JIHCTOBKA 38 NANHECHTA

Oxtaneiit, 1000 IU npax € pa3TBOpHTEJ 32 HIDKCKIHOHEH PA3TBOD
YopemkHn Koaryaanuonen ¢paxrop VIII

Octanate, 1000 IU powder and solvent for solution for injection
Human coagulation factor VIII

IIpoueTere BHBMATEIHO HAIATA AKCTOBKA NPENH A 3aN09NETE Aa A3NON3IBATE TOBA JIEKAPCTBO,
THH KATO TH ChABPXKA BaxkHa 3a Bac angopManns.

e 3amnasere Tasm aucToBKaTa. MoXe na ce HATOXKH Ia A NpO4YETETE OTHOBO.

e AKO MMATe HAKAKBH JAOITLJIHHUTEIIHH BBLIOPOCH, Momnuraiire Bamms nekap, ¢papMalleBT HIH
MEJHI{HHCKA CecTpa.

e ToBa nexapcTo € npeamucaHo Ju4HO Ha Bac. He ro mpeorcrohmeaiite Ha apyrH xopa. To
MOXE a UM HaBpeIH, He3aBMCHMO, Y€ NPHU3HALUTE Ha TAXHOTO 3a00NABaHE Ca ChIHTE KATO
Bainure.

» AKO NOIy4MTe HJIKAKBM HEXeJaHH peakuMH, yBeaomeTe Baima nekap, dapMaueBT HIH
MeIULHHCKA cecTpa. ToBa BKMIOYBA U BCHYKH BBIMOXHH HEKEJIAHH peaklMH, HCOTIHCAHH B

Ta3H JAUCTOBKA. BrokTe TOUKa 4.
NINTHAHMTERHA ATEHLIWA NO NEKAPCTBATA

NuemobBxa - Npuroxenue 2

Kakpo chabpxa TA3H JHCTOBKA®

KakBo npeacrasissa OKTaHEHT H 33 KAXBO CE H3MOJ3BA OfF
KakBso Tps6a 48 3HAETS, (e 1A HAION3BATE OKTAHEHT oot e 0100
Kak na uznonseare OKranedr 04 -08- 2005
B13MOXKHH HeXelaHM peakLMK O A dtth o mtorsassrsnesassrareesions
Kak na cexpaHspaTe OKTaHeHT

ChabprkaHne Ha OTNaKOBKATA U AOMBJIHMTENHA UHGOpMaLMA

=ABLANE et A

1. Kaxpo npeacrapiaapa OKTaHeHT H 32 KAKBO € HINOJ3BRA

OKTaHelT MpHHALIEKH KbM I'PyTaTa IEKapcTBa, Hape4eHH (PaKkTOpPH Ha KPhBOCHCHPBAHETO H CHIBPKA
Yosemiku KoarynanuoHeH dakrop VIIL Topa e cnenpanes 6enTek yyacTsalll B npolieca Ha ChCHPBaHE Ha
KPEBBTA.

OxTtaHelT ce W3NOI3Ba 3a NeYeHne B NpodwiakTHKA HA KbPBEHE MPH NMalMeHTU ¢ XxeModunus A. Toea
e CBhCTOSHHE MPH KOETO KBbPBEHETO MPOABDKABA HO-ABITO OT O4YaKBaHOTO. /[bJDKH Ce Ha BpOACHa
NURca Ha koarynauHoHeH pakrop VIII B xpuBTa.

OKTaHEeNT CBINO CE H3IMOJI3BA 3a JIeYeHHe H NpodHIaKTHKA Ha KbPBEHE MPH MALMEHTH ¢ XeMOodwns
A, pa3sunu aHTHTENRa cpelry ¢akrop VIIIL

2. Kaxkpo TpuafBa na 3naere npean Aa m3nonspare Oxranelit

CHiIHO NpEeNOpPBYUTETHO € Aa C€ 3aNMCBa HMETO M MapTHIHHE HOMEp Ha MPOAYKTa BCEKH BT, KOraTo
noxydasare n03a OKTaHEHT, 32 Ja ¢€ NOJALPKA JOKYMEHTHPAHE Ha U3ION3BAHHTE MTapTHIH.

Bamust nexap Moxe aa Bu npenoppya aa NPELICHUTE Bh3MOKHOCTTA 34 BAKCHHALIUA CPeIy XEMaTHT
A n B, ako nosy4asare peIoBHO HIIH NOBTOPHO NMPOAYKTH, NOTyYaBaHH OT YOBEILUKH PakTop

He m3non3paite OxraneliT

. aKo cTe anepriyHu koM Yoeemku koarynauuoneH gakrop VI wnn keM Hiakos
CHCTABKM Ha TOBA JICKAPCTBO {(M30poeHH B TOUKa 6).



