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JIncToBKa 34 HAMHEHTA

OxrageiT, 1000 IU npax # pa3TBOPATE 12 HEAKEKNHOHEH PAITBOP
Yopemkn Koaryaanuones gaxrop VI

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

IIpouereTe BHHMATENHO MA/IATA JHCTOBKA NPeJH Aa IRMOYHETE A H3NO0/I3BATE TOBA JIEKAPCTBO,
Tl KATO TH CHIRPAA BaKEA 32 Bac audopmManus.

3anazeTe Ta3H THCTOBKATA. MOMKe 12 C& HANOXKH XA A IPOYSTETE OTHORO.
AKo MMare HAKAKBM [ONBIHHTENIHH BBOPOCH, MOMHTaiiTe Bammpa nexap, ¢apmalieBr WiH
MEeHIMHCKA CeCTpa.

e Toea nekapcTBO € npepnucaHo gudHo Ha Bac. He ro npeorcreneaiite Ha apyru xopa. To
MOXE JIa MM HaBpeJH, He3aBHCHMO, Ye MPHIHAIMTE HA TAXHOTO 3a00NARAHE CA CHULHTE KATO
Banre.

* Ako nogyydTe HAKAKBH HeXeNaHH peakiwH, ysegoMere Bamms nexap, dapMauest vnu
MeIuUMEcKe cecTpa. ToBa BKIIOYBA H BCHYKM BB3MOKHH HEXKCJIAHH PeaklHH, HEONHCAHH B
Ta3H JIHCcTORKA. BibkTe TOUKA 4.

Kakno cbaABLpKa TasH JIHCTOBKA: W3NbAIHATENHA ATEHLUMR NO NEKAPCTBATA

(TuomoBia - Npusowene 2
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1. Kakpo npeacrapansa OxTaneiiT 0 3a Kakpo ce A3N0J13BA

OxTaHeHT NpUHaAIeKH KBM IpyTiata TeKapCeTBa, HapeyeHH akTopH Ha KpBBOCHCHPBAHETO H CHIBPXKA
Yosemky koarynauporeH daxrop VI Tosa ¢ cneumaned Genthk y4acThal B ipolieca Ha ChCHPBAHE Ha
KPBBTA.

OxraHeliT ce H3MO/I3Ba 3a JICYCHHE H MPOGHIAKTHKA Ha KbpBeHe NpH NalueHTH ¢ Xemodwing A. Tosa
€ CBCTOSHHE NPH KOSTO KBPBEHETO NMpOIBIKABA TO-TBITO OT 0YaKBAHOTO. WDKK ce Ha BpojcHa
Jmnca Ha KoaryJauuoHeH daxrop VIII 8 kpesTa.

OxTaneHT CBIIO ce HINON3RA 33 JICYCHHE H NPOQUIAKTHKA HA KBPBEHE NPH NALMEHTH ¢ XeMODITHS
A, pa3BunH aHTHTENa cpemry paxrop VIII

2. Kakpo TpE0Ba 1a 3HaeTe Npead A8 Hinoaisate OKTanelT

CunHo npenopBYHTENHO € Ja ce 3aMHCBa MMETO U NAPTHAHHA HOMep Ha ITPOAYKTA BCEKM BT, KOTATO
nomyqapare ao3a OKTaHeHT, 3a 43 ce MOAALpKa TOKYMEHTHPAHE Ha M3HON3BAHHTS [12

BammasT nexap moxe 1a By npenoprua Aa npeneHHTe BE3MOKHOCTTA 33 BAKQIHT]

A 4 B, ako noyyasare peIOBHO WM MOBTOPHO MPOAYKTH, NOJYIABAHM OT

He nanomapaiite OxTanefir

. axo CTe ANepruuHmM xeM Yosenku koarynanuonen faxrop VIIL
CHCTABKH HA TOBA JICKapCTEO (M30pOSHH B TOUKA 6).



Ipeaynpexaennd H NPeANAIHH MEPKH
Topopere ¢ Baumua nekap, hapMaileBT HIH MEIHIMHCKA CECTpa NpeH Ja uarmonssate OKTaHedT.

