JIacroBka: rudopmManns 3a noTpeburens

oxTannacLG 45-70 mg/ml npax u pa3TBopETE 32 HRPY3IHOHEH PA3TBOP
ABO-KpBbBHO-TpYNIOBO CrICLIM(HIHH YOBEIIKH [UTa3MEHH NTPOTCHHH
octaplasLG 45-70 mg/ml powder and solvent for solution for infusion
ABO-blood group specific human plasma proteins

IIpouereTe BHUMATEIRO HAIATA JHCTOBKA, IPEIH A4 3aM0YHeTe A2 HIN0A3BATE TOBA

JeKapCTBO, Thil KATO TH ChAbPKA BaxHa 32 Bac nadopmanns.

- 3anazere Ta3H JIUCTOBKA. MoXe na ce HAMOKHU Aa 1 NPOYETETE OTHOBO.

- AKO HMaTe HAKAKBH JOITHJIHUTENHM BBIIPOCH, nnonuraiire Banus sekap.

- Toa nekapcTBO € npeanHcaHo JH9HO Ha Bac. He ro npeorcrenBaiite Ha Apyru xopa. To
MOXe JIa UM HaBpeaH, He3aBHCHMO Y€ MPH3HALMTE Ha TAXHOTO 3adoNsBaHe ca ChIUTE KAaTo
Batture.

- AKO nonyuyure HAKAKBH HEXEJIAHH JIEKAapCTBEHH peaKuuH, yBefioMere Bainus nekap. Tosa
BKJIOUBA H BCHYKH Bb3MO)KHH HEXXE/IAHH PEeaKLMHU, HEONMHCAHH B Ta3y JIHCTOBKA. BibKTe
TO4YKa 4.

KakBo chbABpKa Ta3H JHCTOBKA:
Kakso nmpeacrasnsea okrannacl.G u 3a KaKBo ce H3NOM3BA
KakBo Tps0Ba Ja 3HaeTe, Npeau Aa U3nosiisare okramwiacL(§ Kom Pez. As ..... pmzj&/’{/{
Kak xa m3nonssare oxkramacLG

1 Nucmobdxa - MNpusoxeriue 2
2
3.
4, B13MOXHH HEXENaHU PeaKLiH
S
6
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Kak na cexpanasare oxrarviacLG

V3NLAHNUTENHA ATEHUKUA NO NEKAPCTBATA

ChabpxaHHe Ha ONAKOBKATa K JOMBIHHTETHA HHpOopMAaLl BHUG I «ooooecirivssisrnnsisirsisadovessssenssscessessssmssnessns

1. Kakpo npeacrapassa oxraninacL.G | 3a xakBo ce H3M0/13BR

okraruiacLG e cOopHa YoBelnKa ru1asmMa, 0dpaboTeHa ¢ lieN HHAKTHBALMA Ha BUpycH. YoBelnkara
n1a3mMa € TeYHATa 4acT OT YOBEUIKATA KPBB, KOSTO CIIYKH KAaTO HOCHTEN Ha KIEeTKUTE. IIpoayKTsT
ChABPKA YOBCLUKH IUIA3MEHH MPOTEHHHU, KOUTO Ca BKHU 34 MOANLPIKAHE HA HOPMAaJTHHUTE
CHCHPBAIM XapaKTEePUCTHKH, M C€ H3IOJ3Ba 110 ChIIKA HAYHH, KATO U HOpMAJIHATa NPACHO
3aMpaseHa 1ia3sma (I1311).

oktariacLG rnomara B crydau Ha KOMINEKCEH ASPULIMT HA KPBBOChCUPBALIM (PaKTOPH, KOHTO
MOXE Jla € MPHYUHEH OT TEXKKa YePHOAPOOHA HEAOCTATLYHOCT WM MaCHBHO BIIMBAHE.
okrarriacLG Moxke A3 ce npwiara B CNEeLUHH CJTy4aH, KOraTo HAMAa Ha pa3noIOKEHNE KOHLICHTPAT
oT KpbeBOCHCHpBal $pakrop (Hanpumep Paxrop V umm Oaxrop XI) win Koraro HaMa Bb3MOXKHOCT
3a M3BBpUIBaHE Ha HeoOXoaHMMaTa nabopaTopHa MHATHOCTHKA.,

Toit Moxe z1a ce npuiiara u ¢ ues Opp30 MPOTHBOACIHCTBHE Ha quélcTa Ha InepopaHuTe
AHTUKOAIYJIaHTH (OT KYMAPHHOB WITH MHAAHIHOHOB THI), KOraTo IIPUJIaraHeTo Ha BUTaMMH K ¢
HEAOCTATHYHO [TIOPAaH HAPYUIEHH YepHOAPOOHN PYHKIMH WIIH NPU CHCLLUHHU CITYYau,

okraruiacLG Moxke a ce nmpwiara Ha NALHEHTH, NTPY KOKMTO C€ H3BBpIIBA IUiazMadepesa, ¢ Lel aa
C€ Bb3CTAHOBU PABHOBECHETO HA KPBBOCHCHPBAIHTE (DaKTOPH.

2. Kakso rpubBa aa 3HaeTe, NpeAH Aa H3noaspare okramiacLG

He m3non3zsaiite okrannacLG

- aKO CTC AJICPTHYHH (CBPBXYYBCTBHUTENIHH) KbM 9OBEIKH TDIA3MEHH MPOTEHHHW HITH KBbM
HAKOS OT OCTAHAJINTE ChCTABKH Ha TOBa JekapcTo (U30poeHH B Touka 6).

