KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HWME HA JEKAPCTBEHMS MMPOAYKT

AUMA®UKC 500 IU, npax u pasteopuTe 3a HH(Y3HOHEH PasTBOP [ gy quyrenus ATEHLIS 110 NEKAPCTBATA

AIMAFIX 500 IU, powder and solvent for solution for infusion Kpamka xapaxkmepucmuka Ha npogyxma - [puAoxerue 1

KoM Pee. Me ........ 20@40433 .....................

2 KAYECTBEH U KOJIHYECTBEH CHhCTAB

YoBewku koarynauuoHeH ¢akrop 1X

Bceku ¢nakon cuabppaxa S00 U yoBemku koaryiaudoHeH ¢akrop 1X.
Cnen pasrBapsHe AMMA®HUKC cuabpika npubausurenso 50 IU/ml (500 I1U/10 ml) yosewiku
KoaryjaauMoHeH ¢akrop [X.

AUMA®UKC nipeacTaBisBa npax U pa3TBOPHTE 3a HH(PY3HOHEH Pa3TBOP, KOMTO ChIbpiKa:

AUMA®HUKC 500 1U
Yosewku koaryJiatMoHeH ¢pakrop [X 500 IU /¢nakoH
Yogelku koarynauuoHeH ¢akrop [X, 50 IU/ml
pa3TBOPEH C BOJA 3a HHXKEKLIMH (500 TU/10ml)
O6eM Ha pa3TBOpHTENS 10 ml

AxtuBHOcTTa (IU) € onpageneHa karo € M3Mo0Ji3BaH €JHOCTBIIKOB KOAryjaallMOHEH METOJ ChIJIACHO

EBponeiickara dhapmakones.
Cneum¢uunara akruBHocT Ha AUMA®UKC e npubamsurento 100 IU/mg 6enTok.
[Ipou3sBexaa ce OT JOHOPCKA YOBEILIKA IJla3Ma.

lomownu sewgecmesa ¢ doxasan eghexm

Tosa nekapctBo cbpabpxka 10 41 mg Harpuil Ha ¢uakoH oT 10 ml. ToBa nekapcTBo chabpxka a0 10

[U/ml xenapuH.

3a MbJIHUA CMMCBHK Ha MOMOIIHUTE BelllecTBa, BUXKTE ToYka 6.1.

3. JJEKAPCTBEHA ®OPMA
[Ipax u pa3TBopuTEN 32 HHQY3HOHEH Pa3TBOP

HPOMKTBT e 081 uam 6a1en0 KBIAT [Ipax, pOHJIHBA Maca.

4. KJIMHHUYHHU JAHHH

4.1. TepaneBTHYHH NOKA3AHHA

JleueHue ¥ npodWIaKTMKa Ha KPBBOM3JIMBHU TPH NALUMEHTH ¢ Xemopuius B




¢akrop 1X)

To3u NpoayKT Moxe aa 6b/e U3No3BaH NPH JIEUCHUETO Ha npunobuT aehuumr Ha daxkrop IX.

4.2. /lo3RpOBKAa H HAYHH HA NPHAONKEHHE

JleuenueTo TpsabBa Aa ce MpoBeX/aa oA HaGJIOAEHHUE OT JIEKap C OIHT B JICYCHHUETO HA XEMOQHITHAL.

HenekyBanu npeiy HallHCHTH

bezonacHOCTTa M epMKACHOCTTAa Ha ANMadUKC IpH HEJIeKyBaHM NpenH MalMeHTH BCe OIUE HE €

YyCTaHOBEHa.

[IpocneaaBaHe Ha JIEYSHHETO
[ToBpeMe Ha Kypca Ha JiedeHHEe ce MpenopbuBa NOAXOAALIO ONMpEeACcNIHe Ha HUBOTO Ha (aktop X, 3a

Ia ce ONpeae/iy 103aTa, KOATO LIE Ce MPHJIOKK H YeCTOTAaTa Ha INMOBTapAlUHTE c€ MHPY3HHU. OTaACTHMTE
naljdeHTH MOraT Ja ¢e pa3/iMyaBar Mo OTHOIHEHHE Ha OTroBopa ¢u KbM ¢akrop IX, xkaro nokasear
Pa3nAYHO BpeMe Ha MOJYXKHBOT U Bb3CTAHOBABAHE.

