JIHCTOBKA 32 MallHEATA

OxTtane#iT, 500 IU npax u pazTBopuTeN 32 HHKEKIHOHEH Pa3TBOPp
Yosemku koaryaannonen ¢paxrop VIII

Octanate, 500 IU powder and solvent for solution for injection
Human coagulation factor VIII

IIpoverere BHEMATEIHO HAJIATA JHCTOBKA MPEIH Aa 3aN0YHETE [a H3N0/A3BaTe TOBA JI€KAPCTBO,
ThH KaTo TA ChAbPKA BaxkHa 3a Bac nadopmanus.

¢ 3amnazeTe Ta3H JUCTOBKAaTa. MoxKe 1a ce HaJI0XH 1A A MPOYETETE OTHOBO.

® AKO MMaTe€ HAKAKBH IOOMBJHUTENHHM BBLIOPOCH, nonuraite Bawiua nexap, dapMauesT unu
MEeIHLIMHCKA CECTPA.

e Topa nekapcTBO € mpeanucaHo JU4MHO Ha Bac. He ro npeorcrensafite Ha apyru xopa. To
MOJKE A UM HaBpeOH, HE3ABUCHUMO, Y€ MPHU3HALUMTE Ha TAXHOTO 3aD0/siBaHe ca CBUIMTE KATO
Bawure.

e AKO MONy4YuTe HAKAaKBH HEXeJaHW peakuuu, yBeaoMere Bawna nexkap, ¢apMaueBT HIH

MEIHLMHCKA cecTpa. ToBa BKIIOUYBE U BCUYKU BB3MOXKHH HEXKENAHU peakLMM, HEONHCAaHH B
Ta3u NUCTORKA. BMxTe ToYKa 4.

KakBo ¢ChABLP*A Ta3H JIHCTOBKA!

Nucmobxa - TTDUAONEHUS 2

KakBo npeacrapngasa OKTAaHENWT W 3a KAKBO C€ U3IM0J/13Ba
Kakso TpabBa fa 3HaeTe, npeau Aa uanonspate OKTaHEHAT
Kak aa uznonzeate OKTaHEHT

BB3MOXHU HEXENAHH peakLHH

Kax na cpxpanapate OkTaHEeUT

Cbabp)kaHHe Ha OMAKOBKATA U AOBIHUTENHA HHPOpMaLHE

ANl ) e

1. Kakno npegctapiaapa OKTaHeHT H 38 KAKBO ¢€ H3NOJI3BA

OxTaHelT NpyHaIekKH KbM Ipynarta JeKapcTBa, HapedeHH (PakropH Ha KpbBOCHCUPBAHETO H CHAbPXKA
Yopewku koarynauuoHeH gaktop VIII. Tora e cneyuaned 6eATHK yyacTBall B MpoLeca Ha CbCHPBaHe Ha
KpBBTA.

OKTaHENUT ce H3MON3Ba 22 NeYEHHE U NMPOPUIAKTHKA HA KbPBEHE MpH nauueHTH ¢ XxeModwing A. Tosa
€ CBCTOAHHE MPH KOETO KBPBEHETO NPOABAKABA I10-ABJIAr0 OT O4aKBaHOTO. JB/KM C€ HAa BpPOAECHA
nunca Ha koarynauuoHeH ¢axrop VIII B kpbBra.

OkTaHeHT ChILO Cce HU3MOA3BA 3a JleYeHHe U NpodHIaKTHKA Ha KbpPBEHE NPU MALMEHTH ¢ XeMOPUIUA
A, pasewiM aHTHTena cpeuty ¢paxkrop VIIL.

2. Kakpo Tpa0Ba Ja 35aere npeas aAa minonisare OKTaneHy

CHITHO NMpEenopBLYUTENHO € 1a Ce 3aNMCBa UMETO M NapTUAHHUS HOMEP HA MPOAYKTA BCEKH MbT, KOraTo
nonydaeate go3a OKTaHEMT, 3a [1a c€ NoANbp)Ka AOKYMEHTHPAHE HA U3NON3BAHUTE NMAPTHIAH

BaiiusaTt nekap Moke Aa By npenopbua aa npeueHUTe Bb3MOXKHOCTTA 3a BAKCHHALIMA CPEILlY XeNaTHT
A n B, ako nonyyapare peIOBHO WIH NOBTOPHO NMPOAYKTH, M0Jy4aBaHH oT dosewiky Paxrop VIIL

He manoazeatite OxranedT

. axo CTe anepru4yHU KbM YoBewWkW koaryaauuoHeH ¢akrop VII wiam kbM Hikos
CHCTABKH Ha TOBaA JIEKApPCTBO (M30pOEHH B TOUKA ). (

