JlucroBka: uH(popManus 3a NaHEHTA

Coagadex 250 IU npax u pa3TBopHuTeJI 32 HHKEeKIMOHEH Pa3TBOP
Coagadex 500 IU npax u pa3TBopHuTeJI 32 HHKEKIHOHEH Pa3TBOP

YOBEIIKK KoarynaiuoHeH ¢aktop X/human coagulation factor X

IIpoyeTeTe BHUMATEIHO IAJIATA JIUCTOBKA, MPEIU 12 3aMI0YHETE 1a U3M0JI3BATE TOBA JIEKAPCTBO,
Thil KaTO T ChAbP2Ka BaskHa 3a Bac undopmanus.

- 3anasere Ta3u JUCTOBKA. MOXe 1a c€ HAJIOXU J1a A IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBU JOMBJIHUTEIHHU BBIIPOCH, onuTaiTe Bamms exap.

- ToBa nekapcTBo € mpeanucaHo Ju4Ho Ha Bac. He ro nmpeorcTbnBaiite Ha apyru xopa. To Moxe
Jla UM HaBPEY, HE3aBHCHUMO 4e MPU3HAIUTE Ha TIXHOTO 3a00JIBaHE ca ChIIUTE KaTo Bammre.

- AKO MOJTy4nTe HAKAKBY HEXKEJIaHU JISKAPCTBCHU peakiiuu, yBeagomere Bamus iekap, hapmaiieBt
WJIM MEIMLMHCKA cecTpa. ToBa BKIIOYBA M BCUYKH Bb3MOKHH HEXEJIaHU PEAKI[MU, HEOITUCAHU B
Ta3u JUCTOBKa. BuxkTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

KaxBo npencraBnsBa Coagadex 1 3a KakBO Ce M3IOJI3Ba
Kaxso TpsiOBa na 3naere, mpenu aa u3nonsBate Coagadex
Kak na m3nonseare Coagadex

BBb3MoXHE HEXXETTaH! PeaKIii

Kak na cexpansiBare Coagadex

ChbabpxaHue Ha ONIAKOBKATa M AOIMBIHUTENHA HHPOPMAaLUs

ANl o e

1. Kakso npeacraBjasiBa Coagadex H 32 KaKBO C€ U3I10JI13Ba

Coagadex ¢ KOHIIGHTpaT Ha YOBEIMIKM KoaryiannoHeH ¢akrop X (human coagulation factor X),
MPOTEHH, KOHTO ¢ HeoOXoauM 3a chcupBaHeTro Ha KpbBra. dakTop X B Coagadex ce u3BIMYa OT
YOBeIIKa Tu1a3Ma (TeYHaTa 4acT Ha KpbBTa). M3Mmon3Ba ce 3a JIeUeHHEe U MPeI0TBpaTsIBaHEe Ha KbPBEHE
TIpH MAIUEHTH C HaclenCTBeH neduiuT Ha (pakTop X, BKIFOUYUTEIHO 110 BpeMe Ha OTIepalisl.

[NaruenTtu ¢ nedunut Ha pakTop X HE pa3mnojaraT ¢ JOCTATHYHO KOJIMUYECTBO (pakTop X, 3a Ja MOXKe
KpBhBTa UM Ja CE€ ChCHUpBa NPaBUIHO, KOETO BOIM JO IMpekoMepHo KbpBeHe. Coagadex 3amecTBa
nmicBanus hakTop X B Bb3CTAaHOBSIBA CIIOCOOHOCTTA HA KPHBTA MIM J1a C€ ChCHPBA HOPMAITHO.

2. Kaxkso TpsoBa 1a 3Haere, npeau na usnosspare Coagadex

He uznoazsaiite Coagadex:

- aKo CTe aJIeprUYHU KbM YOBEIIKH KoarynanuoneH ¢akrop X (human coagulation factor X) wmu
KBM HSIKOSI OT OCTaHAJIUTE ChCTABKY Ha TOBA JIEKAPCTBO (M30pOCHU B TOUKA 6).

Koncynrupaiite ce ¢ Bammus nekap, ako cMsiTare, 4ye ToBa ce OTHacs 3a Bac.

IIpexynpesxxaenus ¥ NpeanasHu MepKu
T'oBoperte ¢ Bamus niekap, papmaiieBT niim MEAMIIMHCKA cecTpa, npeau aa usnoiseare Coagadex:

- aKo UMare Mo-00MITHO WITH TIO-ITPOIBIDKUTEIHO OT 0OMYAHOTO KbPBEHE M KBPBEHETO HE CIIpe
cren uHkekTupanetro Ha Coagadex.