OKTaHe#T CHABPKA MHOTO MAJKH KOJIHYECTBa OT APYTH dobelmxd OenThlM. BeAko MekapcTBO
ChABPKAMO OeNTHUM H MIDKEKTHpALlO ¢ BHB BeHa (WHTPABEHO3HO NPHIOKEHHE) MOXe JIa
NpeJIH3BMKA ANEPrHiHy peakiH. (Biok Touxa 4 , BE3MOXKHE HEXENAHH PeakLUH);

OGpasyBaHeTO Ha HHXHOHTOPH (aHTHTENA) € H3BECTHO YCHAOKHEHHE, KOSTO MOXE 1@ Bb3HHKHE IO
BpEME Ha JIEYEHHETO C BCHYKH JIEKapcTa, chaspxkauM dakrop VIIL Tean naxuGuropy, ocobeHO BB
BHCOKHM HMBa, CIIMpAT IPABHIIHOTO JeiCTBHe Ha neueHwero W Bue mnu Bamerco mere me Gnaere
mpocie9BaHH BREUMATETHO 32 pasBHTHe Ha Te3H HHXHOHTOpH. Ako KbpBEHETO MpH Bac WK TOBa NIpH
Bamero gete He ce koHTponupa ¢ OxraHe#iT, HesabasHo HudopMupalite Bammsa nexap.

HugopManus 0THOCHO KPHET2 H IVIA3MaTA, H3N0IIBAHH 32 NPOH3IBOACTBOTO HAa OKTaNelT
Korarto nekapcTea ce IPOH3BEXAAT OT YOBEIIKA KPbLB WIH IUTa3Ma Ce B3EMAT ONPEICICHH MEpKH, 33
Ia Ce MPEeNOTBPATH NMpesaBaHeTo Ha HEMEKUHA HA NAlHCHTHTE. Te3H MEPKH BKIIOYBAT BHHMATEICH
noxbop Ha AOHOpPHUTE Ha IUIA3Ma H KPEB, 32 []a € CHIYyPHO, Y€ € H3KMOYEeH PHCKET OT OpelaBaHe Ha
HHQEKIMH, KAKTO H M3CIeZiBAHETO Ha BCAKA fapeHa KpBB WIH MMy/NOBa IUIa3Ma 3a HajH4He Ha
supyce/mHdexipu. TIpoH3BOANTENNTE HA TE3W MPOAYKTH BIUIOYBAT M CTENKHM B obpaborkata Ha
KPBETA WIM IUTA3MATa, KOMTO 1a HHAKTHRHPAT MIH OTCTPaHAT BHpycHTe. HesaBHCHMO OT TE3H MEPKH,
KOraTo AEKapcTBa C¢ IMPHTOTBAT OT YOBEIIKA KPBB HITH IUIa3Ma, BEPOATHOCTTA 3a NPEHACAHE Ha
uAdeKIHd He MOKE Ia C& H3KMOYH HAmbJHO. TOBa C€ OTHACA H 334 BCHYKH HEH3BECTHH HIH
NOABABAILH CE HOBK BUPYCH HIIH APYTH BHIOBE MHGEKIHM

Tesn MepKH ce CMATAT 33 ©EKTHBHH 3a BHpycuTe ¢ OOBHMBKA KaTO YOBeLIKMA HUMyHoIe(HIMTeH
supyc (HIV), supyca Ha xenatutr B (HBV) u Bupyca Ha xematur C (HCV), kakto B BHpycHTe Oe3
obBuBKa, Kato To3u Ha xenmatHT A (HAV). IlpouenypHTe Ha BHpPYCHA WHAKTHBALMA/OTCTPAHABAHE
Moske 6M HMAT OFpaHHYEHO JCHCTBHE cpely MankH BupycH Ge3 oOBHBKa, kKaTo napeopHpyc B19.

Hnjekumara npenn3eukasa ot napeoeupyc B19 Moxe na 6wae cepuosno yenoxnense npu GpeMeHHy
xenu (nopaxy puck ot uHbeKIMg Ha oa) ¥ NpH HHAWBHIH ¢ HapyHIeH BEMYHHTET {MMyHonedHIT)
WIH TaKMBAa ¢ HAKOM BUIOBE aHeMus (Hanp. CHPNOBHMIHO-KIETHYHA OoNecT MIH HapYIIEHHSA B
PasrpaxnaHeTO Ha YEPBEHHTE KPbBHH KIETKH).