W3MNbAHUTEAHA ATEHLIA N0 NEKAPCTBATA

Kam Pge. Ne Mﬁlagm .............
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IlpeaynpexaeHHd u npeina3nid MepKH
['oBopete ¢ Baiuus nexap, papMaueBT Wik MeAMLIHHCKA CECTpa Nnpeau na usnoassate OKTaHEeHT.,

OxTaHelT ChABPIKA MHOIO MAIKHM KOJIMYECTBA OT ApPYrH 4OBELIKM OentTbud. BeAko nekapcTso

ChABpXKALIO OenThlM ¥ HHXXEKTHpALIO C€ BbB BEHA (MUHTPAaBEHO3HO MPWICKEHHE) MOXeE Ja
MpeaU3BHKA alepruiHu peakun. (Buok Touka 4 ,,BE3MOXKHH HEXETAaHK PEAKLHH ),

OO0pa3yBaHeTO Ha MHXHOUTOpU (aHTUTENa) € U3BECTHO YCIOXKHEHHE, KOETO MOXKe 1a BB3HHKHE 1O
BpEME Ha JICUEHHETO C BCHMKHM JieKapcTBa, chabpxaiuu ¢akrop VII. Tesn naxudburopn, ocodbeHo BbB
BUCOKHM HMBA4, CNIMpaT MPaBUIHOTO AeiicTBHe Ha NedeHueTo M Bue win Bawero aere we Obaere
npoclieASBaHH BHHMATENHO 32 pa3BUTHE Ha Te3 MHXMOUTOPH. AKO KbpBEHETO Npu Bac niu ToBa npu
Baiuero nere He ce KOHTposiupa ¢ OkTaHelT, He3abasHO HHPOpMHUpaiTe Baiuus nekap.

HudopManug 0THOCHO KPBHBTA H N1J1a3MAaTa, H3NO/A3BARH 32 MPOU3IBOACTBOTO HA OKTAHEHT
Korato nekapcTsa ce MPOM3BEKAAT OT YOBELIKA KPbB WIH I1a3Ma ce B3eMaT OMpeAeieHH MEPKH, 3a
fa ce NpeaoTBpaTH MPEAaBAHETO HA WHGEKUUA Ha NauueHTHTe. Te3n MEepKH BKIIOYBAT BHHUMATENEH
noabop Ha AOHOPHTE Ha TUIa3Ma M KPbB, 33 Ja € CHI'YPHO, Y€ € H3KIIOUEH PUCKDT OT MpeaaBaHe Ha
HHQEeKLHH, KAaKTO W H3CJie[BaHETO Ha BCAKa JapeHa KpbB WIM [1y/0Ba [U1a3Ma 3a HAJIMYME Ha
pupycH/uHbekunu. [Tpou3BOOUTENIHTEe HA TE3M TNMPOAYKTH BKIKOYBAT U CTHIKM B 0OpaboTKaTa Ha
KPbBTa WJIM IU1a3MAaTa, KOUTO J1a HHAKTUBHPAT WIM OTCTPAHAT BUpycHTe. He3aBUCHMO OT Te3H MEPKH,
KOTaTO JIEKapCTBa C€ MPUrOTBAT OT YOBELLIKAa KPbB WK IUla3Ma, BEPOATHOCTTA 3a rpeHacsHE Ha
HHQEKLHAA HE MOXE Aa C€ M3KIIOYH HambenHO. ToBa ¢e€ OTHAcs H 3a BCHUKH HEM3BECTHM HNH
MOABABALLM C€ HOBH BUPYCH WM APYrH BUAOBE UH(PEKUHH

Te3sn MepkH ce cMATAT 3a eDEKTMBHHM 3a BUPYCHTE C OOBHBKA KATO YOBELKHS UMYHOAC(PULIUTEH
supyc (HIV), supyca na xenatur B (HBV) u Bupyca na xenatut C (HCV), kakro U BHpycure Oe3
obBuBKa, kato To3u Ha xenmatuT A (HAV). [lpouenypure Ha BHpyCHa WHAKTHBALMA/OTCTpaHABaHE
MOXKe OH MMAT OrpaHHUYeHO NeHCTBUE cpelly Manky BUpYcH Oe3 o6BuBKa, KaTo napsosupyc B19.

Hudekuuara npean3BMKaHa ot napeoBupyc B19 moxe na Opae cepHo3HO ycnokHeHHe NpH OpeMEHHH
KeHH (Mopaan pUcK OT MHQEKLKA Ha II0Aa) U NPH HHAWBUAM C HapYyLUEH UMYHHUTET (MMYHOOS(PHULMT)
I TaKkHBa ¢ HAKOM BHJOBE aHeMMA (Hamp. ChbpPNOBHUAHO-KIETbYHA OOJECT WIH HapylleHHs B
pasrpaxaaHeTo Ha YePBEHUTE KPbBHHU KJIETKH).