- aKo 3HaeTe, Ue HMaTe aHTHUTEla Cpelly eIuH UMYHOrTIOOYIHH, HapHyuaH IgA. §

r
- 4aK0 B MHHANIOTO CTC HMAJIH pCaKUHA Cpeilly HAKON NpOAYKT OT HOBCIIKaA IVIazMa WU ?
[T311. W\ %

"
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- ako BH e H3ReCTHO, Ye UMaTe HUCKH HIBA Ha MpoTeHH S (BUTaMUH K 3aBHCHM NPOTEHH B
KpbBTa BH).

IIpexynpexnenus H NpeANa3HE MEePKH
I'obopere ¢ Baiuus nekap, npeau aa usnonspare okrarwacLG.

Yeeaomerte Bamnusa srekap, ako cTpajate OT HAKAKeRM ApYrH 3ab6onaBaHus.

O6LpHeTe cHENHANHO BHHMaHHAE NpH ynorpebaTa Ha okranaacl.G

- aKO UMAaTe HHCKH HHBa HA UMYHOITIOOYIUH A.

- aKO B MHHAQJIOTO CTE€ UMA/TH PEaKLMA CpeLly HAKOH IUTa3MEH NPOTEHH, BKTIOYHTE/IHO CPeILy
[13]1.

- aKo CTpajaTe OT ChpledHa HEAOCTaThYHOCT HIIH OoT chOKpaHe Ha Boja B Henure apobose
(6enogpobeH oTOK).

- aKo € YCTAHOBEHO, Y€ NPH BaC CHLIECTBA PHCK OT YCIOKHEHHA, CBBP3aHH ChC ChCHPBAaHE Ha
KPEBTa (TPOMOO3HH YCIOKHEHH ), NOPaAH TOTEHLHAIHO MOBUIICH PHCK OT BEHO3HA
Tpomboembonua (oOpazyBaHe Ha ChCHPELH BLB BEHHTE BH).

- B CJIyYad Ha MOBHINEHO HHXHOHpaHe Ha KPBBOCECHpBaHeTO ((pHOpHHONN3a).

oktawiacLG no npHHIMN He ce MpenophYBa 3a JieueHue Ha bonect Ha ¢pon Burebpans.

BupycHa 6e30nacHOCT

Koraro nexapcTBaTa ca NOJMIY4eHH OT YOBELIKA KPbB WIH IUI1a3Ma, CC PHIArar onpeaeaeHHu
MEPKH, 33 ia ce TIPEJOTBPATH NpenaBaHe HA HHGOEKIIMH HA MauMeHTa. Te BKIno4YBaT BHUMaTE/ICH
noxbop Ha NOHOPH Ha KPBB M TUIA3Ma, 33 Ja CE rapaHTHpa H3IKTIOUBAHE Ha OHE3H, IIPH KOHTO HMa
PHCK Ia Ca HOCHTENH Ha HHDEKLIMH, H H3C/ICABAHE Ha BCAKAa €AWHHLIA AapeHa KphB H Ha cOopHara
IU1a3Ma 3a MPH3HAaUH Ha HAIMYMHETO Ha BHpYcH/HHpekuHH. OCBEH TOBA MPOH3BOAMTEIIATE Ha
TaKHBa MMPOAYKTH BKIIOYBAT B NMpoliecUTe Ha oOpaboTKa HA KPBBTA H HA IU1a3MaTa eTamny, NpH
KOHTO BUPYCHTE C€ HHAKTHUBHPAT WIH Ce OTCTPAHABAT. BLIIPEKH Te3H MEpKH, KOraTo ¢e NPHIarar
NIEKAPCTBEHH NMPOAYKTH, NOTYUECHH OT YOBEHIKA KPBB WITH IUIa3Ma, BH3MOXHOCTTA 3a [IpeaBaHe Ha
HH(pEKIHHA He MOXKe Ja Oh/1¢ HAMBAHO M3KMIOYEeHA. TOBA ce OTHACH U 334 BCAKAKBH HEIO3HATH HIH
HOBOTOABABAIIH C€ BHPYCH H APYTH BHAOBE HH(CKIHH.

IIpennpueTHTe MEPKH C€ CMATAT 32 €(DEKTHBHH CIIPAMO OOBHUTH BUPYCH KaTO 4OBEIIKUA
umyHoedHumTeH supyc (HIV), Bupyca Ha xenatur B 4 BHpyca Ha xenatur C.

TIpennpueTHTe MEPKH € BE3IMOXKHO A4 Ca ¢ OrpaHH4YeHa CTOMHOCT Cpely OonpeReneHH BUIOBE
HeOoOBHTHM BHPYCH, HaIlpUMeEp BHpyca Ha XenaTuT A, BUpyca Ha xernaTHT E 1 napeoBupyc B19.
Ctporo ce npenopb4ea MpH BCEKU OTACNCH ClTy4aid, KOraTo nojy4yasare no3a ot okramnacLQ,
MMETO M MAPTHAHKAT HOMEDP Ha NMPOAYXTA 14 OBAAT 3anHcaHu C Le] Aa ce NoAAbpKa
NOKYMEHTALMA 3a M3NOA3BaHaTa IapTuaa.

BammusT nekap Moxke aa Bu npenopoua na oOMHcauTE fand 1a ce BaKkCHHMpare Cpellly BUPYCH Ha
xenaTHT A ¥ B, ako noiyuasaTe peJoBHO/MHOTOKPATHO NMPOOYKTH, NOMyYeHH OT YOBEHIKa IL1a3Ma.