J1o3MpoRKaTa BB3 OCHOBA HA TEJECHOTO TErJI0 MOXKE Ja M3MCKBA aJallTHPAHE MPH MaLUMEHTH ¢ HUCKO
TEr10 MNU ¢ HagHOpMEHO Terno. OcobeHo B Caywadt Ha roleMM XUPYpPrUyHH MAaHHUITYIALIMH,
NpOCeAABaHETO Ha 3aMECTUTE/IHaTa Teparud NOCPEeACTBOM KoaryjJalMOHEH aHalli3 (aXTHBHOCT Ha
daxrop [X) e abcomoTHO HeobXx0aKHMO.

Koraro ce ¥M3n0a3Ba ¢QHOETAINEH in Vvitro KoaryJjauMOHEH TeCT Bb3 OCHOBA Ha TpOMOOILIAaCTHHOBOTO
BpeMe (aPTT) 3a onpenensHe Ha akTHBHOCTTa Ha daktop IX B KppBHUTE NMpoOM Ha NMALMEHTHTE,
pe3yNTaTMTE 3a I1a3sMEHATa aKTUBHOCT Ha daxktop [X Morar Ja 6bAaT 3HAYHTENHO NOBIHIHY KakKTO OT
Buaa Ha aPTT peareHTa, Taka M OT M3MON3BaHHA 34 TecTa pedepeHTeH cTaHAapT. ToBa € ocobeHo

Ba)KHO, KOraTo ¢€ NPOMEHAT 1abopaTopuaTa W/WIM peareHThT, M3I0A3BaH 3a TeCTa.

EOBH POBK&

Jlo3ata ¥ [MPOIB/KHTENHOCTTA Ha 3aMECTHTENIHATa TepalMA 3aBHCAT OT TEXKECTTa Ha Ae(HLMTa Ha

¢akTop 1X, nokanu3auMaATa H TEKECTTA HA KPBBOH3NIHBA M KIIMHHYHOTO CHCTOSHHE HA MALIMEHTA.

KonugectBoTo eauHuium ¢axrop X, kouto TpaOea ma ce MPHIOXKAT, C€ H3IPa3fiBa B MEXKIYHAPOIHH
ennHuLM (1U), kouTo ca onpeaencHu crnpaMo HacToAwuA ctaHaapT Ha C30 3a MpoAYKTH, ChABPKAIIH
daxtop IX. AkTusHOCTTA Ha hakTop IX B rU1a3MaTa ce U3pas3gBa WiIHM B NMPOLICHTH (IO OTHOILIEHHE Ha
HOpMaJIHaTa YOBEIIKA [U1a3Ma), HWiIH B MEXIAYHAPOAHH €IHHHLM (M0 OTHOLUeHHe Ha MexnyHapoanus
cTaHaapT 3a ¢akrop IX B nnasMa).

Enna mexayHaponHa eaumnuua (IU) dakrop [X e ekBHBalleHTHa Ha KOJM4eCTBOTO ¢akrop 1X,

-

ChABpXKAWO ce B | ml HopManHa rasMma.

Jeuenue npu neobxooumocm




UsuncngpaHeTo Ha HeoOxoauMmarta no3a dakrop X ce 6azupa Ha eMIIHPUYHO YCTaHOBEHHs (akT, ye |
IU ¢axrop I1X Ha KunaorpaM TelnecHO TEr/o, MOBUILIABA AKTHBHOCTTA Ha Iu1asMeHud daktop IX ¢ 0,8%
oT HopManHaTa. HyxHaTa f03a ce onpeaens KaTo ce H3Moea ciieHaTa GopMya:

Heo6x0AEME eABHANE = TEAeCHO TerJ0 (Kg) X :xeanoTro nosamenne Ha pakrop I1X (“)(1U/d]) x
(penBIPOYHATA CTOHHOCT HA HAGNIOZABAHOTO BLICTAHOBABAHE)

KonuuecTBOTO, KOETO TpsAGBa Ja ce NMPWIOKM M YeCTOTaTa Ha MPWIOXKEHHE TpaOBa BUHAru ja 6baat
¢chOoOpa3eHH C KIIMHMYHATA €PEKTUBHOCT NMPH BCEKH OTAENEH CIy4aH.

I[Tpu cayuait Ha nocneaBaIH XeMOparu4HH enyu30AM, akTHBHOCTTa Ha (pakTop IX He Tpabea na nasa no-
HHCKO OT ONpeHesIcHATa IUIa3MeHa akTHBHOCT Ha (aktop IX B rnaimarta (B % oT HOpMaiHaTa) 3a
CBOTBETHHA nepuoa. Cneapamara tabnuiia MOXe Oa ce M3MOJA3Ba KaTo OPHEHTHP MpH AO3HpaHe B

CMH30AH1 Ha KPBBOH3JIHBH H XHUPYPIrUiCCKH MaHHITYJIALIHHA.