Apyru aekapersa 1 Oxraneit

Huadopmupaiite Bawua nekap wnim ¢apMaleBT, ako NPHEMATE, HACKOPO CT€ MpHEMATIH HIIH €
BB3MOXKHO J]a IPHEMATE JPYTrH JIEKApCTBA, BIJIFOUUTENIHO TaKMBA, KOWTO Ce MoNy4aBar 0e3 pelienra.
He e H3BeCTHO NeKapcTBaTa CHABPIKALLM YOBELIKHM koarynaudoneH daxrop VIII fa BzauMoaeicTaar ¢
Opyry nekapcTea. Bee nak He cMecBaiTe OKTaHEHT ¢ APYrH JieKapcTBa Mo BpeMe Ha HHDY3UA.

DepTHIHTET, OpeMERHOCT H KbpMEHe
Ako cTe OpeMeHHa WM KbPMHTE, CMATATe, Y€ MOXe 1a cre OpeMeHHa WM MiuaHupaTte OPEMEHHOCT,
nocsbBeTBaiTe ce ¢ Baiina iekap nnu dpapmauesT npear ynorpedara Ha TOBa 1EKapCTBO.

BaxxHa HHOpMaLNA OTHOCHO HAKOHK OT CbCTaBKHTE Ha OKTAHEHT: ChAbP)Ka HATPHH

Tosa nekapcTBo chabpxa 40 mg HaTpui (OCHOBHA ChCTABKA HA rOTBApCKaTa/Tpane3Hara o) Ha
¢nakoH 3a ¢pnakonure oT 500 IU. Toa KonHUECTBO € EKBHBAIEHTHO Ha 2% OT NMPENOPbYHTENHHS
MAKCHMANeH JHEBEH XpaHHUTENEH NPUEM HA HATPHUH 3a BB3PacTeH.

Tpabsa na ce UMa npen BHA NPH MALKEHTH, KOUTO Ca Ha JUETa ¢ KOHTPOJIIMPAHO CbAbPXKAHHE Ha
HATPUIA.




3. Kak n1a manosasBaTe OKTaHEHT

OxkTaneiT TpsaOBa ga ce npunara MHTPABEHO3HO, ClIEA pa3TBapAHe C MPHIOKEHHS pa3TBOPHUTEIL.
JleuenneTo TpaOBa Aa ce 3aMOYHE M0 MEAHLMHCKO HAaOOAEHHE.

IpopHaakTHKA HA KbLpBeHe AKO cTpajare oT XxemModunus A 3a npoABLIKHTENHA NPOQHIIAKTHKA
TpabBa na cu urxkektrupate 20 go 40 [U daxtop VIII Ha kMnorpaM TeA€CHO TETNO BCEKH ABa KM TPH
nHu. BamaTta gosupopka TpsafBa ga ce npeuusdpa cnopej TOBa KaK c€ MOBAMABATE OT JieWeHHeTo. B
HAKOHM Cliyvan Moxe Aa 6batT HeoOX0AMMH NO-KPaTKU JO30BYU UHTEPBAIH WM MO-BHCOKH JO3H.

H3uncende HA 103aTa

Bunaru uznonseaiite OkraHeWT TouHO KakTo By e kazan Bawmusar nexap. KoHcyntupaite ce ¢ Bawuns
nexkap Wiy ¢papMalERT, aKO HE CT€ CUTYPHH.

AxtuBHocTTa Ha ¢aktop VIII orpazaea xonmuecrBoro Ha daxrop VIII B mnasmara. Ta ce u3passsa
MM KaTo MNpOLEHT (OTHECEHO KbM HOpMAajiHa YOBELUIKA KPbBHA IU1a3Ma) WIM B MEXKAYHapOAHH
eguauLd (IU). Josuposkara Ha ¢axrop VIII ce npeacrass B [U,

EnHa mexayHapoaHa eavnHuua (IU) dakrop VIII akTMBHOCT € €KBMBaleHTHA Ha KOJAHYECTBOTO
daxrop VIII B 1 ml or HopmanHa uomemka rutazma. Egna IU daktop VIII Ha kg TenecHo Terno
nosuiaBa miasMeHata dakrop VI akruenoct ¢ 1,5-2 % or HopmanHata akTMBHOCT. 3a [Ja
wiukciauTe Bamara nosza ce onpenens aktuBHocTra Ha ¢axkrop VIII sue Bawara nnazma. Mons
KOHCY/ITHpaiiTe ce ¢ Balua nekap, ako He ¢T€ CMIYpHHU KOJIKO TpsOBa a ce MOBHILKM aKTHBHOCTTA Ha
dakrop VIII nnu xak na u3uncnure Bauarta go3a.