Apyru nexapersa 1 OxraneiiT

Hudopmupaiite Bamma nekap Wil QapManeBT, ako MpHeMaTe, HACKOPO CTe NPHEMATH HIH e
BBE3MOXKHO Ja [IPHEMATE JPYTrH JICKapCcTBa, BRIIIOYHTEHO TAKHBA, KOUTO CE NIOJIYvaBaT Oes peuerra,
He € H3BECTHO NEKapCTRaTa ChABP/KAILM YORCIKH KoarynauoHeH gakrop VIII na szaumoneticrear ¢
Apyru nekapceTea. Bee nak He cMecBaliTe OKTaHERT © APYTH JICKApCTRa M0 BpeMe Ha HHGY3HA.

PepTHIHTET, GpEMEHHOCT H KhpMeHe

Axo cre GpeMeHHa WIH KBPMHUTE, CMATATE, Y€ MOXKE 1a CTe OpeMEeHHa WM I[IaHHpaTe GpeMEeHHOCT,
nochBeTBalTE ce ¢ Bamng nexap win gapManesT npean ynorpeGaTa Ha TOBa EKAPCTRO.

BaskHa HH(OpPMALMA OTHOCHO HAKOM OT ChCTaBKHTE Ha OKTAHENT: CHABPIKA HATPUIA

Topa nexapcTeo chaepaka 40 mg HaTpHii (OCHOBHA ChCTABKA Ha FOTBapCKaTa/Tparne3HaTa o) Ha
dnakoH 3a ¢prakonure ot 1000 IU. Topa konuiecTBO € EKBHBAIEHTHO Ha 2% OT NpenophYATENHAL
MaKCHMAJICH JHCBCH XpaHHTEIeH IpHeM Ha HaTpHH 32 Bb3pacTeH.

TpaGea ma ce HMa npe., BUY, [IPH NMALMEHTH, KOKTO CA HA AMETA C KOHTPOJ
HaTpHH.

Ctp. 2/8



3. Kak na wanoazsare Oxraneift

OxraneliT Tpabna Aa ce nMpHiIara HHTPABEHO3HO, Cle]l PA3TRAPAHE ¢ MPHIOKEHHA Pa3TBOPHTeI.
Jleuennero TpAGBa Ja ce 3aNoUHe NOA MEAMLIMHCKO HablloAeHHE.

IpodriakTAKA HA2 KbPBeHe AKO CTpajaTte OT XeMOQHIHS A 3a MPOJBDKMTENHA NPOPHIAKTHKA
TpsaOra na cu moxexTupare 20 g0 40 U ¢axrop VI Ha kumorpam TeaecHO TErI0 BCEKH ABA HIH TPH
nav. Bamara no3nposka TpsaOBa Ia ce MPELM3Hpa CIOPEN TOBA KaK ce NMOBIHABATE OT JISYeHHeTo. B
HAKOM CITY4aH MOXE 1a OhaaT HeoGXOQHME NO-KPAaTKH JO30BH MHTCPBAIH HIIM NO-BHCOKH JO3H.

H3unciaenne Ha 103aTa

Bunary uznonspafite Oxraneiit Touno xkakto Bu e kazan Bamust nexap. Koncynrupaiire ce ¢ Bamms
nieKkap Wik apMalieBT, aKo He CT¢ CHIYPHH,

AxrtugHoctra Ha $axrop VIII orpasssa xonmaecreoro Ha daxtop VIII B masmara. Ta ce u3paissa
WIH KaTO NpoueHT (OTHECEHO KbM HOpPMaTHa YoBellka KPBBHA IUla3Ma) WIH B MEXIYHAPOXHH
enuHuuM (TU). Josuporskata Ha daxrop VIII ce npeacrass & IU.

EnHa mexnmyHaponsa emuauna (IU) daxrop VIII akTHBHOCT € eKBHBANGHTHA HA KOJAMECTBOTO
¢axrop VIII 8 1 ml or HopmanHa vyoBemka mnasma. Eana YU daxrop VIII na kg TenecHo Termo
nopHmaea rnasmedara (axrop VIII akruesocr ¢ 1,5-2 % or HopManuata akTheHocT. 3a ga
m3uncauTe Bamara posa ce onpejens akrusHoctTa Ha daxrop VI ses Bamnara rutasma. Mons
KOHCYTTHpaiiTe ce ¢ Bamus nekap, ako He cTe CUTYPHH KOJIKO TpAOBA /ia c& MOBHIIH aKTHBHOCTTA Ha
¢axrop VIII unu kak aa mzyacaure Bamara no3a.