IpeaynpexacHls H NpeANasHH MEPKH
I"oBopere ¢ Bamusg nekap, papMalieBT WIH MCAMIMHCKA CECTPa MPEH Aa u3non3paTe OKTaHeHT.

OKTaHEHT CHABPKA MHOTO MaJIKH KOJHMYEeCTBA OT APYIM 4YOBEWIKM OenrblUM. Besko JiekapcTBO
CLABPKAWIO OEeNTBLM W MHXEKTHpallo c¢ BbB BEHAa (MHTPABEHO3HO MPWIOKEHHE) MOXe Ja
MPEAMIBHKA aNepruvHu peakiyu. (Bik Touka 4 ,,Br3MOXKHH HEXKENAHH peakuiu”);

O6pa3ysaHeTo Ha MHXUOWTOPH (aHTHTENA) € H3BECTHO YCIOXKHEHHE, KOCTO MOXKE J1a BB3HHKHE IO
BpEME Ha JICUCHHETO ¢ BCHUKH JIeKapcTea, Chabpxkamy (axrop VIII. Te3un nuxuburopH, ocobeHO BLB
BUCOKH HHBA, CIIHpAT NpaBHIHOTO JelicTBHe Ha JieueHwero U Bue mnn Bamero pere e 6paere
npocieaABaAHH BHUMATEHO 32 Pa3BUTHE Ha Te3H HHXMOMTOPH. AKO KbpBeHeTOo NMpH Bac wik ToBa npH
Bameto nere He ce xkoOHTponupa ¢ OxraHeitt, HezabasHO UH(popMHpaiTe Bamua nekap.

Hadopmaunsa 0THOCHO KPHLBTA H ILIA3MATA, H3NOJI3BAAA 33 NPOH3IBOACTBOTO HA OKTaHEHT
Korarto nekapcTsa ce MPOM3BEXKIAT OT YOBELIKA KPHEB WIH IUJIa3Ma CE B3€MaT ONpPEACICHH MEPKH, 3a
Aa ce NpeIdoTBpaTH MperaBaHeTo HA WH(EKINs HA NAUMEHTUTE. Te3H MEPKH BKIIOYBAT BHHMATE/ICH
noaGop Ha JOHOPHTE Ha IUTa3Ma M KPBB, 3a & € CHI'YPHO, Y¢ € H3KIIOYEH PHCKBT OT NpeAaBaHe Ha
HH(MEKIUMH, KAKTO H H3CJIEABAHETO HAa BCAKA JapeHa KphB HIH ITyJIOBA IUla3Ma 3a HalnW4yHe Ha
papyci/uHdexny. [TpousBoAUTeNMTE HAa TE3W NPOAYKTH BKIIOMBAT M CTHIKM B obpaboTkara Ha
KPBLBTA WIM TUIa3MaTa, KOUTO a HHAKTHBHPAT WIH OTCTPAHAT BUpycHTe. He3aBHCHMO OT Te3u MEpKH,
KOraTo JIGKAPCTBa C€ MPUIOTBAT OT YOBEIIKA KPbB WIM IUIa3ma, BEPOATHOCTTa 32 NpEHACIHE Ha
UHDEKLMA HEe MOXe Ja ce H3KmoYd HamwiHo. Toea ce oTHacd H 3a BCHYKH HCH3BECTHH HIH
HOABABALIM C€ HOBH BHPYCH HIH APYTH BHIOBE HHGEKLIMH

Tesn MepkH ce cMATAT 3a ePEKTHBHH 3a BHPYCHTE ¢ OOBHBKA KATO YOBEIUKHA HMYHOAE(HHUUHTEH
supyc (HIV), supyca Ha xenatutr B (HBV) u supyca Ha xenatur C (HCV), kakro H BHpycHTE Oe3
obruBka, xato To3H Ha xemarutr A (HAV). [Ipouenypure Ha BHpycHa HWHAKTHMBALMA/OTCTpaHABaHE
MOXe OM HMAT OrpaHMUYEHO JeHCTBHE cpelly Maiky BupycH 6e3 o6BuBKa, kato napsosupyc B19.

Hudekipiara npean3sHkaHa OT napposupyc B19 Moske na 6bae cepHO3HO YCIOKHEHHE NPy OpeMeHHH
»eHH (Mopaay PHCK oT MHGEKUH Ha TUI0AA) H NPH HRJMBHAH ¢ HAPYLIEH HMYHHTET (MMyHOACSDHLHT)
WIH TaKMBa C HAKOM BHAOBE aHeMHMd (Halp. CHPINOBHOHO-KIETbYHA OonecT WiM HapylleHWs B
pasrpaxJaHeTo Ha YEPBEHHUTE KPbBHH KIETKH).