CTeneH HA KPLBOHIIHBA/ Kenano HHBO HA YecToTa HA NPHIOKEARE (IAC0BE)
THO XEpYpravecka ¢axtop I1X IpoABIKETETHOCT HA JICYEHHRETO
HHTepBCHIHS (%)(1U/d1) (AERA)

KpbBOM3IIHBE

Hauana xeMaprposa, 20 -40 [ToBTaps ce Ha BcekH 24 4yaca. Ilone |

A€H, JOKATO KPBhBOH3IIUBBT

MYCKYJI€H KPpBEBOHAIHB
cnpe, H3XMKAAHKH OT OIUTaKBAHUATA

WIH KPBbBOH3JIUB B
3a D0JIKA HWIH ce NMOCTHIHE

YCTHATa KyXHHa
O31paBsABaHeE,

['onaM KpBEBROM3IHB B CTaBa, 30 - 60 HUHpy3uure ce NOBTAPAT Ha BCekH 24

MYCKYJIEH KPBBOKATHB HIIH yaca B MPOAL/DKEHHE Ha 3 - 4 AHM HIIH

XEeMaTOM noBeye, A0 OBJIAARBaHe HA DOJIKATA H
OCTPUTE CUMINITOMM.

JuBOoTO3acTRALIABAIIN 60 - 100 HHdy3umnre ce noprapaT Ha Bcexu 8 -24

KP'bBOHIIUBH Yyaca, 0 OBNAaJAdBaHE HA CbCTOAHHUETO.

XHpYpPrauad HHTEPBCHIA A

Manku, 30 - 60 Ha Bcexu 24 yaca noHe

BK/1. 350HH €KCTPAKUHH | neH, 0 MOCTHraHe Ha 03/paBsBaHE.

™

[ onemu 80 -100 HUHpy3uute ce nosra




[Ipe- U nocT- yaca 0 IThJIHO 3apacTBaHE HA

ONCPATUBHO paHaTa, CJ1e] TOBA TepaIud 3a MoHe
oile 7 JHM 34 noJAbpKaHe Ha
akTHBHOCTTA HA (pakTop X o1 30%
no 60% (1U/dl).

IIpogpuraxmuxa

3a IBJArocpodHa NMpodHIakTHKAa HA XeMOparHu NnpH nalueHTH ¢ Texxka Xemodunna B, tpabsa na ce

npunarat ao3d ot 20 go 40 1U ot ¢dakrop 1X Ha kunorpam TeAE€CHO TErNO HA MHTEpBAIU OT 3 10 4

AHH.

B Haxou ciyuan, ocoBeHO npH Mmo-Maaau NalUeHTH, MOXe Ja ca HeoOXOAMMHU NO-KPaTKH UHTEPBaJIH

Ha NMPKH/I0KESHHE HJTH MO-BHCOKH JO3H.

Ileduampuyra nonyarayus

BesonacHocTTa 1 epukactHocTra Ha AUMA®UKC npu geua noa 6-rofMillHA BB3PAcT BCE OLUE HE €

yCTaHOBEHA.

Hauu| HA OpUTOKEeHHE

HHTpaBeHO3HO MPHICKEHHE
3a yka3aHHg OTHOCHO Pa3TBapAHETO HA NIEKAPCTBEHHA MPOAYKT NpelH MPWIOKEHHE BIXKTE TOYKA 6.6,

[IponykTsT TpabBa na ce mpwiara UHTPABEHO3HO, MOCPEACTBOM HHXKEKTHpaHe WK 0aBHa HH(Y3H4.

ITpenopbusa ce aa He ce npunarar noeeve ot 100 IU /kg TenecHo Tero 3a 24 yaca.

CkopocTra Ha MHGY3HA ce onpeaeas HHIANBUAYATHO.

4.3. IlporEBOoHnOKA3AHAY
CBpBbXYYBCTBHTEIHOCT KbM AKTHBHOTO BEMICCTBO MITH KbM HAKOE OT MOMOLIHHTE BELIECTBA, H30POEHH B

Toyka 6.1.

44. CoenBajHE NpeAynpeKACHES H HPeANA3HE MEPKRE NpH ynoTpeba
IIpocnenmmoct
3a na ce moaoOpE npocaeaEMOCTTA HEA OHOOrHYHETE JICKAPCTBEHE NPOAYKTH, HMETO H

NAPTHAHEGST HOMEP HA DPHIArannd npoayxT Tpubsa aa 6BAAT SCHO 3ANHACAHH.