HeobOxonxumMara go3a ce H34YHCNABa KaToO Ce U3MN0J3Ba CAeJHATA cbopmyna:

HeobOxoaumuat opoii exunnnn (IU) = renecnoro terno (kg) x xe1aHOTO NOBHIIABAHE HA HHBOTO
Ha ¢pakrop VI (%) x 0,5

Bainata O034poBKa WM 4ecTOTaTa Ha TMPHUIOXKEHHWE BUHATH TpaAOBa ga ObIAT OPHEHTHPAHH KbM
KIHHAYHATA €PEeXTHBHOCT MPH HHAWBHIYATHHSA MMAUMEHT.

B cayuaii Ha nmocneaBauid KpbBOUIIMBH, akTHBHOCTTA Ha (pakTop VIII He Tpabsa na nana nox naneHo
HUBO Ha aKTHBHOCT (B % OT HOPMAJIHOTO), NOKA3aHO B cjeaBallaTa Tabnuua, 3a CLOTBETHHA MEPHO.

Tasu Tabnvua MOXKe Oa ce MOA3Ba KAaTO OPHEHTHUP 3a [J03UpaHe MNpU ETNH30AH HA KbpPBEHE H
NpeACTOALNA XUPYPrUUeCKA MaHUIYIALIHU!

(rpe 1 noct-
ONEPaTHBHO)

CreneH Ha KpbBOU2aNKMBa/TUN Ha | M3uckBawo | Yecrora  Ha  go3dpane  (4acoBe — MEXIY
XUPYpPruvyHa MaHHuNyaauus ce HUMBO Ha | A303UTE)/NPOABDKUTENHOCT Ha TepanuATa (IHH)
daktop VIl
(%)
KpbBOH3/IHBH
PaHHM XeMapTpo3H, MYCKYJIHH 20 -40 [TosTapsue Ha Bceku 12-24 yaca. Ha#-manko |
KPbBOM3JIMBU W KbPBEHE OT NeH, clel KaTo KPBBOMU3NIUBHTE MMpOABABAILM CE C
BEHLIUTE Oonka OTWYMAT HWAM C€ IOCTHIHE  [TBHJIHO
O3ApaBsBaHE
OO0LLUpHU XEMapPTPO3H, 30-60 [TorTapaHe Ha MHODY34aTa BCekH 12-24 yaca 3a 3-4
KPBBOHM3IIHBU B MYCKYJHTE WIH OHH WIH ToBeuYe aAokaro Oonkata WIM OCTpOTO
XEMATOMH HApYyIIEHHE B ABHKEHHETO OTLIYMST.
XHPYProYeH MAHHNYJ/JANHH |
Mankg, BKIOUNTENHO 3BOHH 30-60 Bcekn 24 uaca, Hadi-manko 1 feH cien mhjusato
eKCTPAKIIMH 031paBsBaHe :
[onemMu 80-100 [ToBTapaHe Ha WH)Y3UATA HA BCEKH 8-24

ITBJIHOTO 3a3PaBABAHE HA PAHHTE, TOrapa
3a Haii-Malko 7 OHM 33 MOAABLpXKAHE Ha




VI1II akTuBHOCTa B fuMana3zoHa 30-60%

Bamust nekap ume Bu nocbBeTBa OTHOCHO JI03MPAHETO M HECTOTaTa ¢ KOSATO TpsiOBa aa npuemare
(OKTaHEeMuT.

Moske a ce MOBJIMSETE 110 pa3/iM4eH HaYMH Ha nNpoaykTuTe chabpkawu gakrop VIII. Ilopaau Tosa,
[10 BpeMe Ha JieyeHueTo TpsaOBa aa ce onpeaens HUBOTO Ha ¢aktop VIII B KpbBTa M CHOTBETHO Ja ce
M3YMUCIIM KOPEKUMATA HA 103aTa U YeCTOTaTa Ha NMPHII0KEHHUE.

Ynorpeda npu aeuna
KiMHUYHUTE NpOyYBaHMs HE MOKAa3BaT HaJlMuME Ha CrNelMajHU M3UCKBAHMUA 3a J103UpaHe IpU Jella.
KakTo npu eyeHue, Taka U npy npoduiakTUKa, J103UPOBKATa MPH JIella U Bb3PaCTHU € €/1Ha U Cbllia.