- aKo IpueMaTe JEeKapCTBO 3a MPEIOTBpATsIBaHE HAa KPHBOCHCUPBAHETO, KOETO AEHCTBA KaTo
onokupa ¢akrop Xa. Te3u nexkapcTBa Morar Aa nonpeyar Ha aeicreueto Ha Coagadex.



Hsxon nmamuenTn ¢ nedunut Ha pakTop X MOXE Ja Pa3BHIT HHXHOUTOPH (aHTHTENa) KbM (akTop X
o BpeMe Ha JieueHueTo. ToBa MoOke Ja 03HA4aBa, 4e JICUCHUETO HsAMA Jia MOJEHCTBAa MPaBUIIHO.
Barmust nekap 1ie mpoBepsiBa peIOBHO 33 pa3BUTHETO HA TAKHUBA aHTUTENA, 0COOEHO MPEIU OTmepanusl.
Kakro mpemy, Taka U ciiejl ISUSHUETO ¢ TOBA JICKApCTBO, 0COOCHO Tpe3 MbpBUs B Kypc Ha NeueHue,
Bamust jgekap BeposATHO Il HapaBy U3CIEABaHMS, 3a 1a MPOBEPH HUBOTO Ha (akTop X B KpbBTa Bu.

Be3onacHocT Mo oTHOLIEHHE HA BUPYCH

Korato nexapcrBa ca Impou3BeleHH OT YOBEIIKAa KPbB WM IUIA3Ma, CE IPEANlpUEMAT OIpeJlesIeHH
MEpKH, 3a Ja ce NpeAoTBpaTH IpeJaBaHEeTO Ha HWH(EKUMH Ha MOJy4yaBallUTe JEKapCTBOTO
(peumIuenTuTe). Tesu MEpKH BKJIIOYBAT:

— BHUMATEJICH 10100 Ha JIOHOPUTE Ha KPBB U TUIa3Ma, 3a JIa € CHT'YPHO, Y€ ca H3KJIFOUCHHU Te3U, KOUTO
ca pHCKOBH 3a MpeHAcsHE Ha HH(EKINH;

— W3cTeABaHE Ha apeHa Iia3Ma 3a HaIMIue Ha BUPYC/HHDEKITHH;

— BKJIFOUBAHC Ha €TaIlll B 06pa60TKaTa Ha KpbBTa WM IJIa3MaTa, KOUTO MOratT JJa UHAKTUBHUPAT WUJIU
OTCTPaHAT BUPYCHUTE.

[IpenmpuernTe MepKH ce CMATAT 3a €PEKTUBHU CIPSAMO CIETHUTE BUPYCH: YOBEIIKH UMYHOAe(DUIINTEH
Bupyc (HIV), Bupyca Ha xenatut B, Bupyca Ha xenatut C, BUpyca Ha xenaTuT A u napsosupyc B19.
HezaBucumMo OT Te€3uM MepKH, KOraTo ce IMpujarar JeKapcTBa, MPUTOTBEHH OT YOBEIIKA KPBB WM
IU1a3Ma, Bb3MOXHOCTTA 32 MpeJaBaHe Ha HHGEKIH He MOXKe Ja ObJe HalbJIHO H3KIII04YeHa. ToBa ce
OTHAcS U JI0 BCUYKY HEU3BECTHH WJIU MOSBSBAIM CE BUPYCH HIIHM JAPYTH BUIOBE HH(DEKIUH.

CHITHO TIPEMOPBUUTENHO € IIPH BCSIKO MoJTydaBaHe Ha fo3a Coagadex, IMETO W MapTHUAHUAT HOMEp Ha
poIyKTa JAa OBAAT 3aIMCBaHU, 32 Ja C€ MOIIbPKa PETUCTHP HA M3TOI3BAHUTE ITAPTHIH.

Bammsar nexap moxe na Bu npenopbya ga oOMmucinTe BakCMHHpaHe cpelly xemaTut A u B, ako
PEIOBHO MM MHOTOKPATHO IOJIy4aBaTe MPOAYKTH ¢ GakTop X, HOIy4YEeHH OT YOBEILKA IIa3Ma.

Jena v oHOIIN
OmnucanuTe NpenynpeKAeHUs U IPEANa3Hu MEPKH 3a Bb3PAcTHH C€ OTHACAT U 3a Jena (Ha Bb3pacT OT
2 o 11 roguawm) u rorOIHM (Ha BB3pacT oT 12 1o 18 roannn).

