILO 1a Cho0MuUTe HeXKeNaHU PEAKLMH AUPEKTHO Ype3

HsmpaHUTEIHA areHIus 110 JISKapeTRaTa

yn. ,Jaman I'pyen” Ne 8

1303 Codn

Ten.: 435928503417

yeOcaiit: www.bda.bg

Karo cpoOlmasaTe HEKeNaHH peakLWH, MOMKETE Oa NajeTe CBOA MPHHOC 3a MOJyvaBaHe Ha MOBeye
AHGpOpPMAalKA OTHOCHO GE30TIACHOCTTA HA TOBA JIEKAPCTBO.

5. Kak aa cexpandgeare Xyman Anoyman 200 g/l Bakcaara

,uﬂ C€ CEXpaHABa HA MACTO, HEOOCTERIIHO 3a JCIA.

Jla He ce H3M0J13Ba ¢JIE]] CPOKA HA FOAHOCT, U3MHCAH BLPXY ONaKoBKaTa. CPOKBT Ha FOAHOCT € BAJTHACH
110 TIOCJIEAHHA ACH Ha CBOTBETHHA MECEIL,

Ja ce cpxpanasa mox 25°C.

Ja He ce 3amMpa3qBa.

CTeKneHHAT (uIakoH Ja ce ChXpaHsBa B OPHTHHATHATA ONaKOBKA, 3a A ¢ MPE/Ia3H OT CBETIMHA.

Cnep oTBapsHe Ha OMAKOBKATA, ChAbpAKaHHeTo TpAOBa Na ce W3No3Ba He3abaBHO.

Jla He ce manonsea XymaH AnOymun 200 g/l Bakcanta, ako 3alenexure, 4e pasTBOPBT € MBTEH WM B
HErO MMA yTaiika,

6. CrabpikaHEe HA ONAKOBKATA M AONbJAHATEIHA HHPOPMANHA

Kakso cuabpxa Xyman Anbyman 200 g/l Bakcanra

AKTHBHOTO BELLIECTBO € YOBEIIKH al0yMHH.

Bcekn 100 ml ot pasteopa cbabpkar 20 g MPOTEHH, OT KOWTO HaH-MaNko 95% ca YOBEIKH an0yMHH.
OcTaHalHTe ChCTABKH Ca: HATPUEB XJIOPHI, HATPHEB KATIPHIIAT, HATPHER alleTHATPpHITO(AHAT, BOMA 34
WHKEKLIHH.

O6mm0 cbobpxadne Ha HATPM: 130 - 160 mmol/1

Kax n3rnexxna Xyman AxGymun 200 g/l BakcaiaTa H KaxBo CbALPKA ONAKOBKATA

Xyman Andymun 200 g/l BakcanTa e mipo3payHa, JIeKO BHCKO3HA, IMOUTH

KexHOapeHa WIIH 3¢/1€HA TEMHOCT. Pa3TBOPBT € CTEPIUICH, B CThKIIEHH (IIaKOHH,
€ NpeJiHasHa4YeH 3a MHTPaBeHO3Ha UHby3us.




IpuaTexkaten na pajpelieHHETo 32 yroTpefa ¥ HPOHIBOAMTEN
IMpuTexaten Ba paspeureHnero 3a yomorpeda
Baxalta Innovations GmbH

Industriestrasse 67

A-1221 Vienna

ABCTPHA

Ipon3BoasTes

Takeda Manufacturing Austria AG
Industriestrasse 67

1221 Vienna

ABcTpHSs

Toin Jaexkapcrsen mpoayKT € pailpemen 3a ymorpefa B AbpxkaBHve-uneHkun na EHII nop
cAeIHKTE HMEHAS

Agctprs: Human Albumin Takeda 200 g/l — Infusionslésung

benrusa, brrapnus, 'epmanns, I'epung, Hpnanans, Kunsp, JlokcemOypr, Manra, QfeiuneHo
kpaigcTBo, Yenika peny6anka: Human Albumin 200 g/l Baxalta

Janua, Ecronun, Guunanmis, Henaugus, Hlseima: Albumin Baxalta 200 g/l
Hranua: Albumina Baxalta 200 g/l

Jateua: Albumin Baxalta 200 g/l $kidums infuzijam

Jiurea: Albumin Baxalta 200 g/1 infuzinis tirpalas

Hunepranaua: Humane Albumine 200 g/l Baxalta

fomma: Human Albumin 200 ¢/l Takeda

Pymbrua: Albumind Umand Baxalta 200 g/l solufie perfuzabild

Cnorakua: HUMAN ALBUMIN 200 g/l BAXALTA

Crosemys: HUMANI ALBUMIN 200 g/l BAXALTA raztopina za infundiranje

Jata Ra nocieino apepasriexaane Ha JucropkaTa 01/2022

Tocouenara no-nony undopManug e NpeasasHaueHa caMo 3a MEAUIIHHCKH CIEUHATHCTH:

* PasteopwT Xyman AnGymud 200 g/l bakcanTta ce npunara AMPEKTHO HHTPABEHO3HO.