Hena
HabmonaBaHu ca HAKONKO CIyqas Ha XHINOKAALKBEMHs, KOSTO MOXKE Ja € IPHYHHEHa OT MTPATHO
CBBP3BaHe, MO0 BPEME HA TepaneBTHYEH IasMeH odMeH npH aeua. [Ipenopbuea ce npocnenssane

Ha KaJLMs Mo BpeMe Ha Takapa ynorpeba Ha oxraruacl.G.

JApyra nexkapcrsa H okTaniaacLG
[Ipy xauHu4eM H3nuTBaHMA okTarutacL.G e 6un npunarad B KoMOMHALIWA C pa3sTUYHH JpPYTH
MEJINKaMEeHTH, KaTo He ¢a OWIH YCTAHOBEHM B3auMoAeHCTBHA.

C npunarasero Ha oxraruiacLG MoraT ga ¢e noimy4ar BemecTBa (HanpuMep, XOpMOH Ha
OpeMeHHOCTTa), KOUTO MOraT Aa AOBeAAT A0 GANLIABH NOJIOKHTEIHUA PE3YIITATH OT Te
(HanpuMep MOJIOXKHTENIEH TECT 3a OpeMEHHOCT, HOPH aKo He cre OpeMeHHa).

okTarutacL.G e TpaOBa aa ce CMECBa ¢ IPyrH TEHHOCTH 33 HHTPABSHO3HO NPHIOXKE
epurpoudTeH KoHIeHTpar (EK) u ¢ tpombounTten koHueHTpart (TK) .
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3a na ce H3berne onacHOCTTa oT 06pasypaHe Ha CHCHPELH, CHABPIKALIMTE KANILIHIE pa3sTBODH He
TpsbBa na ce npunarar npe3 eAHa ¥ ChIIA BEHO3HA cHcTeMa ¢ okTarviacLG.
He ca u3BeCcTHM peakumu ¢ APYIH JieKapCTBaa.

HNuopMmupalite Bammua nexap, ako npuemare, HaCKOpO CTe TIPHEMAH IOPYIH JIEKAPCTBa,
BIJTIOYHTETHO H TAKHBA, OTITycKaHH Oe3 peuenTa.

oxTamnacLG ¢ xpana B RANBTKH
He ca HabmozaBanu edexrH.

bpeMeHHOCT, KbpMeHe B PepPTHANTET

AKO cTe GpeMEHHA WK KhPMHTE, CMATATE, 4e MOXKE Ja CTe GpeMeHHa WK IUTaHUpaTe OpeMEeHHOCT,
MOCHBETBaHTE ce ¢ Bainma nekap npegyu ynotpe6ara Ha ToBa nekapetso. okraruiacLG me Bu 661e
MPHUIOKEH CaMO aKko Bamuar nexap npelexn, ve TOBa € OT roAsMoO 3HaueHue 3a Bac.

Illodapaiie n pabora ¢ Mamnnw

He e nabmonapan epekt BbpXy criocoSHocTTa 38 WohHupane Wi pabGota ¢ MamHHH. Bue camu cte
OTrOBOPHH 34 MPELICHKATA, JA/TH CTE B CBCTOSHME J1a IO(HPATEe MOTOPHO NMPEBO3HO CPEACTRO, WIH
fla M3BLpLIBATE APYTH ACHHOCTH, KOMTO H3HCKBAT MMOBHIIEHA KOHIICHTpALHS Ha BHUMAHHETO.

Baxaa ur¢popManHs OTHOCHO HAKOH OT ChCTABKHTE HA okTamiacLG

3a CITHCHK HA CHCTABKHTE, MONS, BHDKTE TOUKA 6.

ToBa nexkapcTBo Chabpka Makcumym 920 mg HaTpHii (OCHOBHA CHCTABKA Ha
roTBapCKaTa/TparesHara coli) BbB BcekH ¢akoH. ToBa KOMHYECTBO € eKBHBAJIEHTHO HA MaKCHMYM
46% OT NpenopBLYHTENHHS MAKCHMANEH JHEBEH XPaHHTENEH MPHEM Ha HATPHH 3a Bb3pPACTEH.

3. Kakx na manoassare oxranmnacLG

okraruiacL.G we Bu 65ae npunoxkeH ot nekap uin MeqHLMHCKA cecTpa, Ilpunara ce karo HHpY3usA
B HAKOS OT BEHHTE.

Bainara 03a 3aBHCH OT KIHHAYMHOTO BH chcTOAHME H OT TenecHoTo Bu Terno. Bammst JIcKap Lue

OTIpEICIIH MOAXOAAINOTO KOJIHIECTBO, KoeTo TpadBa fa BH ce npwioxw.

- nmpeny Aa Bu 6bne nocrasena okramnacLG xato uHQY3ua TpsGpa 1a ce HalpaBH TECT 3a
onpeaendaHe Ha Bamara xprBHa rpyna ot cucremara ABO-.

- I1pu criewnen ciryvaii okrarnacl.G xpneHa rpyna AB mMoxe na ce NPIIOXH Ha BCHYKH
NALMEHTH.

BaxHo € ckopocTTa Ha HHDY3HA na He Hageumasa | ml oxkraruiacLG Ha KUJIOTPaM TEJIECHO TENVIO

3a MUHYTA. B Ipyra BeHa Moxe Aa ce NMprara KainHeB KIIOKOHAT, 33 /13 ce MHHHMH3HPAT

OTPHLIATE/THUTE €EKTH OT LIMTPATa, ChAbpPKALL ce B OKTarnacLG .

Tpabpa aa ocraHere nox HaGmogeHUE OHe npes mepBUTe 20 MHHYTH CNef NMPHIATaHETO, B
CltydaH 4e pa3BUETE alePruvHa peakims (aHadHIaKTHYHA peaKLus) UMM LOK, KaTo B TO3M CITyvait
uH(y3uaTa TpA6Ba Na Guae MpekpaTeHa nesabarHo.