YKa3zaHue 3a ynorpeda B JOMAIHH VCJI0BHS

e Mo npoyeTeTe BCHYKHU HHCTPYKLIMHU M 'Y CJIeIBAWTE BHUMATEJIHO!

e [lo Bpeme Ha npoueaypara, onucaHa no-a0Jy, TpsadBa ce cbOJIr0gaBa CTEPUIHOCT!

e He u3nonzaire OKTaHENT c/1e] CpOKa HAa rOJAHOCT MOCOYEH Ha €TUKETA.

e Pa3TBOpPEHHAT JIeKApCTBEH NMPOAYKT TpAOBa Ja ce rnpersieaa BU3yalHO 3a HaJIMUHUE HAa YaCTHULIM U

[MpOMSIHA B LIBETA MPEH MPUIIONKEHHE.

Pa3TBOPBT TPAOBA J1a Obae OUCTBP WITH JIEKO OIMAJIECLEHTEH.

e MH3nonzBaiTe NpUroTBEHUs pa3TBOp He3abaBHO, 3a J1a MPeJ0TBPATUTE MUKPOOHO 3aMBbpCsBaHE.

e MUsnonszpaiite camo npuiokeHata UH(PY3MOHHA cUcTema. Ynorpebara Ha APYru U3ae/us 3a
HHXKEKTUpaHe/MH]Yy3HpaHe MOKe Ja J0Bee 10 AOMBIHUTEIHA PUCKOBE 3a HAPYLUEHUS Ha
JIEYEHUETO.

MHCTPYKIHH 32 NIPHIOTBAHE HA pPa3TBOpA:

. He wu3nonssavTe npojaykKra AUPEKTHO OT XJaJujJHHUKA. OcTtaBeTe pasTBOPMUTEISA M MpaxbT 3a
MHIKEKLIMOHEH Pa3TBOP B 3aTBOPEHUTE (PJIAKOHH J1a JOCTUIrHAT CTalHA TeMIIeparTypa.

2. OrcrTpaHeTe KanmaykuTe Ha ABata (pJlakOHA W MOYUCTETE MYMEHMUTE 3aMyllajku C €IUHUS OT
MPUJIOKEHUTE TAMIIOHHU, HAIIOEHH C aJIKOXOJI.

3. Tpanchepnusar komruiekt € u3zoOpazeH Ha @ur. 1. [locraBere (nakoHa ¢ pa3TBOpUTEN Ha
paBHa MOBBPXHOCT W 0 JIpbKTe 37paBo. B3emere TpaHchepHUs KOMIUIEKT U ro OObpHETE C
ropHara 4act HajaoJy. IlocrtaBere cuHATA YacT Ha TpaHC(HEPHUS KOMIUIEKT B rOpHATa 4acT Ha
¢1akoHa ¢ pa3TBOPUTEST U HATUCHETE HANO0JY 10 KbAETO € Bb3MOXKHO (Dur. 2 + 3). He
3aBbpPTaMTE, JOKATO MPUKAYBaTe.

” Anarnrep 3a npaxa

w —— (6ana vacr)
N

P ApnanTep 3a
— Pa3sTBOPHTEIA
L B, (CHHA YacT)

Dur. |




4. TlocraBere (pnakoHa ¢ npax 3a WHKEKLUHMOHEH pa3TBOP
Ha paBHa TMOBBPXHOCT U 0 ApBLXKTE 34ApaBo. Blemere
¢dnakoHa C pa3TBOpUTEN C MPUKA4YE€HUs TpaHChepeH
KOMIUIEKT WM IO JApPBXKTE C TropHaTta 4acT Haaojy.
[TocTaBere OsasaTa yacT HajJ ropHaTa 4yacT Ha (pJlakOHa ¢
pax 3a MHKEKLIMOHEH pa3TBOP U HATUCHETE JOKbAETO €
Bb3MOKHO (Pur. 4). He 3aBppranre, I0KaTo
npukaupate. Pa3rBopuTensT npemMWHaBa aBTOMaTH4YHO
BBLB (J1aKOHA C Mpax 3a UHXKEKLIMOHEH pa3TBOP.

«
]

Dur. 4

h

WHXKEKLIMOHEH pa3TBOp, A0KATO MPOAYKTHT CE€ Pa3TBOPH.

Kakto paBara ¢JakoHa Bce OUle ca TpUKAYEeHH,
BHMMATE/IHO  3aBbpreTe (uiakoHa ¢ npax 3a Pebraoommil

I

[Ipu craiina Temneparypa OKTaHeUT ce pa3TBaps 3a Mo-
MaJIko OT 10 MmuHyTH. [10 BpeMe Ha NPUTOTBAHETO MOXKE
Jla HaCTBIY JIEKO pa3neHBaHe. Pa3BuiTe ABETE 4acTH Ha
TpaHchepHus KOMIUIEKT (Dur. 5). [1sHara e u3uesHe.