CBPLXYYBCTBUTEIHOCT

Bbp3MOXKHM ca peakuyd Ra CBPBXYYBCTBHTEJHOCT OT aJIepruueH THIT
AUMA®UKC.




[MpoaykTsT CHABPXKA clAeaH OT 4YopellkH GemnThbuM, ocBeH dakrop IX. IaimenTure Tpabea aa Gbaat
NOCHLBETBAHH NPH BBL3HHKBAHE HA CUMITTOMH Ha CBPBLXYYBCTBUTC/IHOCT He3a0aBHO Aa NpeyCTaHOBAT
ynoTpebaTa Ha feKapcTBeHHMd TMPOAYKT H Aa ce CBBpKAT ¢ TexHus nekap. [laumenture Tpsabpa na
6baaT MHGOPMHpAHH 332 paHHHWTE MPOABH HA PEAKUMHTE HA CBPBXYYBCTBHTENHOCT, BKIKOYBALIH
0OpHBH, reHEPAIM3KPAHAa YPTHKAPHA, TEXECT B I'bpAMTE, XPUIIOBE, CNajaHe Ha KPBBHOTO HAIATAHE,

aHa(pHITAKCHA.

B ciaygali sa mok TpabBa na ce ¢wpOmMmoaaBaT HACTOALUTE MCAWLMHCKM CTaHAApTH 3a JIEYEHHE Ha

LHOKA.

Basxna undopMauus 3a chetaa Ha AUMA®UKC

To3u ekapcTBEH NPOAYKT CbIbpXKa 41 mg Harpuit Ha ¢rakoH ot 10 mi, ekBUBaneHTHH Ha 2,05% oT

npenopukara Ha C30 3a 2 r KaTpUif MakCUMANIEH JHEBEH ITPHEM 38 BB3PACTEH.

Toea nekapctBo cpabpka 10 10 IU/ml xenapuH. XenapuH Moxe Ja NpeaM3BUKA aJIeprU4HHA peaxiuy
W HaMajieH OpoH Ha YepBEeHUTE KPBBHH KIETKH, KOMTO MOTaT [1a MOBIHAAT HA CbCUPBAHETO Ha KPBLBTA.
ITauMeHTHTE ¢ aHaMHe3a 3a XeNapHH-UHAYUUPaHH QIepruyHd peakuud, Tpadepa na u3barear

yno*rpeﬁa'ra Ha XCIIAapUH-CBhABpPXAKAILH JIEKapCTBA.

Huxuburopu

Cnea noBrapsmo ce JeYyeHHE ¢ NPOAYKTH, CHABPXKAIIM YOBEWIKH KoaryinauuoHeH ¢akrtop IX,
nauMeHTUTe TpAOBa na ObOAT NpOCHEACHH 34 PpA3BUTHETO HA HEYTpalIM3UpaAllM aHTHTeNA
(HHXxHOuTOpPH), KOHTO TpAGBa aa ObaaT onpeaecHU KonudecTReHO B berecna equnuun (BU), kaTo ce
H3M0JI3Ba NOAXOAAIN0 GHONOTHYHO TECTYRAHE.

B nurepatypara HMa crOO1IEHHA, NOKa3BalllM BPb3Ka Mexy o0pa3yBaHeTO HA MHXHOHTOD Ha ¢dakTop
IX ¥ aneprudHUTEe peaklMH. 3aTOBa MAllHEHTHTE, NOMYyYaBallH aNepruyHy peakLHH, TpaOBa aa Obaar
H3CNIEABAHM 3a HanW4YHe Ha UHxuburop. Tpabea na ce orfenexu, Ye MaUUEHTHTE C HHXMOUTODH Ha
¢akrop X Morar Aa ca ¢ MOBHIIEH PUCK 33 aHaUNaKCHs [TPH MOBTOPHO NMpHAcKeHHe Ha daxTop IX.
[Topanu pucka OT aNepridHH peakiiiH NpPH MPOAYKTH, chAbpXKamudakrop IX, mppBoHaAYATHOTO
npuioxeHHe Ha ¢axrop IX TpsbGea, no npeueHKaTa Ha JieKyBalllMa JIEKap, Ja Ce€ H3BLDIINH IOA

MEIHUMHCKO HaOmoaeHue, KbACTO € Bb3MOXKHO Ja ObAaT OCHrypeHH NMOAXOAALIM MEAHLUHHCKH I'PHXKH

MIpH &NTePruyHH peakLHH.