HeofxoauMmaTa f03a ce H3YHCNABA KaTo Ce M3II0/3Ba cleaHara GopMyna:

Heobxonumuar 6poit eaunnnn (IU) = Tenecnoro terno (kg) x xenaHOTO NOBHIIABAHE HA HHBOTO
Ha gakrop VIII (%) x 0,5

Baiata HO3HPOBKA M HecTOTaTA Ha IPHIONKeHME BHHard Tpabpa Ja ObJaT OpHEHTHpaHW KBM
KIHHAYHATA eeKTHRHOCT NP MHIMBHIYATHHA TAlIHEHT.

B cnyvaii Ha mocaeABAIIN KPEBOHUTHBH, 2KTHRHOCTTA Ha (akTop VIII Ke TpabBa na maja noa napeHo
HHMBO Ha aKTHBHOCT (B % OT HOPMANHOTO), IOKa3aHOo B ClEABALIATA TAONMIIA, 33 CROTBETHHA MEPHO]I.

Tazn TabnMua MoXe Ja ce noji3Ba KaTto OPHEHTHD 33 JIO3HPaHe TNpH €MH30J¥ HA KBEPBEHE H
NpEACTOAMM XHPYPrUy4eCKH MaAHHITYIAITHH:

CreneH Ha xphBousTHBa/THN Ha | Maucksamo | Yectora Ha  pgosupane  (MacoBe  MEXIY

XHPYPra9Ha MaHHITYTalus ¢e HHBO Ha | 1303UTe)/POTBIDKKTENHOCT HA TEPATAATA (XHH)
¢axrop VI
(%)
Kpneoniineu
Pannu xemapTposH, MYCKYIHH 20 -40 IToBTapsne Ha Beeku 12-24 yaca. Hait-manxo 1
KPBBOM3IHBH H KBPBEHE OT JeH, CNe KaTO KPBbROMAIMBHTE MPOABABALIM CE C
BEHLMTE fonka OTIIYMST MIM c€ [OCTHTHE ITHJIHO
O3/IPABSBAHE
O6mupHU XeMapTpo3, 30-60 IMoprapaHe Ha BHQY3UATE BoekH 12-24 vaca 3a 3-4
KPBEOUIIHRH B MYCKYJIHTE HIIM IOHH WIH [oBeYe JOKaTo GoNkaTta WNH OCTPOTO
XeMaToMu HAPYIIEHHE B IBIDKEHHETO OTIYMS

Xapypruvunn MaHuaYIamEn

Mamku, BKTIOYMTETHO 3b0HM 30-60 Beekn 24 gaca, Hafi-man
EKCTPAKI{HH 03apaBsABaAHE &

T'onemu 80-100 [TorTapsne Ha HHGYIUAT
(Ape U HOCT- | MBJIHOTO 3a3APABIBaAHE H
ONepaTHBHO) | 3a Haii-mMamko 7 nHm 3a




| VIII akTHBHOCTa B nHanasoHa 30-60% |

BamgsaT gexap nie BH nockBerBa OTHOCHO JO3HPAHETO M YECTOTATd ¢ KOATO TpabBa fa npHeMare
OkTaneliT.

Moxe 2 Ce NORAHAETE 110 pasiMdeH HAYWH Ha MPoAYKTHTE ChIbpkauy ¢akrop VIHL. INopanu tosa,
f10 BpeMe Ha JIe4eHHeTo TpAGBa fa ce onpesiend HUBOTO Ha daxrop VIII B KPBETA H CLOTBETHO 11 Ce
A34HCIM KOPeKIMATA Ha IO3aTa H 4eCTOTATA Ha IPHITOKEHHE.

Ynorpeba npu nena
KIMHIYHUTE NpoyuBaHMs He MOKA3BAT HANHYME Ha CNELHAHK U3HCKBAHUA 33 KO3HPaHe NpH JeNA.
KaxTo 1pH neueHHe, Taka H Opy NpoQHIakTHKA, JO3HPOBKATA IPH Jelia H BB3PacTHH € eJJHa H Chilla.