M3xBbpieTe npasHus GJakoH ¢ pa3TBOPUTE 3a€/1HO ChC
CHHSATA YacT OT TpaHC(EepHUS KOMILIEKT.

MUHCTPYKIIHH 32 HH/KEKTHpPaHE:!
Karo npeanasHa msipka, Bawara nysncoBa uyecrtora TpsAOBa Ja c€ HM3MEpH MNpPEAW W MO BpeMe Ha
MH)KEKTHpaHeTo. AKO HacThIIM MOBHLIABaHEe Ha Bawara myJicoBa 4e€CTOTa, HamajaeTe CKOpPOCTTa Ha

HHKCKTHpPAHE HJIH TMPEKPATETE NMPHITIOKEHHETO 3a KPATKO BPCMC.

|. Tlpukauere CpUHIIOBKATa KbM OsnaTa 4acT Ha TpaHCPEepHHs KOMIUIEKT. 3aBbpTeTE (PJaKOHa
HaJ10J1y ¥ M3TerjeTe pa3TBopa B cripuHuoBkaTa (Pur. 6).
Pa3TBopbT B cripuHIIOBKaTa TpsAOBa 1a Ob/ie OMCTHP WM JICKH NEPICHO OMaleCUeHTeH. .
Creal Kato pasTBOPBT € M3TErJIeH, 3aiApbKTe OYTANoTO HAa CMPMHLOBKATA (IbPKeHKH Fo: 10, '“‘
HaJ0Jly) W OTAejeTe ChpUHUOBKaTa OT TpaHcpepHus KomruiekT (Dwur. 7). Sﬁ"pnere ‘(‘Lf \

npasHus ¢akoH 3aeaHo ¢ Osyara yacT Ha TpaHC(HEpPHHUs KOMIUIEKT.

‘~.



Dur. 6 Qur. 7

2. Tlouucrere MACTOTO M30PAHO 3a HHXKEKTHUPAHE C €IMH OT MPUJIOKEHUTE TAMITOHH, HATIOEHH C

aJTKOXOJ1.

[Ipukauvere npunokeHara HHPY3HOHHA CUCTEMA KbM CIIPUHLIOBKATA.

4. Bwbeepnere urnara B uzbpaHara BeHa. AKO CT€ U3MOJ3BAJIM TYPHUKET, 3a Jla HallpaBUTE BEHaTa
no-go0pe BUAMMA, TO3M TYpHUKET TpsAOBa aa Obae OCBOOOJAEH mpead 3arnoyBaHe Ha
UHKEKTHpaHEeTO Ha OKTaHEeHT.

5. He tpsbBa na ce nonycka nonajaHe Ha KpbB B CIPUHLIOBKATA MOpPaad PUCK OT (POpMUpaHE Ha
TPOMOM.

6. Huxekrupakite pa3TBopa BbB BeHaTa ¢ 0aBHa CKOPOCT, He 110-0bp30 oT 2-3 ml Ha MUHYyTA.

J

AKO M3M0J3BaTe nopeue oT eAuH (yiakon OKTaHEHT Ha e1HO npuioKeHHe, Bue Moxke na u3nonssare
chlgata MHPY3MOHHATA CHCTEMa M CIPUHLIOBKA OTHOBO. TpaHChEepHUAT KOMIUIEKT € camMo 3a
eHOKpaTHa ynotpebda.

AKO cTe MOJIY4HJI MoBevYe OT HeoOXxoaumara a03a Okranenr
He ca noknajaBaHu cMMINTOMM Ha npeno3vpaHe ¢ Yopewku koarynaumoHeH dakrop VIII. Bee nak
npenopbyaHaTa /103a He TpsAOBa J1a ce NpeBuUllIaBa.

AKO cTe nmponycHa M aa u3noJisBare OKraneHT
He B3emaiiTe aBoiHa n03a, 3a na KoMmneHcupare 3abpaBeHara jgo3a. Beanara Bzemere clieaBauiara
1033 ¥ NPOABbJIKUTE Crope/ ¢cbBeTa Ha Bawius nekap wiam papmauesr.

AKO UMaTe HIKaAKBHU JOITbJIHUTEIHU BBIIPOCH, CBbP3aHHU ¢ yrorpedara Ha TOBa JIEKAPCTBO, MOMUTAUTE
Bamus nekap win gpapmauesr.