TpomboeMboIHs
[Topanu noTeHUMANHHA PHUCK OT TPOMOOTHYMHH YCJIOXKHEHHsA, TpAGBa da ce 3

HabMIOACHHE 3a pPAHHH MpPH3HALM Ha TPOMOOTHYHA H KOHCYMAaTHBHA KOaryJo

OHONOrMYHHM TECTOBE, KOraTo TO3M MPOAYKT Ce NMpHiara Ha NAUWEHTH C 4Yep



MalMEeHTH Clel OMEPALMH, HOBOPOJCHH, MM Ha MAaLMEHTH B PUCK OT TPOMOOTHUHU PEHOMEHH HITH
JUK (muMceMHHMpaHa HWHTpaBacKyJlapHa KoarynauuA). Bee BCcAKa OT Te3dW CHTyalldM noJj3ara OT

neuennero ¢c AHMA®UKC Tpsbea fa ce MpeHeHSBa MPAMO PHCKA OT TE3M YCIJIOXKHEHHS.

ChpAeYHOCHIOBH CHOHTHSA

[TpH NaUKMeHTH ChC CHINECTRYBAIH ChPAEYHOCHAOBU PHCKOBH (PaKTOPH, 3aMECTHTE/IHATA TEpAITHA C

FIX MoOXe Ja yBENUYH CHPACYHOCHAOBHA PHCK.

YCII0XHEHUs, CBBP3aHH C KATETHP

AKo e HeoOxoauM ueHTpasleH BeHozeH karerbp (LIBK), Tpsabpa na ce uMa npeasul PHUCKLT OT
yCJIOKHeHUs, cBBp3anHd ¢ LIBK, BxmouwTenHo nokanHu HHbexuuM, OaxktepuemMus v tpombo3a B

o0sacTTa HAa KaTeThpa.

BupycHa 6e3onacHocT

CTaHgapTHHMTE MEpKH 3a NpoQHIaKTHKA Ha MHOEKIMH B pe3yJTaT Ha yrnorpedbara Ha JIEKapCcTBEHH
NPOAYKTH, NMOJYYEHH OT YOBEIIKA KPBB HWIH IUIa3Ma, BKTIOYBAT TOAGOP Ha NOHOPHTE, U3C/ICABAHHS Ha
MHAMBHAYQHHUTE JapsaBaHUA M I[U1a3MEHUTE IIyJIOBE 3a chneuMpHYHH MapKEepH 3a Haalduve Ha
MHQEKLMO3HH IPUYHUHMTEIH M BKIIOUBaHE Ha €(QeKTHMBHH IPOHM3BOACTBEHH IMpOLECH 38
HHUKTHBHPAHE/OTCTpaHABAHE Ha BUPYCH.

Bonpexks TOBa, MpM NpWIAraHeTO HAa JIEKAPCTBEHHW IPOOYKTH, IOJIYYEHH OT 4YOBEWIKA KPbLBE WU
1a3Ma, Bb3MOKHOCTTA OT MpeHacaHe HAa HHOECKUMO3HU NPHYMHHUTE/IM HE MOXKe Aa Oble M3KNIoYeHa
HarmeJ1HO. TOBa €€ OTHACA M CHILO 32 HEW3BECTHH HJIH HOBOMOSABHIIM C€ BUPYCH MJIH JPYTH MATOTCHH.
MepkHuTe, KOMTO C€ MpeaipueMar ce CYMTAT 3a e(PEeKTHBHH 3a OOBHTH BHPYCH, KATO YOBCILIKHA

uMmyHoachHuMTeH BUpyc (HIV), Bupyca Ha xenatur B (HBV) u Bupyca Ha xenatut C (HCV), kakTo #

3a HEOOBHMTHTE, KaTo BHUpyca Ha xernmarut A (HAYV). Mepkure Moxke OM HMaT OrpaHH4YEHO IEHCTBHE
cpelly HeoOBHTH BMpPYCH, Kato mapeoBupyc B19. Hudexumara ¢ nmapsoBupyc Bl19 moxke aa 6bpae
TEXKa 32 OpeMeHHH xeHH (deTanHa UHGEKLUMA) U 38 UHAWBHAM ¢ UMYHEH AS(HUHT WIH NOBHULICHA
EpPHUTpOIIOe3a ( Halp. XeMOJIUTHYHA aHEMHKA ).

[MToaxopswK BakcHHALMM (xenmatWt A u B) TpabBa ga ce ofchasT npu nanyeHTH, MOJy4vaBalld

pPEAOBHO NMPOAYKTH, MOJYYEHH OT YOBCHIKA ILTa3zMa (KorynauuoHeH daktop [X).