Ykajanue 3a ynorpeda B AoMAIny YCIOBRS

¢ Mons npodereTe BCHIKH HHCTPYKIHH K IH CrieBaiTe BHHMATEHO!

 [lo Bpeme Ha powe/TypaTa, OIHMCAHA NO-JoIy, TPAGBa ce ChOMFOaBa CTEPATHOCT!

e He usnonaraiire OxTaHe#T ches cpoka Ha rOJHOCT NIOCOYEH HA €THKETA.

e  PasTROpeHHST JeKapcTBEH NPOAYKT TPAORa fa ce Nperniena BU3YaTHO 38 HAJIMYHE HA YACTHIH H
MPOMSHA B L(BETA NIPE/IH MMPHIOKEHHE.
PastBopBT TpaAGBa 2 Ob1e GHCTHP WM TEKO ONANECUEHTEH.
HanonspaiiTe MpUroTBeHus pa3TEOp He3aGABHO, 32 [1a MPEIOTBPATHTE MHKPOOHO 3aMLpCABAHE.
Uanomseaiite caMo IpHIOKeHaTa HEQY3HOHHA CHCTeMa. YnoTpebaTa Ha ApyTd H3neaud 3a
uIKeKTHpaHe/uHGY3KpaHe Moke Ja AOBe/S IO AOITBIHUTEIHH PHCKOBE 32 HAPYIIECHHA HA
JedeHHeTo.

HuecTpyKunH 33 NPHIOTBAAE BA PAITBOPA:
1. He uznonseaiite mpogykTa AMPEXTHO OT XjnagunHHKa. OCTaBeTe PasTBOPUTENRS W MPaxsT 34

HIDKEKLHOHEH pa3TBOp B 3aTBOPEHMTE (DIAKOHY A3 JOCTHIHAT CTafHA TeMiiepaTypa.

2. Orcrpadere kanavkure Ha Apata (JaxoHa W MOYHCTETE TYMEHHTE 3AMYIUAIKH ¢ ¢AHHHA OT
[PHACYKEHHTE TAMIIOHH, HANOEHH ¢ ANKOXO0Jl.

3. TpaucdepHuar xoMruiekT ¢ m3obpaseH na Our. 1. [ocTarere ¢nakoHa ¢ pasTeOpHTen Ha
paBHa DOBBPXHOCT M I'0 APBKTe 31paBo. Bzemere TpaHchepHHA KOMIUIEKT ¥ IO 00BpHETE C
ropuata yacT Hanony. IlocTapere CHHATA YacT Ha TPaHC(EPHMS KOMIUIEKT B TOPHATA YaCT Ha
$nakora ¢ pasTBOpMTEN M HATHCHETE HANONy 10 KbAeTo ¢ Bu3MoxHO (Pur. 2 + 3). He
3apEPTAaiTe, JOKATO MpHKadBare.

L
M

ane?

Aparrrep 3a
|-— pasTeopHTEnA
{cuus wact}

Gur. 1




4. Tlocrarere ¢nakona ¢ Tpax 32 HHKEKUHOHEH pa3TBop
Ha paBHa NMOBBPXHOCT U O APRXKTe 31paBo. Biemere
(naxona ¢ pasteopuren ¢ npHKa4eHHs TpaHCchepeH
KOMIUIEKT H TO APBXTE ¢ TIOpHATa 4YacT HAJONY.
Iocrasere 6anata yact wan ropuara wact Ha dbnakoua ¢
Npax 3a HIDKEKIHOHCH Pa3TBOP ¥ HATHCHETE NOKBACTO €
BEIMOXKHO (Pmr. 4). He aaswpraifre, mokaro
NpukauBare. Pa3sTBOPHTENAT HpeMHHaBa aBTOMATHUHO
BBB (akoHa c npax 3a HEDKEKIHOHEH pasTBop.

. 5. Kakro npata ¢mnakoma mce ome ca MPHKAYCHH,
BHUMATENHO  3aBbpTeTe ¢nakoma ¢ mpax sa
HMHKEKIIMOHEH PA3TBOP, NOKATO NPOAYKTET CE PAsTBOPH.