JApyru nexapcrBa u Coagadex
Tpsabsa na xaxere Ha Bamms nmexap, ako mpuemare, HACKOpPO CTe MpHEMaJHd WM € BH3MOXKHO Ja
IpuemMare JIpyrH JIeKapcTBa.

bpemenHocT, kbpMeHe U pepTUIANTET
AKxo cte OpeMeHHa WIH KbPMHUTE, CMATaTe, Y€ MOXKE Ja cTe OpeMeHHa WIH IUIaHupaTe OPEeMEHHOCT,
MOChBETBalTE ce ¢ Bamms nekap wim dapManesT, Mpeau a U3MoJ3BaTe ToBa JIEKapCTBO.

lodupane n padoTa ¢ MAIIMHU
He ca uzBectHu edpekTu Ha TOBa JIEKapCTBO BBPXY CHOCOOHOCTTA 32 modupane nin padboTa ¢ MalllHU.

Coagadex cbabpika HATpUil

Tosu nekapcTBeH MPOAYKT ChAbpKa 70 9,2 mg HaTpuii (OCHOBHA ChCTaBKa Ha roTBapcKaTa/Tpare3HaTa
COJ) BBB BCEKHM MWJIWJIUTBP OT pa3rBopa. ToBa komnuecTBO € ekBuBaseHTHO Ha 0,0046% ot
[IPENOPBUYUTEIHUS MaKCUMAaJICH JTHEBEH XPaHUTEJICH IIPUEeM Ha HaTpuil 3a Bb3pacTeH.



3. Kak na uznoassare Coagadex

Bamero nedcHue Tp;{6}3a Ja CC 3alo4He OT JICKap, KOWTO MMa OIIUT B JICUCHUETO HA HapyliceHus Ha
KPBbBOCHCHUPBAHECTO.

BuHaru n3nosn3Baiite ToBa JeKapCcTBO TOUYHO KakTo Bu ¢ kazan BamusT nekap wiu papmaiieBt. Ako
HE CTe CUTYPHH B Helllo, nonuTaiite Bamms nexap wiu papmaiesr.

Coagadex Tps0Ba 1a ce MHXKEKTHpa JUPEKTHO BHB BeHa. [Ipean nmkekTrpane Ha TOBa JIEKAPCTBO B
JIOMAIITHH yCIIOBUsI, TpsiOBa 12 ObJieTe 00y4YeHU oT Barust 3jpaBeH CreIMaliucT Kak Jia MpaBUTE TOBA.
Bammst nexap mie Bu 00scHI KaKBO KOJIMYECTBO TPSIOBA /1a H3MOA3BATE M KOJIKO MPOIBIHKUTETHO.
Bammsar nexap pemoBHo e Bu ka3Ba koo Ha Opoit eiHH (prrakoHu 11e ca Bu HeoOXoammu 3a
Jto3aTa, KosATo € Hal-noaxoasma 3a Bac. Jla He ce mpunara moseue ot 60 [U/kg nHeBHO 3a BCsika
BB3pacToBa Ipyra.

IIpuio:keHue Npu Bb3pPacTHH

Kaxso koauuectBo Coagadex ce npujiara 3a je4eHne Ha KbpBeHe MM NIPeJOTBPATSIBaHe HA
NMO0-HATATHIIHO KbpBeHe?

Bammst nexap me Bu kaxe kakBo xonnmuectBo Coagadex na MpUIIOKUTE 3a JIeYCHUE Ha KbPBEHE U 3a
NPeOTBpaTsIBaHE HAa O-HATATHIIHO KbPBEHE; HEO0X0ANMATa /1032 3aBHCH OT HOPMAJIHOTO 3a Bac
HUBO Ha (akTop X B KPHBTa

KakBo koJu4ecTBO ce mpujara npeau, o BpeMe Ha M cJIeJ roJisiMa onepanus?

Ipeau: M3non3sanara go3a Coagadex TpsOBa na Obe qOoCcTaThYHA 3a TIOBHINIABAHE HA HUBOTO HA
¢daxTop X B kpbBTa 10 Mexy 70 u 90 enuanim/dl. Heooxonumara 3a Bac jo3a e 3aBucu ot
HOPMAaJTHOTO HUBO Ha (QakTop X B KpbBTa BU U 111e Ob/1e M3uncieHa ot Baims nekap.