Hpyra nexapcrea B Oxkraneii

HUudopmupaiite Bamma nekap wiM ¢apmalieBT, ako NpHEMATe, HACKOpO CT€ NPHEMATH HIH €
BBE3MOJXKHO JIa TIPHEMATE JPYTH JIEKAPCTBA, BKIHOYHTENHO TAKHBA, KOUTO ce MoyTydasar Oe3 penenra.
He e u3BecTHO JEKApPCTBATa CHOBPKAIIM YOBENIKH KoarynauuoreH ¢aktop VIII na BzanMoaencTsar ¢
ApYyTH NexapcTBa. Bee mak He cMecBaiire OKTaHENT ¢ IpyTrH IEKapCTBa 0 BpeMe Ha HHPY3u4.

OepTHARTET, OpEMEAHOCT H Kb pMeHe
AKO cTe O6peMeHHa WIH KBPMMTE, CMATATe, Ye MOXke Aa cTe OpeMeHHa WM IuaHnpare 6peMeHHOCT,
noceBETBaltTe ce ¢ Bainna nexkap win ¢papMauesT npeaH yrnorpebaTa Ha TOBa JIEKAPCTRO.

Baxxna uH$OpPMaLIHA OTHOCHO HAKOH OT ChCTABKHTE HA OKTaHedT: ChAbpiKA HATPUH

Tosa nexkapcTBo cpabpxka 40 mg HaTpHit (OCHOBHA ChCTaBKa Ha rOTBapcKara/Tpane3sHara CoJl) Ha
dmakon 3a pnakonure ot 1000 IU. Tora konuvecTBO € €EKBHBANEHTHO Ha 2% OT NMpenopHrYUTCIHHA
MAKCHMAaJIEH JHEBECH XPAHHUTENEH ITPHEM Ha HATPUH 33 BB3pacTeH.

Tpabpa na ce uma npea BUA NPH NALMMEHTH, KOUTO €a HA AMETA ¢ KOHTPOIHPAHO ChbABPKAHUE HA
HaTpHH.




3. Kax 1a n3noa3sate Oxranedt

OxTaneliT Tpa6pa na ce npuara HHTPaBEHO3HO, CIE/l pa3TBapAHe C MPHWIOKEHHA PAITBOPHTEIL.
JleuenueTo TpSGBa Ja ce 3aroYHe Mo MeUIIHHCKO HaGIo/IeHHE.

IIpoduaakTAKa HA KhpBeHEe AKO CTpajare OT xeMOOWIMS A 33 NPOABDKHUTENIHA MPOPUNAKTHKA
Tps6Ba na cH urokexTupare 20 a0 40 TU daxrop VIII Ha KKiorpam T€/IECHO TErN0 BCCKH J1BA HIIH TPH
aHn. Bamara go3upoBka TpaGsa Na ce NPELM3HPA CIIOPE]l TOBA KaK CE€ MOBJIHABATE OT JICHCHHETO. B
HAKOM CITy4aH Moxe Ja 6baat Heo6GXOIHMY N0-KPATKH 030BH HHTEPBAJIH HIH NO-BUCOKK O3,

H3gncaenne HA 103aTa

Bunaru uanonssaiite OxTaHe#T TOUHO KakTo B e kasan Baumsat nexap. Koncynrupaiite ce ¢ Bating
neKap Wiy GapMaleRT, ako He CT¢ CHIyPHH.

AxtueHocTTa Ha akrop VIII orpasssa komuuectBoTo Ha dakrop VIII 8 mnasmara. Ta ce uspasssa
WM K4TO TNPOLEHT (OTHECEHO KHM HOPMATHA YOBEIIKA KPbBHA MJ1a3Ma) WIH B MEXIYHapOAHH
equumn (IU). Josupoekara na axrop VIII ce npencraes B [U.

Ensa mexaynapoana enuHuna (IU) daxrop VIII akTMBHOCT € €KBMBAIEHTHA Ha KOIMYECTBOTO
daxtop VIII B | ml or HopManHa uoBewka mnasma. Eana TU daxrop VIII Ha kg TenecHo Terno
MOBHIABa TwiasMeHata daktop VIII aktusrocT ¢ 1,5-2 % OT HOpManHaTa aKkTHBHOCT. 3a Ja
paunc/uMTe Bamara gosa ce ompeaens aktuBHocTta Ha dakrop VIIL Bbe Bawara miasma. Mo
KOHCYJITHpaiiTe ce ¢ Bamimsa nekap, ako He CTe CHTYPHH KOJKO TpAOBa 12 C€ NMOBHLIM aKTUBHOCTTA HA
dakrop VIII ww xak aa w3uucaure Bawara no3a.