ITpu craitua Temnepatypa OxraHeiiT ce pasreaps 3a no-
MaIKo oT 10 muryTH. [To Bpeme Ha TIPHIOTBAHETO MOYKE
A8 HACTBITH JIEKO pasrneHBaHe. PaspuifTe 1BeTe 4acTH Ha
Tpakcdepuus koMruieKT (dur. 5). suarta me m3uesne,

H3xsbprete npasuus dnaxon ¢ PasTBOPHTEN 33€[IHO ChC
CHHATA YaCT OT TPAHC(HEPHKS KOMILIEKT.

anrgxxgm: 38 HHKeKTHpaHE:

Karo npennazua mspka, Bamara MylICOBa 4ecTOTa TpAGBa Ha C6 MIMEpU Tpemu M no Bpeme Ha
HHXCKTHPAHETO. AKO HACTBIIM NMOBHIIABaHE Ha Baimara TyJICOBA Y€CTOTA, HAMAJIETS CKOPOCTTa Ha
HEDKEKTHPAHE WIH NPEKpaTeTe NPHIIOXKEHUETO 32 KpaTko BpeMe.

1. Ilpuxauere cnpunnoBkata KbM Gaiata 4acT Ha TpaHChEPHHES KOMILIEKT. 3aanreTe&(pnaKoHa
. HAJIOTY M H3TETTIETE PASTROPA B CPHHIIOBKATA (Dur. 6).
PasTBOpET B cipuHLOBKATA TpaGra fa 6bae GcTLp WM Neku €PIICHO OTIANIECLICHTEH.
Cnen xato pasteopst e H3TeTIeH, 3aaprxTe 6YTanoTo Ha CIpPHHLOBKATa (TBpXeiikn ro
HANOy) ¥ OTHENETe CNPMHLOBKATA OT Tpancheprus xommnexr (ur. 7). Hsxewpnete
NpasHHA GIaKOH 3aeAHO ¢ 6ANATA YacT Ha TpaHChePHHS KOMIUIEKT.




Our., 7

2. Tloumcrere MacTOTO H36PAHO 33 MIDKEKTHPAHE C €IHH OT NPHICKEHHTE TaMIIOHK, HAMOSHH C
anKkoxod.

3. Tlpukawere npwioxeHara HHPY3UOHHA CHCTEMA KbM CIPHHIIORKATA,

4, BwsBexere uriara B u30panara peHa. AKO CTE H3IION3BANMM TYPHHUKET, 32 JIa HANPABKTE BEHATA
no-nobpe BuaMMA, TO3H TypHWKeT Tpabea na Onie oceofoaes npexn 3anodsaHe Ha
HHKeKTHpaHeTo Ha OxraHefiT.

5. He tpnafBa za ce nomycka nonajaHe Ha XPhB B COPHHLIOBKATA NOPaJy PHCK 0T (popMuUpaHe Ha
TPOMOH.

6. Hmxexrupaiire pasTBopa BB Benarta ¢ 6aBHa CKOpOCT, He No-6Bp3o oT 2-3 mi Ha MHAYTA.

Axo H3noN3BaTe NoBevue OT equH (iakon OKTaHeHT Ha eIHO NPHIOKeHNE, BHe MOXe Aa H3MoI3Bare
couara uaGy3HOHHATA CHACTEMA M CIPUHIOBKA OTHOBO. TpaHChepHHAT KOMIUIEKT € caMo 3a
€/IHOKpaTHa yrotpeba,

AK0 cTe moAyuH,I NoBe4ve OT HeodxonmmaTa n03a OxTaneiiT

He ca moxsiagsaHn cUMITTOMM Ha npeno3upane ¢ Yosewikn xoarynammoHeH gaxrop VIIL Bee nak
npenopryaHaTa 1032 He TpaOsa Ja ce npermiasa.

AKO ¢TE NponyCcHaNu 12 A3noa3sare OKraneiT

He B3emaiiTe nBoiiHa J03a, 3a Ja KOMIeHcupaTe 3a0paseHara Aoza. Bemmara pieMeTe criefsallara
5033 ¥ IPOIBIDKHTE CHIOpPel] ChBeTa Ha Balng nekap wiy dbapMaiient.

AKO MMaTe HAKAKBY JOILNHMTENHN BEIPOCH, CBBP3aHH ¢ YHIOTpebaTa Ha TOBA IEKApCTBO, MONKTANTE
Bamus nexap wnu dpapMmarienT.