Caen: I1pe3 mbpBHUTE HAKOJIKO JAHU CJIE]] OIIEpallkATa KOHIIEHTpaIusaTa Ha ¢akTop X B Ijia3MaTta Iie
ce mpoBepsiBa peoBHO. [IpenopbunTeniHo € HUBOTO Ha (hakTop X B KpbBTa Bu na Ob1e Haj
50 enununm/dl. Heo6xonumara 3a Bac no3a nie 0b1e uzdncieHa ot Bamus siekap.

AKo KOHIIEHTpanusITa Ha ¢pakTop X B KpbBTa Bu e npekaneHno Hucka (ToBa e 0bJe U3CIeJBaHO OT
Bamms nekap), uiam ako cnaja no-0sp30 0T 04aKBaHOTO, MOKE J1a UMa HHXUOUTOpP Ha dakTop X,
KOMTO Ipeyn Ha JIEKapCTBOTO Aa ACHCTBA NPAaBIIIHO. Bamust nekap e Ha3Hauy MOAXOASIIN
nmabopaTOpHU M3CIIEABAHMS, 32 Ja IPOBEPH JIAIM TOBA € TIPUIMHATA.

KaxkBo ko/iMuecTBO € HE00OX0AMMO 1A ce MPWIAra PeloBHO 32 AbJT0OCPOYHA NPOPUIAKTHKA HA
KPbBOM3JIUBH?

Bammsit nexap me Bu koHcynTHpa nanu To3u BUI ynotpeda e nmoaxoasuni 3a Bac u, ako e Taka, kakBa
€ MoAxosIIaTa 103a.

Ynorpeba npu rena U OHOIHA

Bammsat nexap mie npenopbsya nmoaxo/siiara 3a Bac winu Bamero nere no3a. Jlozute 3a nena nox
12-romumiHa BB3pacT OOMKHOBEHO Ca MTO-TOJICMH OT JIO3UTE 3a FOHOIIH M Bh3pacTHH. [lo3uTe 3a
FOHOIITH 11i¢ OhIaT TOTOOHM HA TE3W 3a BH3PACTHHTE.

Kora na nnxexktupare Coagadex

. JlexapcTBOTO TpsIOBaA J1a Ce MHIKEKTHpPA TIPH M0sABATa HA IBPBHSA CUMIITOM Ha KbpPBEHE
. Wmxexktupanero TpsaOBa Ja ce MOBTOPU KOJIKOTO IIBTH € HE0OXOIUMO, 3a Jia Ce CIpe KbPBEHETO
. Bcesiko oTnenno kbpBeHe TpsiOBa a ObJie MPELEHEHO CIIope]] HEroBaTa TeKECT

° AXo M3I10J13BaTe TOBA JICKApCTBO 3a IIbPBU IIBT, Bammsar JICKap me Bu Ha6n10,z[aBa



Pa3TBapsine Ha J1eKapcTBOTO NpeaAu ynorpeda
Bamrero nekapctBo TpsOBa J1a ce pa3TBaps caMoO B Pa3TBOPUTEIS, IPEIOCTABEH 3a€IHO C IPOAYKTA.

KoanuectBo Coagadex O0eM Ha pa3TBOPHUTEJISA
250 IU 2,5ml
500 IU Sml

Coagadex C€ n0CTaBsA 3a€JHO C H€O6XO£[I/IMOTO KOJNYECTBOTO PAa3TBOPUTECII, KAKTO € ITOKA3aHO B

Tabnuuara.

MoskeTe J1a pa3TBOPUTE TOBA JICKAPCTBO, KATO U3IIOJI3BATE OC3UTIICHOTO MPHUCIIOCOOICHHUE 3a
cMmecBane Mix2Vial, BKIroueHo BBB BCSIKa OaKOBKa.

[Ipenn cmecBane octaBere omakoBkuTe ¢ Coagadex ma JoOMAT CTaifHa TeMIiepaTypa.
[TpuroTBeTe JIEKAPCTBOTO IO CJICAHUS HAYMH:

Crpnka 1

* OTcTpaHeTe Karmaykara oT (pyrakoHa ¢ Ipax ¥ IMOYUCTETe TOpHATa JacT Ha
3aIyImrajgKaTa ¢ TaMIIOH, HAallOGH ChC CITUPT.

* [ToBTOpETE Ta3U CTHIIKA U C (PIIAKOHA C PAa3TBOPHUTEI.

» OT1enieTe ropHaTa 4acT Ha OMAaKOBKAaTa Ha M3AENIUETO 3a IIPEHACSHE, HO
OCTaBETE U3JCIUETO BHTPE B ONIAKOBKATA.