Ynorpeba npa xena u ouomn
HMa orpaHUYeHH aHHH Npy deua u ioHowH (0-16 rogunm).

AKo cTe H3TON3BA/IH NOBEYE OT HeoOX0AHMATA 1032 oKTalIacLG
Ipu BHCOKH 103# MOXe [1a C€ CTHIHE 0 CBPBXOOPEMEHABAHE C TEYHOCT, CBOMpaHe Ha BOJ;
Oenure npo6ore /WM cxpredHn npobnema.

AKO CT¢ NPONYCHAJIR 18 H3NO0A3BaTe okTannacLG

Bawmsr iexap oTroBaps 3a HabMIONEHHETO 110 BpeMe Ha NPWIAraHeTO HA JIEYEHHETO
noaxspkane Ha naboparopHuTe BH nokasaTenu B onpesieneH: rpaHHLM.
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AKo0 cTe copesiu ynorpefara Ha okranaacLG
B®3 ocHoBa Ha croitHocTuTe Ha Naboparopuure By noxaszarenn Bammus JieKap pelnaBa Kora ga
CTpe NpHaraHeTo Ha okraruiacL.G 1 npasy oneHka Ha BE3MOKHHTE PHCKOBE,

Haven Ha npHIOKeRHe

ToBa nexapcTso TpabBa la ce HIXXEKTHpA WIH /1 Ce BIMBa BbB BEHHTE cJe] pasTBapaHe ¢
IPCAOCTABEHHSA PA3TBOPHTE/. AKO HMaTe HAKAKBH JOITHTHUTETHH BLIIPOCH OTHOCHO yrnorpebdara
Ha TOBA JICKapCTBO, NonuTadTe Bamusa sekap wiu apmanesnT.

4. Bb3MOXHE HeKeJAHH PeaKIHE

KakTo BCHUKH JIEKAapCTBa, TOBa JIEKAPCTBO MOKE Ja IPEAM3BHKA Hexe/laHH pPeaKiMy, BIIPEKH 4
HE BCEKH T'H MOJTY4YaBa.
Pagxo Morar na ce Hab/moaBAT peakiK Ha CBPBXYYBCTBUTENHOCT, OOHKHOBEHO TORA Ca TEKH
PCAKIMH OT AJICPIHHCH THII, KOMTO BKIIOYBAT JIOKAJTU3MPAHO WIH FeHEPATHINPAHO 3a9EPBIBAHE HA
KOMKaTa, yPTHKapHs WK chpoex. [lo-texxure hopmu morar fa 660aT NpHAPYKEHH OT CranaHe Ha
KPBBHOTO HAJATAHE WIH OTOK Ha JIHLIETO WM €34Ka. TeKKHTe aleprudHH peakiM Ha LAIOTO TS0
MOTaT /{a Bb3HHKHAT OBp30 U Ja GbaaT ceprHosnn. CHMITTOMMTE ca: cajaHe Ha KPBBHOTO
HAJIATAHE, yIECTEH IyJIC, 3aTPYAHEHO IHINaHe, XPHNOBE, KALULTHUA, 3ayX, TaJeHe, HOBDPBIIAHE,
AHApUA, OONKH B KOpeMa WIH B rsp6a. TexkHuTe peakuuu Morar na NpeMHUHAT B WIOK, 3aryba Ha
CB3HAHME, INXATE/IHA HEOCTATEYHOCT H MHOIO PAAKO MOTAT Aa AOBENAT KO CMBPT.
Hexenanure peakiu MOraT fja ce JBIDKAT Ha ChIbPXAHHETO Ha lMTpart B okrarwiacLG H Huckoto
HHBO Ha KalUHH, 0COOCHO NTPH BUCOKA CKOPOCT HA MH(Y3HATA, HAPYIIECHA yepHOAPOOHA byHKIMA
WM YIOAJIaraHe Ha NalHeHTa Ha Npouexypu no obMeH Ha ru1asma. Morar 1a ce nosBAT CHMITTOMM
KaT0. yMOpa, 1yBCTBO Ha MpaBYYKaHe (HapecTe3nd), TpeMOp H MOHIDKEHO HHBO Ha KaJIIHii.
okramiacLG Moxe na nosumn pucka ot o6pasysaHe Ha KpHBHH CBCHPELIH BBB BEHHTE Ha!

KpaHHHLIUTE, NPUUMHABAKY GONKa H MOAyBaHE Ha KPAKHHLIHTE;

bemure fpobose, npuyHHsBalikH Gonka B repAKMTE U 3aTPYAHEHO JKILIAHE;

® MO3BKA, NPHIMHABAHKH CNa00CT H/WIH 3aryGa Ha YYBCTBHTEHOCT B €1HATA MOJIOBMHA HA
TANOTO, |
® CHpUETO, MPHYHHABAHKU OONKa B rbpAMTE.