HeofxoauMaTa 103a ce U3GHCIABA KAaTO Ce H3MOoJI3Ba cheHaTa popMyna:

Heobxonemusat Gpoi eannnnu (IU) = renecnoro Terno (kg) x xe1aHoT0 NOBHINABAHE HA HABOTO
na daxrop VIII (%) x 0,5

Bamata J03MPOBKAa M 4YECTOTATAa Ha MNPWIOXKEHHe BuWHarM Tpa6Ba na OBAAT OPUCHTHDAHH KBbM
KITHHUYHATA €(MEKTHBHOCT NPH HHIAWBHAYAJIHUA MALMCHT.

B cyuaii Ha NOC/EABAIIM KPbBOHTHBH, aKTHBHOCTTa Ha ¢akrop VI ne TpaAOBa na naja nox AaCHO
HMBO HA AKTHBHOCT (B % OT HOPMAJHOTO), TOKA3aHO B CjieABalaTa TabJInLa, 32 CbOTBETHUA IICPHO/.

Tazu TabaML@a MOXe Oa c€ MOJM3BA KATO OPHEHTHP 34 AO3MpaHe MPH €NU30AH Ha KbLPBEHE H
NpeACTOALM XHPYPrudeCKH MAHHITYIAlHH:

CTeneH Ha KPbBOWATMBA/TUN Ha | Mancksamo | Yecrora Ha  gosupase  (yacoBe — MEXIy
XHPYprugHa MaHHITYJIAlUA ce HHBO Ha | A303MTE)/NPOABLKHTETHOCT Ha TEparingTa (IHH)
¢akrop VIII
(%)
KpbBOHIIHBH
PaHun XeMapTpo3H, MYCKYJIHH 20 - 40 [losTapsane Ha Bcexu 12-24 yaca. Haii-maiko |
KPBbBOM3IIHBM H KBpPBEHE OT JIeH, cnej KaTo KpPbBOMINMBHUTE MPOABABAIIH CE C
BEHLHTE 60JKA OTIOYMAT WIH €€ TIIOCTHrHE ITBJIHO
| o3paBABaHe
O6uMpHH XEMapTpO3H, 30-60 [ToeTapsiHe Ha UH(QY3HATA Becekd 12-24 daca 3a 3-4
KPHBOM3JIUBHM B MYCKYJIUTE WIH IHM WM moBede JokaTo OonkaTta WIH OCTPOTO
XEMATOMH HApPYLIEHHE B IBHXEHHETO OTLIYMST.
XHPYPruYiHH MAHANY/JIANHA
Manku, BKTIOMHTENHO 3BOHHK 30-60 Beexu 24 uaca, Hafi-Manko | geH cnea m
eKCTPAKLIHH 037paBABaHE /
['onemMu 80-100 [ToBTapAaHe Ha HHQY3UATA HA BCEKH & 9+
(npe H NOCcT- | MHJIHOTO 3a3/paBABaHe HA PaHMTE, 'ru
OMEPATHBHO) | 3a HaW-Manko 7 AHH 3a MOJABPXKAHY HY




VIII aktuBHOCTA B quanasoda 30-60%

Bawmsat nekap me Bu nockBeTBa OTHOCHO NO3HMPAHETO M YE€CTOTATa C KOATO TpsaOBa Aa npuemare
OKTaHeHT.

Mocke a ce MOBIMAETE MO pa3jiMyeH Ha4MH Ha npoaykTuTe chabpxkaiiu ¢akrop VIII. Ilopaau ToBa,
[0 BpeMe Ha JiedyeHueTo TpsabBa na ce onpenens HUBOTO Ha (pakrop VI B KpbBTa H CHOTBETHO J1a Cce
M3YMCIIH KOPEKIIMATA Ha 03aTa U YECTOTaTa Ha MPUIIOKEHHE.

Ynorpeba npu aena
KnuHu4HHTE NMpoy4YBaHUA HE IMOKa3BaT HAJMYHME Ha CleLMaJIHM U3HCKBAaHHWA 3a JIO3MpaHE MpH Jena.
KakTo npu neyeHue, Taka U Npu nNpodUIaKTHKA, JO3UPOBKaTa IPH J€Lia U Bb3PaCcTHH € €/IHa H ChllA.