4. Bb3MOKHH HeXEJIAHH PeaKIHH / -

KakTo BCHYKHM JleKapCTBa, TOBA JIGKAPCTBO MOXKE Ja NMPEAU3BUKA HEXKEJaHW PeakLMH, Bb
BCEKM I'M MOJy4aBa.

wo? i
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Makap u peakn (Moxe ga 3acerHar A0 | Ha 1000 aywmu), peakuun Ha CBPBXYYBCTBHTEIHOCT W/IH
anepruyHy peakLmd ca Ounu HabnmoaaBaHU MMPH MALMEHTH JIEKYBaHH CbC chbAbpkawu ¢axrop VIII
NPOAYKTM.

AKO MOJYYHUTE HAKOH OT OMUCAHUTE CUMITTOMH, MOJA uHpOpMHpaiiTe Baiiuns nexap:

ycellaHe, ye BY € JIolo (NMoBpbiIaHe), napeHe u 6oika B MHPY3HOHHOTO MICTO, CTATaHe B I'bpAMTE,
BTpUCAHE, cbpleOueHe (Taxukapauda), raneHe, O0oaexu no Koxara (MpaBydkaHe), 3ayepBIBaHe,
rnapoGosine, nossa Ha oOpuB (ypTukapus), clnajaHeé HAa KPbBHOTO HaNAraHe (XUMOTOHHA), OOpHB,
0e3roKOoNHCTBO, OTOK Ha JIMLIETO, YCTHHMTE, YCTaTa, €3MK& WM bpJOTO, KOUTO MOXE Ja 3aTpyIHH
NpernbIlaHeTo WK AWIIAHETO (AaHTHOSAEM ), YMOpa (f1eTaprus), XpHIoBe.

B muoro peanxure (Moxe aa 3acerHar Ao 1 xwa 10 000 gymH) TazH CBPBEXYYBCTBHTENHOCT MOXE Aa
NOBEAE AO TEXKKA >KMBOTO-3aCTpalliaBallia aiepruiHa peakuusa, HapeueHa aHadunakcus, KOATO MOXKE
Ja BK/IIOHBA LIOK, KAKTO W HSKOM OT CHMIITOMHTE, OMUCaHU no-rope. B takbe cnyuai HezabaBHO ce
obanere Ha Baiuus jiekap.

Ipyry peaku HexeJlaHW peakumy (Moke Aa sacerdar go 1 Ha 1000 qywm)
B peaxn cniyyan moxe aa ce HabmroaaBa Tpecka,

[Tpu nmeua, KOWTO MpeAH TOBA HE ca Ce NEeKYBallM C JIEKapCTBEHH NpoAYKTH Ha Oasa Ha Paktop VIII,
MOJy4aBaHETO Ha MOTHCKALLH aHTUTENA (BIDKTE TOUKA 2) MOXKE [1a CTaHe MHOIO 4eCTO (roseye oT | Ha
10 naumenTH); obave NpH NalMEHTHTE, KOUTO MPEIM TOBA Ca N0Jy4aBajJy NpoAyKTH Ha 6a3a dakrop
VI (noseue ot 150 nHu nedeHue) pucKbT € HeuecT (no-matko oT 1 Ha 100 naunenTH). Ako ce cnyuu
ToBa, Ballero nin Ha BaweTro aere lekapCTBO MOXE Ia C¢rnipe Ja AeicTBa NpaBUIIHO M J1a 3arnoyvHeTe
Ia noJiyyaBarte MOCTOAHHO KbpBeHE. B nonoben cnyuvai HezabasHo yBenomMere Baius nekap.

3a uHpopMaLus OTHOCHO BUpYCHaTa Oe3zomnacHocT, ByxkTe Touka 2. (IIpegynpexaeHus v npeanasHH
mepku — Mudopmaliis 3a KpLBTA M N1a3Mara, M3MoJI3BaHH 3a NPOU3BOACTBOTO Ha UKTaHEHT),

CrofiaBaHe HA HEXKEJIAHH PEAKIHH

AKO TNONyUYuTEe HIKAKBHM HEXEjIaHM JIEKaApCTBEHHN peakuuy, yBeaoMmete Bawus nexap, dapmaueBT wiu
MeJMLIMHCKA cecTpa. ToBa BKJIOHMBA BCHYKW BB3MOXXHM HEONMCAHH B Ta3H JINCTOBKA HEXeJlaHH
peakuMd. MoxkeTe ¢hilo a ChoOUIMTE HEXKENAHM peakLuy TUPEKTHO Ype3 HALMOHATHATa CHCTEMA 33
chobiwaBane. Kato croblllaBaTe HeXKENaHH PEaKLMM, MOXETE Ja JaACTE CBOS MPHUHOC 3a MOJY4YaBaHe
Ha noseve UH(POpMaLKA OTHOCHO 0e30MacHOCTTa Ha TOBA JEKAPCTBO.