CTporo € npernopbYHTE/IHO, BCEKHM T KOraTo Ha MallMeHTa ce npuiara AUMA®UKC, umMeto M

MapTHAHHA HOMEP HA NPOAYKTa Oa CC 3arHCBaT, C UCJ, OCUTYPABAHC Ha BPB3Ka MCXKAY NalUUCHTA H

MAapTHAHHA HOMEP Ha MPOAYKTA.

[leanaTpuyHa nomynaLus

HaMa nocTarp4HM JaHHM 3a ynotpebata Ha AMMA®UKC npu geua mnox




CneuHalHKTE OpeaynpexAcHHd H Npelna3sHd Mepku mnpud ynorpeba, H30poeHM B Ta3H To4Ka Ce

OTHaCAT KakToO 3a Bp3PAaCTHH, TaKa H 3a NNCAHaTpHYHaTa IOITyJ1alHdA.

4.5. JlekapcTBeHH H APYI'H B3aEMOACHCTBHS

Hsama choOleHns 3a B3aMMOAECHCTBHA HA NMPOAYKTH, ChAbpPXKAIH YOBEINKHUA KOArynauuoHeH ¢axrop

X ¢ gpyrn NekapCTBEHH NPOAYKTH.
[leguarpuyHa momyaanys

Hama cneurpuaHU JaHHH [TPH NEAMATPUYHATA TTOITYIaLHA.

4.6. Depraaurer, 6peMeHEHROCT B KhpMeHe

He ca mpoBeXaaHu eKCNEPHMEHTAIHHU Npoy4YBaHHA ¢ daktop IX BBpXYy penpoOayKTHBHUTE (pyHKLHUH
npy XKHUBOTHHU. [Topanu penkuTe ciydad Ha XemMo(punua B npH >XKeHH NMNCBAa ONHWT MO OTHOLUEHHE
ynorpebara Ha dakrop IX no Bpeme Ha 6peMeHHOCT U KbpMeHe. CnenoBatenHo ¢akrop IX Ttpabea na

€€ HM3I10J1384 10 BPpCME Ha 6peMﬁHHOCT H KBPMEHE€ CaAMO IIPpH KaTCTrOPHYHH IIOKa3aHH.

4.7.  EdexTr BbpXy cnocofHOCTTA 38 modHpane B paboTa ¢ MAIUAER

AUMA®UKC He Binse BEPXY crnocobHOCTTA 3a modupaHe Win paboTa ¢ MallHHH.

4.8. Hexenann peaknun

O606u1eBHe Ha npoduia Ha 6e3onacrocT

CBp’bX'-IYBCTBHTEﬂHOCT HIIK ANICPruyyHH pCakKiliiH (I{OHTO MOXKC Ja BIKOYBAT aHr'HoOCaEeM, OCTpa bonka

H MapeHe Ha MIACTOTO Ha HWHXEKTHpaHe, TpPbIKHM, 3aucpBiBaHe, TIeHepalH3WpaHa YPTHKapHA,
rnaBobonue, napecTtas’uM, XHUMOTEH3HA, CHHJIMBOCT, rajeHe, OOBPKAHOCT, TaxHKapAHA, TEXKECT B
FbpIOHTE, U3TPBHIBAHHA, NMOBPBLIAHE, XPHITTEHE) c¢ HabmonaBaT pAAKO M B HAKOH CJIydad MOXE Ja
nporpecupa N0 TexXkKa aHapunakcHa (BKIIOYMTENHO WIOK). B HAKOM ciiyqaud Te3d peaKuMH
[IporpecHpaT A0 TexkKa aHapHIAKCHA H Ce acCOLHHPAT ¢ pa3iBUTHETO Ha dakTop IX uHxuburopu (BxK.
ChLHO TOYKA 4.4).

HeppoTuueH cuHApOM ¢ Gl IOKNaABaH cilel] ONUT 32 HHAYLIMpaHE HA HMYHEH TOJiepaHC MpH 60MHH ¢
xemotpuiug B ¢ HanuvHH pakTop [X HHXHOHTOPH H aHAMHE3a 34 ANCPrUYHH PEAKLIHH.