Crtpnka 2

* [TocTaBete cuHUS Kpaii Ha U3JIEIHETO 32 MPEHACSHE BB (hIaKoHA C
pa3TBOpUTENSA U HATUCHETE NPAaBO HATOIY, JOKATO MIUIIBT IIPOHUKHE IIPE3
TyMEHAaTa 3ammyIaika | 3acTaHe Ha MSICTOTO CH.

* OTCcTpaHeTe BHHITHATA ITITACTMACOBA OMAKOBKA Ha M3CIIMETO 3a TPEHACSIHE
U 51 U3XBBPJIETE, KATO BHIMAaBaTe Ja He JIOKOCHETE OTKPUTHSI Kpai Ha
H3IETIUETO.

Crbnka 3

* OOBpHETE (yIaKkoHa ¢ Pa3TBOPUTENS Ha 00PATHO C MPUKPEIIEHO KbM HETOo
U3JIeTHe.

* [TocTaBere Oe3BETHHS Kpail Ha M3JIENHUETO 3a MTPEHACSHE BBB (IIaKOHA C

Mpax ¥ HaTUCHETE MPaBO HAOIY, JOKATO T IPOHUKHE Ipe3 TyMeHaTa
3aITymrajgKa v 3acTaHe Ha MSCTOTO CH.

Crbnka 4

* Pa3TBOpUTEIAT 1€ CEe U3TErNN BBB (DIaKOHA € Ipax OT IOJIyYHIUs C€ B HETO
BaKyyM.

* 3aBppTeTe JeKo (IIaKoHa, 3a 1a CTE CUTYPHH, Y€ MPaxbT € JoOpe CMeceH.
He pasknamatite diaakoHa.

* TpabBa na ce mosryuu Oe3nBETEH, OMCTBP MU JIEKO TIEpJICH pa3TBop,
0OMKHOBEHO B paMKHUTE Ha OKOJIO | MUHYTa (5 MUHYTH MakKCUMYyM).



Crbnka 5

» Otaenere npasHus GJIaKOH Ha Pa3TBOPUTEIISA U CHHSATA YaCT Ha U3CIUETO
3a TIpeHacsiHe OT Oe3IBETHATA YACT, KATO Pa3BUETE MO MOCOKa 00paTHa Ha
YaCOBHUKOBATA CTPEIIKA.

v * B3emeTte npa3Ha cipuHIIOBKa (He ce mpeaocTass B onakoBkara ¢ Coagadex)
‘ ?,ﬁgﬁ Y U3TETJIETE BB3AYX B Hesl, KaTo U3IbpHaTe OyTaloTo 10 oOema Ha BojaTa,
' nobaBeHa MpH CTHIKA 4.
E— * CBBpKETE CIIPUHIIOBKATA ¢ OE3I[BETHATA YACT HA M3/ICIHETO 32 MPEHACSIHE U

n30yTaiiTe Bb3ayXa OT CHPUHLIOBKATa BBB (prakoHa.

Crtpnka 6
* Bennara o0bpHeTe (hi1akoHa ¢ pa3TBOPa, KOWTO IIE CE U3TEIIs B
CIIPHHIIOBKAaTa Ha 00paTHO.
'\’w » OTaeneTe HaTbJIHEHATA CIIPUHIIOBKA OT M3/IETHETO.
* [IponykThT Beue e TOTOB 3a ynoTpeda. Cria3BaiiTe MPUETHTE MPaBHIIA 32
Oe3omacHoOCT pu npuioxenue. [IpoaykThT TpsiOBa Ja ce U3MOI3Ba J0 SAUH
4ac, CJIe]] KaTo € MPUTOTBEH.

He u3mnosn3Baiite TOBa JIeKapCTBO:

- aKo Pa3TBOPHUTENAT HE Ce U3TENH BBbB (1akoHa (TOBa MOKAa3Ba, Ye MMa 3ary0a Ha BaKyyM BbB
(hmakoHa, Taka 4e MpaxbT HE TPSOBA Ja Ce U3MOJI3BA).

- aKo pa3TBOPEHUST Mpax U pa3TBOPUTEIAT 00pa3yBart Iell MK Ce IOTy4dr OydKa (aKko ce CIIlydH TOBa,
MoJIsl, yBegoMeTe Bammst ekap, kKaTo cboOIINTEe TapTHAHNUS HOMEP, OTIIeYaTaH BbPXY (IJIaKOHA).