HUa3nbaHUTENHA areHUMsA o JIEKapCTBaTa
yn. ,,JamsaH ['pyen” Ne 8
1303 Codpus

Tein.: +359 2 8903417
yebcaiiT: www.bda.bg

5. Kak na chxpansBare OKTaHeHT

Ja ce cpXxpaHaBa Ha MACTO HEAOCTBITHO 3a JIeua.

Ia ce cbxpaHgBa npu TeMnepatypa ot 2 no 25 °C.

Ha He ce 3aMpa3ssBa.

CobxpaHsaBaiiTe (iaKOHUTE B KAPTOHEHATA KYTHA C LIEN NpeAna3BaHe OT CBETIIHHA.
He w3nonapaiite OKTaHEHT caed CpOKa HA TOAHOCT O3HAYEH HA ETHKETA.

He u3nonspeatlite He HAMBIHO Pa3TBOPEHH WK MBTHH Pa3TBOPH.

He u3xebprgiiTe lekapcTBaTa B KAHAIM3AUMSITA WIM B KOHTEHHEPA 33 TOMAIITHU OTIaIbLH.
[TonuTaiiTe Bammus ¢apMalleBT Kak Ja U3XBBPIIATE JeKapcTBaTd, KOHTO BEYE HE U303
Te3u MepkH mIe CMOMOTHAT 3a ONa3BaHe HA OKOJIHATa cpefa.




Kakeo cbabspxa OKTaHeHT

- aKTUBHOTO BELLUECTBO €: HOBELWIKH KoaryrauroHeH ¢gaxrop VIIL

- JlpyruTe ChCTAaBKH (MOMOILIHMA BEUIECTBA) ca: HATPHEB LITPAT, HATPUEB XJIOpUA, KAILMUEB XJIOPHA H
TJIMUMH.

PasTBopHTen: Boaa 3a HHXKEKIIMH

Kaxk n3riexga Oxranelit H KAKBO ChAbPKA ONMAKOBKATA

[Tpax®T € 041 unn 61eno HCBIT NNpax WK TPOLWIHBA CyOCTAHLIMAL
PasTBopuTenar e OucTpa, 6e3UBETHA TEUHOCT.

OxTaHelT NpeACTaRIABA NPaX 3a HHXKEKLMOHEH pa3sTBOP H pa3TBOpPUTE.
Oxraueir 500 cuvabpxa 500 IU Yorewku koarynaumoHeH ¢gakrop VIIIL

[Tpu pasTBapsHe ¢ npuioxeHus pastoputen Oxraneiitr 500 cwvabpxa npubamsurenno 50 1U/mi
YopellKH KoarynauuoHeH daxrop VIII.

Onucande Ha ONAKOBKATA

OxTaHe#iT ce npennara B koMOHHUApaHa OTNAaKoOBKa, CbCTOALA C€ OT ABE KAPTOHEHU KYyTHH, 3aKPENneHH ¢
Lies10paHOBA JICHTA.

Ennata kapTOHEeHa KyTHSA ChAbpyKa (JIAKOH C IMpax 3a MEDKEKLMOHEH pa3TBOp.

Bropara kapTroHeHa KyTHS chabpia ¢uiakoH ¢ pasteopuTen: 10 ml Boza 3a vipkekiMu

OnakoBKaTa ChALPKA CHLLO CIIEAHHTE MEOULIMHCKH H3/IETHA.

« | onakopka ¢ Habop 3a HHTpaBeHO3HAa HMIDKeKUMs (] TpaHCQEpPEH KOMILIEKT,
| uHdy3HOHHA cUCcTeMa, | CNPUHLOBKA 32 €HOKpaTHa ynorpeba)
¢ 2 TaMIOHA HATIOEHH C ATTKOXOJ

IlpuTexkaTen Ha pa3pemieHHETO 3a ynoTpeda:
Octapharma (IP) SPRL
Route de Lennik 451

1070 Anderlecht
benrus

IIpOM3BOAHTEIH:
Octapharma Pharmazeutika Produktionsges m.b.H.

Oberlaaerstr. 235
A -1100 Vienna, ABCTpHS

Octapharma
72 Rue du Marechal Foch

67380 Lingosheim, ®Gpanuus

Octapharma AB,
11275 Stockholm, IllIseuns

JlaTa HA NOC/IeAHO Npepa3rjexkiaHe HA JUCTOBKATA
07/2025