YKa3anHe 3a ynorpeba B JOMAIIHH YCJIOBHSA
e Mouns npoyereTe BCHYKM UHCTPYKLUMUHU U T'H ClIeIBANTE BHUMATEITHO!

e [lo Bpeme Ha mporeaypara, ornucaHa rno-10.1y, Tpabsa ce cp0ir01aBa CTEPHIHOCT!

e He u3snon3saire OKTaHENUT CJie]l CPOKA HA FOAHOCT MOCOYEH HA €THKETA.

e Pa3TBOpeHMAT JIEeKAPCTBEH MPOAYKT TpsAOBa Aa ce nperjiena BU3yaaHo 3a HAUTHYHE HA YaCTHLIM M
MPOMSHA B LIBETA MPEIH MPHIOXKEHHE.

Pa3TBOpbT TpsaOBa Aa Ob1€ OMCTHP WIM JIEKO ONAIIECLIEHTEH.

e MU3snon3seaiite npuroTBeHMs pa3TBOp He3abaBHO, 3a 1a MPEAOTBPAaTHTE MUKPOOHO 3aMbpCsBaHE.
e MH3nonsBaiiTe camo npuaokeHaTa HHQY3MOHHA cHcTeMa. YrioTpebara Ha Ipyry H3/ieud 3a

HHKEeKTHpaHe/WH(pYy3HpaHe MoXe J1a IoBe/ie A0 JOMbJIHUTEIHM PUCKOBE 3a HapyLUEeHHs Ha
JIE4EHHUETO.

MHCTPYKIIHH 32 IPHIOTBAHE HA pa3TBOpa:
1. He usnon3saiite npoAyKTa AMPEKTHO OT XJaauiaHuka. OcTtaBeTe pa3TBOPHUTENS M MpaxbT 3a

MHXKEKLIMOHEH pa3TBOP B 3aTBOPEHHUTE (PJIakOHH Ja JIOCTUIHAT CTalHa TEMIIEpaTypa.

2. OrcrpaHeTe Kana4ykWTe Ha JBaTa (plakOHA W MOYMCTETE I'YMEHHUTE 3allyLUaJIKH C €IUHHUSA OT
[MPUIOXKEHUTE TAMITIOHH, HATIOEHH C aJIKOXOJI.

3. TpanchepHusT KoMIUiekT € u3o0paszeH Ha @ur. 1. [locraBere ¢iakoHa ¢ pa3TBOpUTEN Ha
paBHa MOBBPXHOCT M ro JIphXTe 3/paBo. Biemere TpaHchepHUs KOMIUIEKT U ro 0OBbpHETE ¢
ropHaTa 4yact Hajaony. [locraBere cuHATa YacT Ha TpaHC(EPHHUA KOMIUIEKT B NOpHATa 4acT Ha
¢nakoHa C pa3TBOPUTEN] U HATHCHETE HAAONY A0 KBAETO € BB3MOXHO (Pwur. 2 + 3). He
3aBbPTAMTE, NOKATO MPHKaYBaTe.

—— Pa3TBOPHTEIIA
(cHHA "acT)

Qur. 1




4. IlocraBere (piakoHa ¢ MMpax 3a MHXKEKLMOHEH pasTBOP
Ha paBHa MOBBPXHOCT M IO JpbKTe 31paBo. Biemere
hnakoHa C pa3TBOpPUTEN C TNpUKaudeHus TpaHchepeH
KOMIUIEKT M ro JApBXKTe€ C TropHaTa 4acT Hajoiy.
[TocraBeTe 6s1aTa YacT HAJ ropHaTa 4acT Ha (pJ1akoHa ¢
Mpax 3a MHKEKUMOHEH Pa3TBOP M HATHCHETE JIOKBJIETO €
pp3MokHo (Pur. 4). He 3apbpranTe, A0KaTO
npukaypare. Pa3TBOpHTENAT NpeMHHaBa aBTOMATHYHO
BHB (DJIAKOHA C Mpax 3a HHKEKIMOHEeH pa3TBOP.

5. Kakto pBara ¢aakoHa Bce Olle ca IPUKa4YeHH,
BHMMATEJIHO 3aBppTere (¢uiakoHa ¢ Mnpax 3a
MH)KEKLIMOHEH pa3TBOP, JOKATO MPOAYKTHT C€ pa3TBOPH.