I1pu BcvdkH MAIMEHTH, HANOXEHH HA PHCK OT yBEIHYABAHE HA CECHPBAHETO HA KPBBTA, TpabBa 1a
C€ MOaXoAH ¢ 0c00EHO BHUMAHHE H 1a Ce B3EMAaT IMOIXOAKLIMTE MEPKH.
Panxo, HeckBMECTHMOCTTa MeX Iy aHTHTE/NaTa B okTarmiacLG H aHTHreHHTe BhR Bamara xpnB,
MOXE 212 IOBE/IE IO paspylIaBaHe Ha YePBEHHTE KPBBHH KIIETKH (XEMOIMTHYHH TpaHCY3IHOHHH
peakii). CHMITTOMHTE ca; BTPHCAHE, BHCOKA TCMHCpaTypa, HENMPOAYKTHBHA KAll/IHIIA;
3aTPYAHEHO AMINAHE; OOPHB U BRTPEIIHY KPHBOH3/IHEH.
BrBateto Ha oxTarutacLG  Moxe a nmpHuMHK nogBara Ha CrieM(pHYHM aHTUTENA CpELLy
KpBBOCKCHpBAIL (paKTOop.
BrcokuTe 1031 HWIH BHCOKATA CKOPOCT Ha BIHBAHE MOraT 14 NMPEONU3BUKAT YBENHWYEH 06eM Ha
KPBBTa, CbOHpaHe Ha TEYHOCT B GenuTe APoGOBE HWHITH CHLPAEYHA HENOCTATHYHOCT,
Hma chOOLICHHS 38 OCTPH 3aTPYAHEHHS B JHILAHETO 10 BpEMe Ha WIH ciie HH)Y3HATA Ha
okTamwacLG.

ITpy KTHHIYHN H3MMTBAHKA Ha TIpeAecTBAmKS okTaiacLG NPOIYKT H B IIepHoAa clefl
moNy4asaHe Ha PaspenieHHe 3a ynotpe6a ca ycTaHOBEHH ClleIHHTE HEKeTaHH JIEKAPCTBEHH
PECaKLHH:
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Cucremo- YecTH Heuecrn Peaxu MHOro penkw C HenaBecTHa
oprasves xnac [ (21100 80| (211 000 no (2 110 000 o (< 1/10 000) yecrora$
<110} < 1/100) < 11 000)
HapyiweHwna Ha AeduuuT Ha
KPbBOHOCHATA YepBeHU KPLBHY
cucTema KNETKW
CKNOHHOCT KbM
KbpaeHe
Hapylwenmsa na CBDBXJYYBCTBUTEANHOCT | TEXKA aNlepruvHa
WMyHHAaTa PeaKkLMA U LLIOK
cucToma
Flcuxnusn GeanokoicTao
HApPYLUeHWA 8Lalypa
Tperora
Hapyluenwn Ka HaManeHo JAMARHOCT
HepenarTa yceitlaHe 3a JYBCTBO Ha
CHCTema AONKD WK MpaByJKaHe
YYBCTBUTENHOCT
CopaesHM CbpAeyHa
HapyLWeHus HBAOCTATHYHOCT
HePABHOMAPEH NyNc
NOBULBHA CbpASYHa
Jyecrora
Cuao8u 1 ChCHpex B
LMpKYNaTOPHK KDBBOHOCHKTS
HapYLLeHKUA ChAOBE
cnagaHe Ha
KPBLEHOTO HANAraHe
noBULLABAHE Ha
KDBLBHOTO HaMATaHe
HEeAOCTATBLYHOCT Ha
KpweoobpawenueTo
JauepBsBane Ha
KoXaTa
PecnupaTopHu nvnca Ha Avxatensa OCTPU AUXATENHN
HapyLLeHua Kucnopoa HEAOCTATLYHOCT npobnemu
Kopeexa B Senvre
Apobose
CBMBAHE Ha
SpoHxuTe
TeuHocT B Denute
aApobose
Japyx
3aTPYAHEHO AM1LLaHe
CTomawHo- noBpLiLIAHE Gonku 8 kopema
YPpeEBHK rafexe
HapywWeHWuA
HapyweHns Ha YPTHKAPUA obpue
KOX&aTa cupbex NOBULLIGHO
M3noTABaNe
Hapywennn na Gonim B repba
MYCKYNHO-
ckeneTtHara
cnecTema
OGum BACOKA 6onkw B MepauTe
HEAPYLUGHUA W TeMnepaTtypa Anckomdpopr 8
edexTH Ha rspauTe
MACTOTO Ha BTpUCaHe
fpUNoOXeHwe NOKanu3npaH OTok
oo
HepaanonoxeaHue
Peakunn Ha MACTOTO
Ha NpUunoxeHne
Macneaaarua NONOXUTENBH TACT

3a aHTHTena
HAMAnNeHo
ChALPKAHKE HA
KHCNOPOA B XPBETA
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CUCTOMO- YocTH HeuecTH Peaku MHoro peaxku C HenaBecTHa

opraveH knpac | (21100 no | (2 1/1 000 po (2 1/10 000 po (< 1/40 000) yecrora$
< 1/10) < 1100) <11 000)

HapaHasauun, nosuiuaH obem Ha
OTPaBAHNS W KpBBTA
YCNOXKHOHHA, OTpasnaHe C UWTpaT
Bb3HUKHANK B pa3pyluaBaHe Ha
pesynTar Ha JEPBEHMTE KPBBHA
MHTEPBBHLMNM KNOTKw

$laHHM OT CNOHTaHHK CLOBLYEHNA

B 3aBACHMOCT OT THIIA M TEXECTTa Ha MPOTUYAHE Ha HEXXCJIAHUTE JIEKAPCTBEHH PeaKLMH TpAOBa Aa
ce HAMAITH CKOPOCTTa Ha BIMBaHe WIM /ia ce crpe npuiaraHero. Jlekapar ine mpeanpHeMe
HeOOXoauMHTE NeHCTBUA.

AKO HAKOS OT HEXEJIAHHTE JICKAPCTRCHH pPeakl(HH CTaHe CePHO3HA, WIH 3a0eNiexHTe ApYrH,
HEONMMCAHH B TA3H JIMCTOBKA HEXE/IAHM peaki[iH, MONns yeegoMere Bainua nexap.