[lanpentu ¢ xemodpuwins B Moxke Ja pasBUAT HeyTpaM3Mpalld aHTHTena (MHXUOMTOpH) cpelly
dakrop IX. [TosBaTa Ha Te3n HHXHUOHTOPH, Ce MPOABSABA C HENOCTATLYEH KJIMHMYEH OTroBop. B Te3n
CTy4aH Ce NMpenopr4Ba CBHP3BAHE CHC CNELMATH3HUPAH LEHTBD 34 JJeYCHHE H& XeMOQWIHA.

Cnen npwioxeHHe Ha MPOAYKTH, ChbAbpxalid dakrop [X CbUIECTBYBA PHCK OT pa3BUTHE Ha

TpOMOOEeMOOTHYHH YCIIOXKHEHHA, KATO TOH € MO-BHCOK IMPH NO-HHCKO MPEYHCTEHH MPOAYKTH.

- e

™

YnorpebaTa Ha HUCKO MPEYUCTEHH NMpOoAYKTH Ha ¢akTop IX € cBLp3aHO ¢ HHUMIAECHT / :

Ha Mmuokapraa, JIMK, BeHo3Ha Tpombo3a H OemompobHa embonua. Ilpunoxe (

NpeYHCTeHH NPOaYKTH Ha DakTop 1 X psako € cBep3aHO ¢ NOXOOHH HEXEIaHH pes




3a 6e30MacHOCT MO OTHOMEHHE HA TPAHCMHCHBHH HHPEKIIMH BHXK TOYKa 4.4

TabnudueH CIUCHK HA HEXENAHUTE PEAKUKH

B TabnHuaTa mo-aoJIy HEXelaHHTe peakiiMH ca MpeACTaBeHU B ChOTBETCTBHE ChC CHCTEMO-OpPraHHaTa
kinacudpukaima mo MedDRA (COK u npeanounrtan TepmuH Huso [PT]).

YeCTOTHTE €A OLEHEHH CBITIACHO C/ICHATA KOHBEHLMA: MHOro Yect (=1 / 10); wectnt (=1 / 100 no
<1/10); Heuectut (>1 / 1 000 mo <1/100); peaxu (=1 / 10 000 mo <1 / 1,000); mHorO peaxu (<1 /

10,000), ¢ HeH3BecTHa YecTOoTa (He MOXe na Obje OlieHeHa OT HAJTHYHHUTE JAaHHH).

He chlliecTBYBaT HageJHH JAHHH 3a YECTOTATA HA HEXKEAHUTE PEaKUMH OT KIMHHYHHM NPOYYBaHH.
HaHHH ca 6a3upanu Ha npodwia Ha GezonacHOCT Ha Qakrop |X mMpoayKTH ¥ YacTHYHO HabogaBaHH
B NMOCTMAPKETUHIOBHA NEPUOJ; Thil KaTto mNpe3 NOCT-MApPKETHHIOBHs MEPHOA JNOKIAJABAHETO HAa

HEXEJIAaHH peaKkiuy € A0OpOBOJIHO M CcnpsaMO Heu3BecTeH OpoH norpeburenn, He € BB3MOXKHO Ja Ce

H3YHCJIHN 9€CTOTAaTa Ha TC3H pCaKiIHH.

CraEaapTHHE MedDRA | Hexenann JeKapcTBEeHH HecToTa
CHCTEeMHH KJIACOBE peakxnua (MedDRA PT)
HeycTanoBeHo
HapyiueHua Ha KpbBTa H
JHCeMHHHpaHa HHTpaBa3alHa
JTuMQHaTa cHCTeMa
Koarynauus
HeycTtaHoBeHo
CBpBXYYBCTBHUTEIHOCT WIH
aleprudHy peakuMH
(CBpBXYYBCTBHTE/IHOCT)
HapyieHns Ha HMyHHaTa
HeycraHoBeHO
CUCTEMA
AHaQWIakTHYHA peakius
AHa(WnakTU4YEH LHOK HeycTaHOBEHO
[TcuxyuuHn HapyIIEeHUA be3nokoicTBO HeycTanoseHo
['naBobosnmue HeycraHoBeHo
Hapyiuenus Ha HepBHaTa
Jleraprus HeycTaHOBEHO
CUCTEMA
[IapecTezns HeycTraHoBeHO
TaxuKapans HeycTaHoBeHO
CopAedHH HapylUIeHUR T
UudapkT Ha MHOKapaa CYCTAHOBCHO
!
HapyiieHns B KppBOHOCHATa | TOIUIM BBJIHH HeycTaHoBeH(