[Tpu craiina Temnepatypa OKTaHeUT ce pa3TBaps 3a Mo-
Masiko OT 10 muHyTH. [To BpemMe Ha MPHUIrOTBAHETO MOXKE
11a HACTBHIIM JIEKO pa3neHBaHe. PasBUHTE JIBETE YaCTH Ha
tpaHchepHus koMruiekt (Pur. 5). [1gaHaTa mie U34esHe.

HUsxpwpiiere npa3Hus (JIakoH ¢ pa3TBOPHUTEI 3a€IHO CbC
CHHSATA 4YacT OT TpaHC(EepHHUs KOMIUIEKT.

MHCTPYKIHH 32 HHXKEKTHpaHe:
Karo npeanasHa Mspka, Bamara mysncoBa 4ecToTa Tpslﬁﬂa Ja Ce M3MEepU Mpeaud H Mo BpeMme Ha

HIDKEKTHpPaHeTo. AKO HAcThIM NMOBHIIABaHe Ha Bawara mysicoBa 4eCTOTa, HAMAJIETE CKOPOCTTA Ha
MH>KEKTHpaHE WM MpeKpaTeTe MPUJIOKEHHETO 332 KPaTKO BpEME.

|. TlpukaueTe CIPUHIOBKAaTa KbM Os1aTa YacT Ha TpaHCEPHUS KOMIUIEKT. 3aBbpTETE ¢J1aKkOHa
HaJ10JTy M M3TErJIeTe pa3TBopa B cpuHLIOBKaTa (Qwur. 6).
Pa3TBOpHT B CpUHIIOBKATA TPAOBa na Ob/1e OMCTHP WK JIEKH €pPJICHO ONaJIeCLEHTEH.
Crneq KaTto pa3TBOPBT € M3TErNieH, 3a/pmkre OyTalnoTo Ha CNpPUHLOBKATa (ABPXKEHKH ro
HajoJNy) M OTJeJeTe CNpHHUOBKaTta oT TpaHchepHus komruiekr (Pur. 7). H3xBBpnere
npazHus (JIaKoH 3aeqHO ¢ GsylaTa 4acT Ha TpaHCHEPHHUS KOMIUIEKT.




Dur. 7/

2. Tlouucrere MACTOTO M3OPAHO 3a MHXKEKTHpPaHE C €IMH OT NMPHJIOKEHUTE TAMIIOHH, HANIOCHH C

aJIKOXOJI.

[IpukaueTe npunoXXeHaTa HHPY3HOHHA CHCTEMa KbM CIIPHHIIOBKATA.

4. BwbBenere urnara B u30paHaTa BeHa. AKO CT€ M3MOJI3BaJIH TYPHHUKET, 3a 1a HaNpaBUTE BEHATa
no-gobpe BHAMMa, TO3M TYpPHHKeT TpsibBa na Obae OCBOOOJEH INpeau 3ano4vBaHE Ha
HH)KeKTUpaHeTO Ha OKTaHEHT.

5. He tpabpa na ce nomycka MnornajaHe Ha KpbB B CIPHHIIOBKATA T0Pa/id PUCK OT GOpMHpaHe Ha
TPOMOM.

6. WmkekTupaiite pa3TBopa BB BeHaTa ¢ 6aBHa CKOPOCT, He M0-0bp30 oT 2-3 ml Ha MHUHYTA.

(d

AKO H3MnoJi3BaTe nosede oT eaAuH (pnakoH OKTaHEHT Ha e/IHO NMPUIIOKEHHE, BHe MOXe Aa U3nos3Bare
chliaTa MHGY3HOHHATa CHCTEMA W CMPHHLOBKA OTHOBO. TpaHC(EpHHAT KOMIUIEKT € camo 3a
eIHOKpaTHa ynorpeoa.

AKO CTe MoJy4H.I nosevye or Heobxoaumara 103a OKTaHEHT
He ca jnoxsaziBaHM CMMNTOMHM Ha mpegosvpaHe ¢ Yosewku koarynauuoneH dakrop VIII. Bee mak
npernopbk4aHara 03a He Tpsa0Ba 1a ce npeBHIlaBa.

AKoO cTe nponycHaaH Aa u3noassare OKTaHeHT
He B3emaiiTe nBoiiHa [03a, 3a Ja KOMIIEHCHpaTe 3abpaBeHaTta no3a. Beanara B3emere clie/iBalnara

1032 ¥ NIPOBJDKHUTE CTriope]l chBeTa Ha Baius nexap WM papMalieBT.

AKO UMaTe HIKAKBH JIOMTBIHUTEIHHA BBIIPOCH, CBBP3aHM ¢ yrorpebara Ha TOBa JIEKapCTBO, MOMUTANTE
Bawus nexkap uiam papMaLeBT.