AKO cTe U3M0J13BAJIN NOBeYe 0T HeoOxoauMara 103a Coagadex

AKO TIpHIIOKUTE TTOBEYE OT TOBA JIEKAPCTBO, OTKOJIKOTO Bu e mpennucan BamusaT nekap, € Bb3MOXKHO
Ia ce o0pazyBa KpBBEH ChCHPEK. AKO MHCIHUTE, Y¢ MOXe OM M3MOJI3BaTe MOBEeUe OT HeoOXoauMmara
J103a, TIpEKpaTeTe UHKEKIHITa 1 yBenoMeTe Bamms jgekap, GapManeBT Wi MeTUIIMHCKA cecTpa. AKO
3HaeTe, Y€ CTe M3MOI3Bajl MoBeYe OT HeoOXoanMarTa 103a, He3abaBHO WHpopMupaiiTe Bamms nekap,
(hapMareBT MM MEIUIINHCKA CECTpa.

AKko cTe mponycHaJm 1a n3noazsare Coagadex

He nznon3Baiite nBoifHa 103a, 33 1a KOMIIEHCHpATE MpoIycHaTaTa fo3a. MHxkekTupaidTe HopMaiHaTa
3a Bac 1103a BeHara 1iom ce CETUTE M CIlell TOBA IIPOABIDKETE J1a A03UpaTe CIOpe] YKa3aHUsITa Ha
Bamus nekap.

Ako cTe cipesiu ynorpedara Ha Coagadex
Bunaru ce koHcynTupaiite ¢ Bamus jiekap, npeau J1a peuuTe Ja CIpeTe JIEUSHUETO.

AKO MMaTe HIKaKBH JOMBIHUTEIHHA BBIIPOCH, CBHP3aHH C yIOTpebdaTa Ha TOBA JIEKapCTBO, MOMMUTANTE
Bamms nekap, apmaneBT win MEAUIIMHCKA CeCTpa.

4, Bb3MOKHU HeKeJIAaHU PeaKun
KaxTo Bcuuku JiekapcTBa, TOBA JIEKAPCTBO MOXKE J1a PEIU3BUKA HEXKEIIAHU PEaKLUU, BBIIPEKH 4€ HE
BCEKH T'Hl [T0JTy4aBa.

AnepruyHu peakuy (peakny Ha CBPbXYYBCTBUTEITHOCT) Bh3HUKBAT PSIIKO TPH JIEYCHHE C TOA00HH
JIeKapCcTBa Ha HapyIIeHHUs Ha KpbBOChcupBaHeTo (3acsrat 1o 1 Ha 1 000 mymm), KaTo MOHsAKOTa

nporpecupart 1o mok. [Ipu3Hanure UM Morar Aa BKJIIOUBAT KOKEH OOpHUB (BKIIIOUUTEITHO YPTUKAPHS),
MpaBy4KaHe, 3a4epBsIBaHE Ha JINIETO, raZicHe, IIOBPbIaHe, T1aBo0one, KallIuia, XpUIIoBe, CTATaHe



B I'bPINTE, BTPHCAHE, YUECTEH ITyJIC, CBETOBBPTEXK, JeTaprus, O3MOKONHCTBO, TOyBaHE HA JIULIETO,
CTAraHe B I'bPJIOTO, JUCKOM(OPT Ha MACTOTO Ha MHXKEKTHPaHE.
AKo monryunTe TakaBa peakius, nHpopMmupaiite Bamms nexap.

CregHuTe HEXXETIaHU peakinu ca HaOmogaBanu npu Coagadex.

Yectu (Morat aa 3acerdat a0 1 Ha 10 qyumm):
* 0oJKa WIIM 3a4epBsBaHE Ha MSICTOTO Ha MHKEKTHPAHE
* OTMHaJHAIOCT
* Oonka B I'ppba

Hesxesianu peaknuuu NpH Aena v HOIIH
Hexenanurte peakiuu npu Jiela ce 04aksa Jia ObJar ChIIUTE, KAKTO IPU Bh3PACTHHU.

CroOmaBaHe HA HeXKeJIAHU peaKIuu

Axo MOJIYYUTC HAKAKBU HCXKCIJIAHU JICKAPCTBCHU PCAKINU, YBCAOMCETC Bamus JICKap, (l)apMaLICBT 501051
MCIUIIMHCKA CECTpa. ToBa BKIIIOYBa BCHYKH BB3MOKHHM HEOITMCAHH B Ta3H JUCTOBKA HEXKEJIaHU
peakmu. MoXKeTe ChIIO Ja ChOOIUTE HEXKEIIaHU PEaKIIny JUPEKTHO Upe3:

W3nbpnHuTENHA areH1us 1o JeKapcTBara
yi. ,,Jlamsn I'pyes® Ne 8

1303 Codust
Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

Karo choOImaBaTe HexelaHM PeaKIMU, MOXKETE Jla JaJleTe CBOS MPHHOC 3a MOJy4YaBaHe Ha IOBEYEC
nH(pOpMaIIs OTHOCHO 0€301TacCHOCTTa Ha TOBA JICKApCTBO.