4. BpaMoxkHR HeKeJAHN PEAKTIMA

Kakro BCHUKH JeKapCTBa, TOBa NEKapCTBO MOXE 18 fIpeIM3BHKA HEeXKENaHM PeaKivy,
BCEKY ['M TIOYYABA.
Makap u peaxm (Moxe aa 3acerHar p0 1 Ha 1000 xymm), peakipv Ha CBpPBX

AMEPrHYHA peakuHH ca OHH HaOMOJABAHH NPH NMALMEHTH JIEKYBaHH ChC CBIT
TIPOAYKTH.

AKO MONyYHTe HAKOH 0T OTHCaHUTE CHMITOMH, MOJIA HHpopMHupaiiTe Bamig Jlexs



ycellane, 4e BH € oo (I0BpbiIane), napene H 6onka B MHY3HOHHOTO MACTO, CTATAHE B I'bDAHTE,
BTpHcaHe, chpleOMene (Taxukapams), rajese, Gomexu NO Koxara (MpaByuKkaHe), 3adepBsABaHe,
Diaeofonue, mosBa Ha OOpHB (YPTHKapHA), chajiane Ha KPHBHOTO HAATaHe (XMIIOTOHHA), OGpHB,
GeanokoicTBO, OTOK HA JHMIETO, YCTHHTE, YCTaTa, €3HKa WIH IbpPAoTo, KOHTO MOXe N3 3aTpyaHH
NPETTHLUAHETO HIIM JMINAHETO (2HTHOSHEM), yMOpa {JleTapris), XpHuose.

B mnoro peaxure (Moxe Aa 3acerHar a0 1 Ha 10 000 mywis) Tasd cBpsXHyBCTBHTETHOCT MOXE Ja
HOBERE A0 TeXKKa MHBOTO-32CTPAINABAINA ATEPTYYHA PAKIHA, HAPEICHA AHADWIAKCHS, KOSTO MOXKe
13 BIIIOYBA LIOK, KAKTO M HAKOM OT CHMITTOMHTE, OMMCAHM no-rope. B Taxss ciydaii nezabasHo ce
obanere Ha Banms nexap.

Jpyry penky HexenaHn peakitig (Moxe Aa 3acerar ao 1 Ha 1000 aymn)
B peaxu ciryvan Moxe na ce Habmozaea Tpecka;

Tlpu feua, KOHTO Npefin TOBA HE CA Ce JIeKYBAN ¢ NeKapCTBEHH NPodyKTH Ha Gasa na ®axrop VIII, .
TIOTY9ABAHETO Ha MOTHCKALM HTHTENA (BIDKTE TOYKA 2) MOKE Ja CTaHE MHOrO YecTo (nosede ot | Ha
10 nmanmenTH); ofaue NPH DANMEHTUTE, KOHTO NPeM TOBA ¢a NMONYy4YaBATH NPOAYKTH Ha Gaza dakrop
VIII (nopeue ot 150 AHu feueHHe) pACKBT € HedecT (mo-mamko ot | Ha 100 nauyeHTH). AKO ce CIyuH
Topa, Bamero wiu Ha Balmero AeTe JexapcTso MOke Ja chipe ra JeficTsa MpaBWIHO M Na 3all0MHeTe
Jia TIONTy4aBaTe NOCTOSHHO KbpRene. B monoben cyyait HesaGasHo ysenomere Bamus nexap.

3a uropMas OTHOCHO BHpycHara OesonacHoct, BikTe Touka 2, (IIpemynpexaesua v npeanasiu
mepkH — Undopmalns 3a KpLBTa M IUIa3MaTa, H3NO/I3BAHH 3a TPOM3BOACTBOTO Ha OKTaHeHT).

CrobmaBane Ha HexeIaHH peaKuHA

AKO nonyunTe HAKAKBH HEXeENaHyl IEKApCTBEHH peakumH, yenoMere Bamus nexap, dpapmaniest Hin
MEIULMHCKA cecTpa. ToBa BKIKOYBA BCHYKH BBIMOKHH HCOMHMCAHH B Ta3H JIHCTOBKA HeXeNaHW
peaxupn. MoseTe chIIO Aa ChOOIIHMTE HeXENAHH PEAKIMH AUPEKTHO 4pe3 HALHOHATHATA CHCTEMA 33
crobmanane. Kato crobiapaTe HexxelaH peakiiHH, MOXKETE Jia JafeTe CBOA MPHHOC 34 NoJIydaBaxe
Ha nosede HrbopMaNUA OTHOCHO 6€301I1aCHOCTTA HA TOBA JICKAPCTBO.