4. BLb3MOXHH HeXKeJIaHH peakiHH

KakTo BCHUKM JIeKapCcTBa, TOBA JIEKAPCTBO MOXKE /la MPEeIM3BUKA HEXEJIaHH peaKIMH, BBIIPEKH 4Ye He
BCEKH 'Y M0JTy4aBa.
Makap u peakn (Moxe naa 3acerHat 10 | Ha 1000 pymm), peakunyd Ha CBPbXUYBCTBHUTE
aJIeprHYHA peakUuH ca OwinM HaGJIFo/laBaHW MPH MALMEHTH JIEKYBaHH ChC ChABbPKAIIK ¢
MPOAYKTH.

AKO NOJIYYUTE HAKOH OT ONMCAHUTE CUMITTOMHM, MOJIs HHpopMHUpaiiTe Bauius nekap: i



ycelliane, 4€ BH € JIoLo (MOoBphiaHe), napeHe H 60/ka B HHOY3HOHHOTO MACTO, CTAraHE B I'bP/MTE,
BTpHCaHe, ChpuebueHe (TaxMkapiHsa), rajgene, Oolexu Mo KoXKaTa (MpaByuKkaHe), 3a4epBsBaHe,
rnapoBonue, nosBa Ha oOpUB (YPTHKAapHd), CHajjaHe Ha KPBHBHOTO HandraHe (XMIOTOHMA), oOpHB,
6e3MOKOICTBO, OTOK Ha JHMLETO, YCTHHTE, yCTaTa, €3HKa WIHM I'bpPJIOTO, KOHTO MOXE Ja 3aTpyAHH
MperTEIAHETO WK JUIIAHETO (AHTHOEAEM), yMOpa (JI€Taprua), XpHIIoBe.

B muoro peakmre (Moxe Aa 3acerHar o 1 Ha 10 000 xymm) Tazud CBPBEXHYBCTBHTEIHOCT MOXKe Aa
OBEJE [0 TEXKKA HKHUBOTO-3aCTPAINABALIA AJIEPrUYHa peakuys, HapeueHa aHa(UIaKCHA, KOATO MOXE
na BKIFOYBA IIOK, KAKTO M HAKOM OT CHMIITOMHTE, OMMCAHH Mo-rope. B Takns ciydail He3a0aBHO ce
obagere Ha Bammus nexap.

JIpyTH pefiky HexenaHu peakipay (Moxke Aa 3acerHat ao 1 Ha 1000 mymmm)

B peaxn cimydyau Moxe Aia c¢ HabmoaaBa TPECKa,

[Tpu Aelia, KOWTO MpPEAH TOBA HE Ca Ce JIeKYBAM C JISKaPCTBEHH MPOAYKTH Ha Oa3a Ha Qakrop VIII,
MOJTY4aBaHETO Ha MOTHCKALIM aHTHTENa (BIDKTE TOYKA 2) MOXKE JIa CTaHE MHOTO 4ecTo (noBeye oT | Ha
10 nauMenTn); obaye npU NALMEHTHTE, KOWTO MPEAM TOBA Ca NMOTydaBaid NMPoXyKTH Ha Oa3a Dakrtop
VIII (noeeue ot 150 g4u nedenye) puckbT ¢ Hedect (no-Manko oT 1 Ha 100 maimeHTH). Ako ce crytu
ToBa, Ballero w1y Ha Bauero gete JeKapcTBO MOKe Ja CIIpe Ja JeHCTBA MPaBWIHO H Ja 3alI0YHeTe
/13 IOTyuaBaTe MOCTOSHHO KbpBeHe. B nonobeH cmyvait He3abasHo ysenomere Bamua nexap.

3a undopMalins OTHOCHO BHpYcHaTa 6e3onmacHoCT, BHDKTE TouKa 2. (IlpeaynpexaeHns U ApeanasHH
Mepxu — Hrdopmanua 3a KpLBTa ¥ [U1a3MaTa, H3MON3BAHH 33 NPOM3BOACTBOTO HA OKTaHEHT).

Cpo0IIaBanRe HA HEXXEJAHH peaknHA

AKO NONy3HTe HAKAKBH HEXKEJIaHH JIEKAPCTBEHH peaklMH, yBeaoMere Baiusa nekap, ¢papManeBT win
MeIUIMHCKA cecTpa. ToBa BKIOYBA BCHYKH BB3MOXHH HEOMHCAHH B Ta3H JIMCTOBKA HEKENaHH
peakuuu. Moxere Chilo Ja cboOLMTE HEXENAaHH PEaKiMH AUPEKTHO Ype3 HallHOHAIHATAa CHCTeMa 3a
chobmapane. Kato cnoflIlaBaTe He)KeJJaHM PeakiiMH, MOXKETE Ja AaAeTe CBOA MPHHOC 34 MoMyJaBaHe
Ha NoBede HHPOPMALIMA OTHOCHO 0€30MacCHOCTTa Ha TOBA JICKAPCTBO.