* PasteopbT XyMan Anbymul 200 g/l Bakcanrra He Tpa0Ba jia ce paspexkaa ¢ BOAA 32 MEKEKLUH,
TBi KaTo TOBa MOMe A2 NPeIM3BHKA XEMOIH3A TPH PEUHITHEHTA Ha TPOAYKTA.

« Ha He ce H3MOM3Ba, aKo & HapYUICHa NE0CTTa Ha duiakoHa. [la ce M3XBBPIM, ako HMa U3

* PastBOopute TpabBa 4a ca MpPO3PayHH, TEKO BHCKO3HH, TOYTH Oe31BETHH, XKBIITH, K€
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3e7€HH. AKO Ca MbTHU WM HMAT yTaiika, pa3TBOpUTE He TPAOBA 1a ce W3MON3BAT, Thil KATO TOBA
moxe 6 & nHaMKALMA, Y€ NPOTEHHLT ¢ HecTalWieH Wil pasTROpPET e 3aMmbpeeH. Cie oTBapsHe Ha
oflaKoBKara, ChABpKaHHMETO B TpabBa na ce u3non3ea HezalarHo,

* Hudysuara ce npuiara HHTPRBEHOIHO KATO €& MAMON38 eAHOKPATEH ¥ CTEPHUIIEH ATIMporeHed Habop
3a WH(y3na. Ipeny npobusadeTo Ha 3anyiuankata, TA TpAOBa A2 ce Ae3uHMDEKIUHPa ¢ IOAX0AIIN0
AHTHCENTHYHO cpeacTro. Cnen NpHKpersiHe Ha Habopa 3a uHQY3HA KM (IAKOHA, ChABPIKAMHETO MY

Tpabea na Orje M3N0/I3BAHO He3abaBHO. Hen3nomeasoTo KomH4ecTBO TPa6Ba aa 65ae YHHILOKEHO
chOOpasHO NoKanHNTE pasnopeat.

* CxopocTTa Ha uHdY3ns Tpabsa aa 6bae cbo0paseHa ¢ KOHKPETHHTE YCIIOBHA ¥ NOKa3aHus.,

« Ilpx nnasmen obMeH, ckopocTTa Ha MHQY3HA TpaOBa na Obae ajarTipasa KbM CTENEHTA HA OTAENAHE
Ha Na3Ma.

* Ako ce npunarar rosieMs obeMH, npenu ynorpe6a npoayKrsT Tpabsa ga ce 3arpee 1o craiiua
TeMIepaTypa.

* Ilpw nprutaraHe Ha KOHUEHTPHpaH anGyMun TpaOBa Ja Gple ocHrypeHa NONX0AfIIa XHIPpATAIMA Ha
nanuenTa. [TanuenteT Tpabea Aa 6bae MOBUTOPHPAEH [0 NOAXOAAIL HAYHH, 32 Ja ce HiberHe
NpeToRapRatEe HA KPLBOOOPALNEHHETO H XUTepXHApATHPAHE.

* Ilpn npunarase Ha anGymMHH, € HeOOXOMMO A ce CeTH eNeKTPONHTHES GaNaHC Ha aLUMeHTa H aKo
€€ Hanara, TpAGBa Jia ce B3eMaT NOAXOAALIH MEPKH 33 BH3CTAHOBABAHETO U TIOANBPIKAHETO MY.

* TpaGBa fa Ce OCUTYpH CRINO TaKa M aJIEKBATHO 3aMECTBAHE Ha APYTHTE KPHBHY KOMITOHEHTH
(tbaxTopH Ha KPBLROCECHPBAHETO, EIEKTPOIHTH, TPOMOOLMTH 1 €PHTPOLIWTH).

* Ot ¢p0bpaskenna 3a Ge30nacHoCT € HeoGXOAMMO A Ce 3aANUCBA MAPTHIAHHUAT HOMEP Ha M3TION3BAHUS
npoaykt Xyman AnGymun 200 g/l Bakcanra.

* HosemkH an0yMHH HE TpAGBa A2 ce CMECBA C JAPYI'H JEKAPCTBEHH NPOLYKTH, 11A1a KPbB HITH
ePHTPOUMTEH KOoHUEHTpAT. YoBeuwky anGyMuH He TpalBa Aa ce cMecsa ¢ OeNTHYHY XHAPOIN3ATH HITH
Pa3TBOPH, ChABLPIKALIM ANKOXOJ, Thift KATO B KOMOHHALHA C TAX, IPOTEHHUTE NPELUNIMTUPAT.

» ITpH TBBPAE BUCOKA 1033 M CKOPOCT Ha MHY3HA © BE3MOKHO Ja Be3HEKHE XunepeoaeMus. Ilpn
MBPBUTE KIWHHYHH CHMITOMH Ha NIPETOBapBaHe Ha CHPJCYHO-CHAOBATA CHCTeMa (raBoboue,
3aTPYAHEHO AMIUAHE, KOHTECTHS Ha IOTYAapHaTa BeHa) WIM MOBHIIEHO KPHBHO HANATaHE, MOBHLICHO
LEHTPaIHO BEHO3HO HansraHe u Genonpoben orok, uHy3HusaTa TpsAbea Ja Obae cnpana He3aGaBHO H
Aa ce NpocnenasaT BHNMATETHO XeMOTMHAMHYHHITE NIapaMeTpH HA MaLUeHTa.