JAONbLIHATEHR HEXKEIARA PeAKIHHE NPH Jena

Ilo Bpeme Ha nMponeaypHTe Ha rula3MeH 0OMEH Moxe Ja ce HabmoaaBa HUCKO HHBO Ha KaUMii IIpH
Jelia, oCODEHO MPH NAaLMEHTH ¢ HapylleHUus Ha YepHOaPoOHATA GYHKIMA WIK B ClIydalf Ha BUCOKA

ckopocT Ha uH(y3usara. IIpenopruBa ce npocnenspaHe Ha Kallus OpH NpHiIarade Ha oktamiacLG

Crobmasane na HeXKeIAHH PeaKnHu

AKO noTydure HAKaKBU HEXEJTaHH JICKAPCTBERH peaklMH, yBeromere Bamus nekap. Tosa
BKIKYBA BCHYKH BB3MO)KHH HEOITHCAHH B Ta3H JIMCTOBKA HEXKENIAHH peakiiny., Moxere chlno fa
choOLIMTe HeXXeTaHH peakliy JHPEKTHO Ype3 HAHOHAIIHATA CHCTEeMa 3a chobmasane. Karo
choO1IaBaTe HEXKETAHH PeaKLMH, MOXKETe Aa AafeTe CBOsA NPHHOC 3a NMoNyYaBaHe Ha MoBede
HHGbOpMALHA OTHOCHO 6€30MacHOCTTa Ha TOBa JIEKapCTBO.

buiarapas

MamrenHuTENIHA areHInA Mo JieKapcTBaTa
yi. ,,JJamsan I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaliT: www.bda.bg

S. Kak ga cexpanssare oktanaacLG

Ja ce cpxpansra Ha MACTO, HENOCTBITHO 3a JELiA.

He u3nonspaiite TOBa 1EKapCTBO clex CpOKa Ha POHOCT, oTOeNs3aH BLpXY eTHKeTa chex ,,l oneH
no:*,

Ha He ce cxxpaHaea Han 25 °C.

Ila He ce 3aMpa3sBa.

Ha ce npeanasu OT CRETIHHA.

IIpaxsT TpsabBa aa ce pasTBaps caMoO HeNocpeCTBEHO npeaH HHPY3usa. CTabunHocTTa Ha
MPHIOTBEHMA PA3TBOP € NOKA3aHa 3a 8 yaca npu craiiHa Temneparypa (Makc. 25 °C).

Brnpexu ToBa, 32 Na ce NPeAOTBPATH 3aMBbpPCABAHE, pa3TROPLT TPAGBa Na ce u3noa3ea He3abaBHoO
H CaMo BeHEK. PasTBOPEHMAT NPOLYKT He TpAGBa Jla ce ChXpaHABa B XJIAAWTHHK HIH hpU3er

He usxpnpngitte nekapeTpaTa B KaHAJIM3ALHATA WIKH B KOHTEHHEpa 3a IOMALIHH OTI:
[lonuraitte Bainua gapMalieBT Kak Aa H3XBHIIATE JIEKAPCTBATA, KOWTO BEYE HE Han
MEPKH II(¢ CIIOMOTHAT 3a ONa3BaHe Ha OKOJTHATAa Cpeia. \
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6. Cnabpkanne Ha ONAKOBKATA H AONLJIHATTHA HEGOpMANHS

Kaxso cpabpxa oxTamnacLG

- AkruBHHTE BeinecTBa: ABO-KpeBHO-IpYNoBO cnetMpHIHH YOBEINKH [U1a3MEHH MPOTEHHH.
Exus dinaxoH ceabpxka 9-14 g (45-70 mg/ml) akTHBHO BelnecTBo.

- HApyry CECTaBKH:
HaTpHeB AMXHAPOreHpochaT AMXHAPAT, THMOHEHA KHCENMHA MOHOXHApaT, docdopra
KHCE/THHA M IJTALIHH

Kaxk marnexaa oxtannacLG B kakBo cbALpka ONAKOBKATA
okramnacL G ce npepjiara KaTo pax ¥ pa3TBOpHTEN 32 HH(Y3HOHEH Pa3TBOP B CTHKICHH
¢pIaKOHHU.
Beska onakoeka okrarnacLG ceaspixka;
® ] ¢akoH ¢ npax 3a HHQY3IHOHEH pPa3sTBOP CBC 3aMYyLIAIKA H OTYYIBALLO CE KanaJe
¢ 190 ml pasTBopuTen (BoJa 3a HIDKEKLIMH) B CaK
¢ 1 TpaHcdepeH KOMILIEKT
e 2 TaAMIIOHA, HAIOEHHU ¢ AJIKOXOJ
OnakoBka OT eIHH KOMIUIEKT: Npax | pa3TBOPHTEI.
IIpax®T e cunkasa Maca ¢ NOYTH G471 HWIH JIEKO XKBITEHUKaB LBAT.PasTBopHTENAT € 6HCTpa U
Oe3lBeTHa TEYHOCT.

IIpETexkaTes1 HA paspemenHeTo 3a ynorpeba:
Octapharma (IP) SPRL

Route de Lennik 451

1070 Anderlecht, benrus

IIpom3BoanTENR:
Octapharma AB
Lars Forssells gata 23, SE-112 75 Stockholm

1lIBe1us

JlaTa Ha noCTeHO Npepa3rAekAaAHe HA JUCTOBKATA
07/2025
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IlocouenaTa no-gony nndopMaNAY € NPEIHAIHAYCHA CAMO 32 MEARNMHHCKE CICOHATHCTH:
HO3BpOBKA H NPHAOKEHHE

J03HpOBKA

Jl03MpOBKATa 3aBHCH OT KIMHMMHATA KapTUHA H 00YC/IaBAIOTO HAPYIIEHHE, HO OOUKHOBEHO Ce
npuemMa, Ye HadanHarta fo3a € 12-15 ml oxraracLG Ha xunorpam tenecuo terno. Tosa 6u
TpsAbBano aa Aosene 10 yBenudasade ¢ MpHOAH3INTENHO 25% Ha HHBATA HA MJIA3MEHHS
KpEBOCBHCHpBAIN $HaKkTop Ha NaLMeHTA.