HamreHHTENHA arcHLMA 110 IEKapCTBaTa
yiL. ,,Jlaman I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

S. Kak na cexpanssare OxraneHT

Jla ce cpxpaHsaBa Ha MACTO HEJOCTBLITHO 3a JeLia.

Ha ce chxpanaBa NpH TeMieparypa ot 2 1o 25 °C.

Jla He ce 3aMpa3gBa.

CrxpansgaiiTe (pIaKOHHUTE B KAPTOHEHATa KyTHS € L€ NpeAna3BaHe OT CBETIIHHA.

He n3non3eaiite OxraHeHT ciie/] cpoxa Ha rOAHOCT O3HAYCH HAa CTHKETA.

He w3non3gaiite He HAMBLIIHO pa3sTBOPEHH WIH MBTHH Pa3TBOPH.

He u3xBhpisiiTe J€KapCTBATAa B KAHAIM3ALHATA HIH B KOHTeHHepa 3a NOMAIIHH OTNAXBIIH.
[TonuTtalite Bammus dapManeBT Kak Aa H3XBHPJIATE JICKApCTBaTa, KOUTO BEY€ HE H3N0A3BATE.
Te3u MepxH 1Ie CIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA Cpefia.

6. Chan HHEe HA OHAKOBKATA H HONbLJIHHTEIAHA AHGODMaANAY

KakBo cbaepixka OxkraHedT

- aKTUBHOTO BELLECTBO €. YOBEIIKH KoaryiaumuoneH ¢akrop VIIIL
- pyrute cbeTaBKH (IMTOMOIMHH BELECTBA) CA: HATPHEB LIMTPAT, HATPHEB XJIOPHI, KaJlLH
THLKH.




Pasteopuren: Bona 3a MHDKEKLHA
Kax marjaexaa OxrageliT H KAKBO ChABPKA ONAKOBKATA

IpaxsT e 61 WK GneAo XBIT NPaxX WK TPOLUUIMBA CYOCTAHIIHA.
PastBopuTenaT e 6HCTpa, Oe3LBETHA TEUHOCT.

OxTaHelT MpeACTaBIABa Npax 3a HHDKEKLIHOHEH pasTBOpP H Pa3sTBOPHTEIL
Oxraneitt 1000 cxaspka 1000 IU Yopemxu koarynauponex dakrop VIIL

Ipu pastBapsHe ¢ mpuioxekus pasteoputen Okraxelt 1000 cpappxa npubnuzurento 100 IU/ml
Yosewky xoarynaiHones ¢paxrop VIIL

Onecanne HA ONAKOBKATA

OkTaHelT ce npe/uiara B KOMOHHMpaHa OMakoBKa, ChCTOALLA CE OT XBE KAPTOHCHH KYTHH, 3aKPEMCHH ¢
LIeIO¢aHOBa JICHTA.

EmsaTa KaproHeHa KyTHs ChIbpKa (GIaKOH ¢ Ipax 33 HIDKEKLIMOHEH pasTBOop,

Bropara kapToHeHA KyTHs ChIbpoka GiakoH ¢ pastopurest: 10 mi Boxa 3a HIDKEKLMH

OnakoBKaTa CHIBPAKA CHILO CEHATE METHUHHCKH H3Ie/IM:
« 1 omakoBka ¢ HaGop 3a HHTpaBeHO3Ha HIDKeKIHA (1 TpaHChepeH KOMILIEKT,
1 uady3HOHHA cHCTeMa, | CTIPHHIIOBKA 32 efHOKpaTHA yIoTpeba)
e 2 TAMIIOHA HATIOSHH C AJKOXOUT

IpurexaTes Ha pa3pellieHHETO 33 YHoTpeba:
Octapharma (IP) SPRL

Route de Lennik 451

1070 Anderlecht

benrus

IIpousBoaETENN:
Octapharma Pharmazeutika Produktionsges m.b.H.
Oberlaaerstr. 235

A -1100 Vienna, ApcTpus

Octapharma
72 Rue du Marechal Foch

67380 Lingosheim, DpaHima

Octapharma AB,
11275 Stockholm, llIBeuys

HaTa Ha 00CA€AR0 NpepasriexaaHe HA JTHCTOBKATA
07/2025