5. Kak n1a cexpansiBate Coagadex

Jla ce cbxpaHsiBa Ha MsICTO, HEJOCTHITHO 3a Jiella.

He m3nomn3BaiiTe TOBa JIekapcTBO CJIea CpOKa Ha TOMHOCT, OTOENSI3aH BbPXY OMAKOBKUTE Clien ,,[ oneH
10:“. CpoKbT Ha TOJHOCT OTrOBaps Ha MOCIETHUS I€H OT ITOCOYEHHS Mecell.

Ja He ce cpxpansBa Haj 30°C.
Jla He ce 3ampassiBa.
[la ce chxpaHsiBa B KApTOHEHATa OMAKOBKa, 3a J]a C€ MPe/a3u OT CBETINHA.

He usnosn3paiite TOBa JIEKAPCTBO, aKO 3a0€JIC)KUTE MAJKH YaCTHYKH B Pa3TBOpeHHs mpoaykT. Ciex
npuroTesiae Coagadex TpsiOBa aa ce U3Moa3Ba 10 €ANH Yac.

He usxBbpiisiiTe JiekapcTBara B KaHAIW3aUATa WM B KOHTEHEpa 3a JOMAIIHU OTHaablu. Bammusr
LEHThp 3a JiedyeHue Ie Bu mnpenocraBu choeUUaleH KOHTEMHEp, B KOWTO Ja U3XBBPJATE
HEU3MNOJI3BAHOTO KOJIMYECTBO Pa3TBOP, U3MOJI3BAHUTE CHPUHILIOBKH, UTJU U Mpa3HU OMaKOBKHU. Te3u
MEpKH IIIe CIOMOTHAT 3a Ora3BaHe Ha OKOJHaTa cpeja.


http://www.bda.bg/

6. ChabpskaHue HA OMAKOBKATA M JONbJIHUTEIHA HH(POpMALHUSA

Kakso cpabp:xa Coagadex

- AKTHBHOTO BEIIECTBO € YOBEIIKH KoaryiaunoneH ¢akrop X. Enun (hiakoH chabpxka HOMUHAIIHO
250 IU mmm 500 U goBemku koarynanuoHeH dakTop X.

- Jpyrute chCcTaBKU ca: IMMOHEHA KUCEINHA, TUHATPHUEB GocdaT TUXUApaT, HATPUEB XJIOPHI,
HaTpPHEB XUIPOKCH]I, HATPUEB XUAPOKCH]L M 3aXapo3a. (BUKTE TOUKa 2 3a TIoBeue MH(opMarus
OTHOCHO CHCTaBKHUTE).

- PasTBOpHTEN: BOAA 32 MHIKEKIUU.

Kak m3ruexxga Coagadex n KakBoO ChbABPKA ONIAKOBKATA

Coagadex e Os1 vt OeNIe3HUKAB Mpax u ce ornakosa B koimdectsa 250 IU u 500 IU. Cnen xato e
MIPUTOTBEH, Pa3TBOPHT € Oe3I[BETEeH, ONCTHP WM MepieHo-oo0eH (MineueH). [Ipenn nnxexkTupane
pasrienaiite pa3TBopa. AKO pa3TBOPBT € MBTCH MM UMa HAKAKBH YaCTHIIH, HE IO U3IIO3BaMTeE.

[Ipenocrass ce u npucnocodieHue 3a cmecBane Mix2Vial™.

CoabprkaHue Ha omakoBkata ot 250 IU

1 dmakon 250 IU mpax

1 makoH 2,5 ml Boga 3a MHKEKIUH

1 mpucniocobenue 3a cmecBane (Mix2Vial)

Coabprkanue Ha ornakoBkata ot 500 [U

1 ¢makon 500 IU mpax

1 ¢urakon 5 ml Boga 3a MHKECKITHH

1 mpucnocobienue 3a cMecBane (Mix2Vial)

He Bcuukn BHUIOBEC OIMAKOBKH MOrarT Ja 6T>,Z[aT ITyCHATHU B npona>K6a.