BaxHo e aa mpocneauTe Ta3sy peakiys Ha MOBIHABAHE KAKTO KIMHWYHO, TAKA H Ype3
KOJIHIECTBEHO ONpEAc/AHe, HaPHMEP aKTHBHPAHOTO NMapLMAaTHO TPOMOOIUIACTHHOBO BpeMe
(aPTT), mporpomburoBoTo BpeMme (PT) u/unm TecToBe 3a crielMHYHE KPBBOCHCHPBAUTH (HaKTOPH.

Zlo3uposka mpy aepuuuT Ha KPEBOCHECHPBAN (aKTOp:

OOHKHOBEHO aJIEKBATEH XEMOCTa3eH eEKT NPH JIEKH U YMEPEHH KPhBOH3ITHBM HITH TIPH
XHPYPra4eCKH ONEPalMH NMPH NALMEHTH ¢ HEAOCTHI Ha KPBBOCKCHPBAII (PaKTOp, Ce NMOCTHTa Cle/
BiMBaHe Ha 3-20 mi okrannacLG na kunorpam tenecuo terno. Topa 61 Tpa6Bao Oa KoBene xo
yBesmtapare ¢ npuOaMsuTento 10-33% Ha HHBaTa Ha IUTa3MEHMA KPBBOCHCHPBAIN (GAKTOP Ha
naieHTa. B coyyali Ha MacHBHU KPBBOH3NTHBH HITH XMPYPFHYHa ONlepalks Tpa6Ba fa ce noThpeH
KBATHQMIMPaH CBBET OT XeMaToJIOr.

HJo3uposka ripy TTI1 ¥ KPLBOUINTHEM Py MHTEH3UBHA TU1a3Madepesa:
I1py TepanesTvyHy IpoLEenypH 3a mia3madepesa Tps6Ba 1a ce MOTHPCH KBATHGHUHPAH CHBET OT

XEMATOJIOT.
ITpu naumenTu ¢ TTTI, nemusT 06eM Ha cMeHenarTa riasMa TpA6Ba Aa Gbe 3aMECTeH ¢
okrarmnacLG.

Ha4yHH Ha npajoxKeHHEe

O6mu ykazanus
Moas, npodeTere BCHUKH HHCTPYKIIMH H TH CleBaiTe BHHMATEIHO!

[lo Bpeme Ha mpoueyparTa, onucaHa ro-A0.y, Tpabea Aa ce NoJTbPKa ACENTHYHA TEXHHKA.
IlponyxreT OGHKHOBEHO CE pa3TRaps B PAMKHTE Ha NpUGIHIHTENHO 15 MUHYTH MpH CTaiiHa
TEMIIEpaTypa. AKO NIPaXbT HE CE PA3TBOPH B paMKHTE Ha 30 MUHYTH, MPOAYKTHT TPsGBa Aa ce
H3XBEPIH.

Cnen pa3TBapaHe NPOAYKTHT TP26Ba 12 ¢e M3M0JI3Ba He3abaBHO.

PasrBapane

1. PasrsapsHeTo Ha okrariacLG Tpa6Ba fa ce HAIPaBH NpPH CTaitHa TeMnepaTypa. Orcrpanere
OTYYNBAMIOTO CE Kanaye ot (pyiakoHa ¢ npaxa {(okramacL.G), 3a 1a oroyMTe HeHTpaTHATA
4acT Ha ryMeHaTa 3anmymaska. JlesuHpekumpaiTe ryMEHaTa 3aIylIanka ¢ TAMIIOH, HAMNOEH C
aJIKOXOJI, H S OCTABETE Ja H3CBXHE.

2. Orcrpanere 6nucTepa 0T TpaHChEPHUA KOMILIEKT H 3aTBOpeTE KIaMINaTa Ha TpaHcjepHaTa
JIMHUA.

3. OrcrpaHeTe BRHIIHATA ONAKOBKA HA CAKA C BOJATA 3a HEDKeKIH. OTCTpaHeTe CHHATA
MpeAna3Ha karaika oT 0Tsopa Ha caka. He fokocsaiire ryMeHaTa 3anymarnka wix 0TBOpa, 3a
Ja 3ana3ure CTEPHIHOCTTA.

4. Ceupxere TpancdepHrs KOMIUIEKT ¢ ¢iakoHa ¢ ipaxa (okrarwtacLG), kato npoGuere
'YMCHATA 3ayllajika B UCHTBpa ¢ NOMOLNTA Ha 1Hna. OTBOpeTE Ki1anasa X0 M.

5. Cespere TpaHChEPHHA KOMIUIEKT ChC CaKa C BOAATA 33 MHDKEKIHH, KATO BKaparte urjara
1Ipe3 CHHHA OTBOP.

6. VBepere ce, ue TpaHCHEPHHAT KOMILIEKT € J06pe CBBP3aH, APBKTe/oKaueTe caka ¢ B
HIDKEKUMM BEPTUKATHO HaJl (pJIaKOHA C Mpaxa ¥ OTBOpeTe KiaMnarta. Boaara 3a u
H3THYa aBTOMATHYHO BBB (PrrakoHa ¢ npaxa (okrarmiacLG). 3ano4nere iexko na Bh
(hnakoHa ¢ mpaxa 1o BpeMe Ha NPeXBHPISHETO Ha BOJATA 38 MIDKEKLIHH. '
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7. Korato npexBBpIISHETO € 3aRLPLUKIIO, OTCTPAHETE WIKMMA OT (1akoHAa ¢ Npaxa U H3XBLPIIETe
TpaHCEPHHA KOMIUIEKT H H3Npa3sHEHHs CaK OT BOAATA 332 HIDKCKIIHH.