HamrbiHuTesHa areHUHs 110 JICKapCTBaTa
yn. ,Jaman pyes” Ne 8

1303 Codua

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

5. Kak aa cexpauaare Oxraneiit

Jla ce chXpaHsiRa Ha MACTO HEJOCTLITHO 3a JElIa.

Ja ce cexpansea [ipH TeMneparypa ot 2 1o 25 °C.

Ha He ce 3ampazsBa.

CrxpansBaiiTe (h1akOHHTE B KAPTOHEHATa KyTHA C LIE] IMPEAIa3BaHe OT CBETIHHA.

He m3nonseaitre Okrane#iT cien cpoxa Ha TOMHOCT O3HAYEH HA €THKETA.

He m3nonzeaiire He HAMBEITHO PA3TROPEHH HIH METHH PAa3TBOPH.

He u3xpbpigiiTe neKapcTBaTa B KaHAM3aLHATA WIH B KOHTEHHEepa 38 JOMaIIHH OTHANBITH.
Honnraitre Bamua papMarieBT Kak ia H3XBEPAATE JIEKAPCTBaTa, KORTO Bede HE H3IION3RATE.
Te3n MepKu e CIOMOTHAT 3a Ona3BaHe Ha OKOJIHATA cpeaa.

6. Chgtmnne HA ONAKOBKATA H NONLAHHTE/IHA HHQOEMRHHH

Kaxeo ceappxa Oxraneiir

- AKTHBAOTO BEIECTBO € YOBEIIKY KoarynaumoHeH daxtop VIIL
- JpyruTe cbeTaBky (MOMOIIHM BellleCTBa) Ca: HATPHEB LIUTPAT, HATPHEB XIIOf
[THIIAH. )




Pasrsopuren: Boaa 3a HIKEKIHH
Kak g3rinexas OxTaneliT 4 KAKBO CHABPXKA OIIAKOBKATA

Tipax®T € 630 win Gnefo ¥EAT Npax HIA TPOUUIHEA CyGcTaHIMA.
PasteopuTenaT e 6ucTpa, Ge3uBeTHA TEUHOCT.

OxTaHeHT MPeACTABIABA NPax 34 MIKEKIIMOHEH PasTBOp U PA3TBOPUTEN.
Okrasetit 1000 craspika 1000 IU Yosemkn koarynaimones daxrop VIIL

[Tpn pastpapsue ¢ npunokeHus pasteoputen OxtaneHT 1000 cnappxa npubnusurenno 100 IU/ml
YoseurkH koarynanuoneH paxrop VIII

Onucanne Ba ONAKOBKATA

OxraneiiT ce npepiara B xoMOuHMpaHa ONakosKa, CHCTOAILA €& OT ABe KAPTOHEHW KyTHH, 3aKpencHd ¢
uenodaHoBa JieHTa.

Enpara xaproseHa Kyrvs ChIbpKa QUIAKOH ¢ NMPax 3a HEDKEKUHOHEH pasTsop.

Bropara KapToHeHa KyTHA ChIbpKa (uiaxoH ¢ pasreoprrer: 10 ml Bona 3a HIDKeKIMH

OnaxoBKaTa CHABPKA CHUIO CHEHATE METHLIMHCKH W3STHA:
+ 1 onakoBka ¢ Hadop 3a HHTpaBeHO3Ha MIKekruA (1 TpaHcepeH KOMILICKT,
1 rudy3nonna cucTeMa, [ CpHHIIOBKA 33 €IHOKpATHA yroTpeba)
* 2 TaMITOHA HATTOSHH C ATKOXON

IlpBTexkaTen Ha pazpenieHHETo 3a ynorpeda:
Octapharma (IP) SPRL

Allée de la Recherche 65

1070 Anderlecht

benrus

[pon3sopurenn:

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

A -1100 Vienna, AscTpas

Octapharma
72 Rue du Marechal Foch
67380 Lingosheim, @panips

Octapharma AB,
112735 Stockholm, lpenps

Jata Ba nocaenno npepasraexaane Ha THCTOBKATA
11/2022