IpuTexaTes Ha pa3pelIeHNETO 32 ynoTpeda
BPL Bioproducts Laboratory GmbH
Dornhofstra3e 34, 63263 Neu-Isenburg
I'epmanns

IIpoussoaure
PharmaKorell GmbH, Georges-Kohler-Str. 2, 79539 Lorrach, I'epmanus

3a mombTHATENHA HHPOPMAIIFSI OTHOCHO TOBA JIEKAPCTBO, MOJIIS, CBBPIKETE CE C JTOKATHHS
MpeICTaBUTEN Ha MPUTEKATEIST Ha Pa3peleHHeTo 3a yrnorpeoda:

Belgié/Belgique/Belgien

BPL Bioproducts Laboratory GmbH
Tél/Tel: + 44 (0) 20 8957 2255
e-mail: medinfo@bpl.co.uk
(Royaume-Uni/Verenigd
Koninkrijk/GroBbritannien)

Bbbarapus

BPL Bioproducts Laboratory GmbH
Ten.: + 44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Ob6enrHEHO KPAJICTBO)

Lietuva

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Jungtiné Karalysté)

Luxembourg/Luxemburg

BPL Bioproducts Laboratory GmbH
Tél/Tel: + 44 (0) 20 8957 2255
e-mail: medinfo@bpl.co.uk
(Royaume-Uni/Verenigd
Koninkrijk/Grofbritannien)



Ceska republika

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk

(Velka Britanie)

Danmark

BPL Bioproducts Laboratory GmbH
Tfl: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Storbritannien)

Deutschland

BPL Bioproducts Laboratory GmbH
Tel: +49 (0) 2408 146 0245

e-mail: bpl@medwiss-extern.de
Deutschland

Eesti

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Uhendkuningriik)

E)\LGoa

BPL Bioproducts Laboratory GmbH
TnA: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Hvopévo Bacilelo)

Espaiia

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk

(Reino Unido)

France

Laboratoire Cevidra

Tel: +33 493705831

e-mail: contact@cevidra.com
France

Hrvatska

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Ujedinjeno Kraljevstvo)

Ireland

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk

(United Kingdom)

Magyarorszag

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Egyesiilt Kiralysag)

Malta

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk

(Ir Renju Unit)

Nederland

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Verenigd Koninkrijk)

Norge

BPL Bioproducts Laboratory GmbH
TIf: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Storbritannia)

Osterreich

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(GroBbritannien)

Polska

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk

(Wielka Brytania)

Portugal

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk

(Reino Unido)

Rominia

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk

(Marea Britanie)

Slovenija

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Zdruzeno kraljestvo)



island

BPL Bioproducts Laboratory GmbH
Simi: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Bretland)

Italia

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk

(Regno Unito)

Kvnpog

BPL Bioproducts Laboratory GmbH
TnA: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Hvouévo Baocilelo)

Latvija

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Lielbritanija)

Slovenska republika

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Spojené kral'ovstvo)

Suomi/Finland

BPL Bioproducts Laboratory GmbH
Puh/Tel: +44 (0) 20 8957 2255
e-mail: medinfo@bpl.co.uk
(Iso-Britannia)

Sverige

BPL Bioproducts Laboratory GmbH
Tel: +44 (0) 20 8957 2255

e-mail: medinfo@bpl.co.uk
(Storbritannien)

JlaTa Ha mocjexHO Mpepa3riexaane Ha gucToBkara 03/2025.

[Monpo6Ha nH(opMalus € mperocTaBeHa Ha yebcalita Ha EBponeiickara areHIus 1o jgekapcreaTa

http://www.ema.europa.eu



	Листовка: информация за пациента
	Coagadex 250 IU прах и разтворител за инжекционен разтвор
	Coagadex 500 IU прах и разтворител за инжекционен разтвор
	Не използвайте Coagadex:
	Предупреждения и предпазни мерки
	Бременност, кърмене и фертилитет
	Шофиране и работа с машини
	Не са известни ефекти на това лекарство върху способността за шофиране или работа с машини.
	Coagadex съдържа натрий
	Този лекарствен продукт съдържа до 9,2 mg натрий (основна съставка на готварската/трапезната сол) във всеки милилитър от разтвора. Това количество е еквивалентно на 0,0046% от препоръчителния максимален дневен хранителен прием на натрий за възрастен.
	Ако имате някакви допълнителни въпроси, свързани с употребата на това лекарство, попитайте Вашия лекар, фармацевт или медицинска сестра.
	Дата на последно преразглеждане на листовката 03/2025.