8. Ilpoawipkere Aa BBPTHTE JEKO (GNAKOHA ¢ Mpaxa, JOKATO MPAaxXsT Ce pa3TBOPH Hambano. He
paskialnaiire ¢yakoHa, 3a aa uibertere obpaszyBanero Ha naHa. OOMKHOBEHO NpaxsT TpAOBa
/1a ce Pa3ITBOPH HAITKJIHO B paMKHTE Ha NPHOIH3UTENHO |5 MUHYTH.

IIpuarorseHHaT pa3TROp TPAOBA Aa € OHUCTHP WIM JIEKO ONANICCLIEHTEH.

okTariacLG TpaOBa na ce npuiara 9pe3 HATpaBeHO3Ha MHDY3HA, KATO ce H3MOoN3Ba HHY3HOHEH

KOMIUIEKT C BB3AYLIEH KIanaH ¥ QUIThLp 32 OTCTPAHABAHE HA MNOTEHLHAIIHO OCTATHYHH YaCTHLIH.

HauwH Ha NpHIOKEHHE

[Ipunaranero Ha oxtariacLG tpsabpa na 6pae Ha 6a3aTa Ha KpbBHO-rpynoBa cneunduuHoct. Ipu
CNEeIHH ciTy4aH, okTannacL.G kpeBHa rpyna AB 1ps0pa aa ce cauTa 33 YHHBEpCanHa IU1a3Ma, Thid
KaTo MOXke Na 63/e npunarana Ha NalHeHTH, HE3aBUCHMO OT KpPhBHATA MM I'pyTIa.

okraruacL.G TpadBa na ce npuiara Kato HHTpaBeHO3HA HHGY3HA CNEA pasTBapAHE, KaTo ce
H3M0/13Ba WHOY3MOHEH KOMILICKT ¢ Bb3yIlIEeH knarnaH H ¢untep. Ilo Bpeme Ha uHpysunara tpsabea
Jla Ce Cra3Ba aCENTHYHA TEXHHKA.

L{#rpaTHaTa TOKCHYHOCT MOXKE a4 HACTEIIH, KOraro ce npuiara nosede ot 0,020-0,025 mmol
uuTpat Ha kg 3a MuHyTa. [Topaau Toa HHy3HOHHaTa CKOpOCT He TpAGBa Aa HaapHinasa 1 ml
oxtarmiacL.G Ha kg 3a MuHyTa. TokcHuHHTE ehekTH Ha LIMTpaTa MOTAT J]a Ce HAMAJIAT A0 MEHUMYM
Ype3 HHTPABECHO3HO TIpHIIaraHe Ha KalLHeB [JIIOKOHAT npe3 Jpyra BeHa.

Pa3TBOpeHHAT NpOAYKT TpsAGBa a ce mpHiara NMpH NMOHOCHMA 3a OPraHH3MAa TEMIIEPATYPA, 3a 4 Ce
MPeAOTBPATH XUITOTEPMHUA, HO He Haxa 37 °C.

[IpenynpexieHns U NPEANa3HE MEPKH TIPH NPUIOKECHHUE:

B ciryvait Ha aHaQWIaKTHYHA peaKis WM oK KHOY3usaTa Tpa6Ba 1a ce MpexpaTH He3zabaBHo.
Ilpn TepanvaTa TpsaGBa Aa ce Cra3BaT yKa3aHHUATA 3a JICYEHUE Ha LIOK.

INaipeHTHTE TPAOBA Na Ce HabMIOAABAT B MPOABIDKEHUE HA MHHUMYM 20 MHHYTH ClieJ
NPUIIATAHETO.

HecpBMecTUMOCTH:!

- oxtariacLG Moxe na ce cmecsa ¢ epurpoumTer koHueHTpar (EK) v ¢ TpomGouuten
KoH1teHTpoT (TK), ako ce cnasu csBMECTHMOCTTa Ha ABATA Pa3TBOPA ¢ KPbBHHU I'PYIH
ABO;

- oxtarmacLG He Tpabea ga ce cMecBa ¢ APYrH IeKAPCTBEHH NMPOAYKTH, Thif KATO MOXKeE 1a
HACTBIIAT HHAKTHBAITHSA WIH NMPELMITHTALIUA;

- 3a J1a ce H3berne onacHocTTa OT 00pa3yBaHe Ha ChCHPELIH, ChABPKALIMTE KAJLIM
pa3TBOPH He TpaOBa a ce nmpwiarart npes €/Ha ¥ ChINa BEHO3HA cUcTeMa ¢ okTaruiacLG.

HurepdepeHums cb¢ CEpONOrHYHH TECTOBE:
[lacusHOTO NpeaaBaHe Ha IUTa3MEHHTe KOMITIOHEHTH OT OKTamnacLG (Hanpumep, B-goBelnku

xopuorronanorponuH; f-HCG) Moxe na nosene no noapexnaimm naboparopHy pe3y TaTH B
peumnuenTa, Hanpumep, ciea nacueHo npenarare Ha B-HCG e crobieno 3a panmue
ITOJIOXKHMTENIEH TECT 3a OpeMEHHOCT.
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