HeycTaHoBEHO

CUCTEMA
XHMOTOHHUA
HeycTaHOBEHO
TpomboeMBOIHYHY HHUKASHTH
(embonns)
BenosHa rpom6o3a HeyctanoseHo
HeycTaHOBEHO
XpuiioBe
PecnupaTOpHH, IPLAHH H Benoapobua emGonus HeycraHoseHo
MCIHACTHHAITHH HapylIeHUA | (6enoapobeH eMOOIHM3IBM U
6enoapoben uHdapxT)
CTOMAalIHO-YPERHH I'apene HeycTatoseHo
HapyIIEeHHUA IoBpbmane HeycTaHOBEHO
HeycTaHOBEHO
AHTHOEAEM
HapyweHud B KoXKara 1 HeycTaHoBeHO
NOAKOKHATA THKaH Obara ypTHKapus
HeycTtaHoBeHO
KornpsBHa Tpecka (YpTHKapHs)
HeycTaHoBEHO
Hapymenns Ha 60peunre u HedpoTHuSH CHHAPOM
[MHKOYHHTE ITbTHLLIA
HeycTaHoBeHO
YcenaHe 3a napeHe Ha MACTOTO
Ha HHY3uATa
HeycTaHOBEHO
JuckoM$popT Ha MACTOTO Ha
miuBaHe (6onka Ha MACTOTO Ha
O61uu HapywIcHUS H eQeKTU undyIusTa)
Ha MACTOTO Ha NPHIIOKECHUE Bromcane HeycTaHOBEHO
CraraHe B repaurte (auckoMdpopr | HeycraHoBeHO
B I'bpAHTE)
Tpecka HeycTraHOBEHO
PaspuTHe Ha HHXHOUTOPH HA HeycTraHoBeHO

J.IH&I‘ HOCTHYHM IIpENICAH

dakrop [X (MHXHOMTOPHH
aHTHTENMa) *

*Tes3n peakLMy ce OTHACAT A0 KIAC HexKeNaHu ChOHTHA Ha NMPOAYKTHTE, ChAbpxamy ¢paktop 1X, KOHTO ChILO ca

HabJIroaaBaHH Mo BpCMC Ha ITOCTMAPKCTHHIOBHA OIIMT.

Koraro HAMa cHLOTBETCTBHE MCHKOY OIMHCAHHETO Hd HOXKC]/1aHA pCAKLIHA C NTpCATOYHTAHUTE TCPpMHHHA

(mpeanountaH TepMHH-PT) B MedDRA peuHnka, mocieqHUTe ca JaJeHH B CKOOH,

IleguaTpHyHa NONyaalnHs

HsaMa cneupududHM faHHHU NMPU NEeIHATPHYMHATA MOMYJIaLlHs.

CrobliaBaHe Ha NOA03MPAHM HEXETaHU DEaKIHH




CrofLaBaHeTO Ha MMOAO3HPAHH HeXKEJIaHHW peakliMH Clie/] pa3pellaBaHe 3a yrnorpeda Ha JieKapCTBEHHA
NPOAYKT € BaxHO. TOBa MO3BO/IABA Aa MPOABIKH HabGMIONCHHETO HA CHOTHOLIEHHETO MNOJ3a/PHCK 34

JeKapcTBeHMs MpoaykT. OT MeOWUMHCKHTE CHeLMAalIMCTH ce€ H3MCKBa Ja cboOlaBaT BeAka
NOJO3HpaHa HEXKENaHa peakiia Ype3 HallMORa/lHa CHcTeMa 3a chobmasane B M3MEJIHHTEMHA areHIuA

rno nexkapcreara yi. ,,JamsH I'pyes” Ne 8, 1303 Codun, Ten.: +35 928903417, yebeadir: www.bda.bg.

4.9. Ilpemo3mpane

Hsama aoxnaasaHy CUMITTOMH Ha Npego3upaHe ¢ YOBEILKM KoaryaalHoHeH ¢axrop 1X.

S. ODAPMAKOJOI'NMYHHA JTAHHH

5.1. (apMakoAHHAMHAYHH CBOHCTBA

(dapmakoTepaneBTHYHA Ipyna. AHTHXEMOPAarHyHH JIEKapCTBa: KPbBEH KoarynalMoHeH gakrop 1X.

ATC xom: B02BD04

dakTop IX e enHOBEpHXKEH ITUKOMNPOTEHH ¢ MOJIEKYTHa Maca okojio 68 000 Nanrona. Toli ¢ BUTaMHH
K 3asucumM koarynauuoHeH (PakTop, KOHTO ce CHHTe3upa B uepHUs Apod. dakrop [X ce akTHBHpa OT
daktop Xla 1m0 BBTPEIIHHMAT KOATyJAUMOHEH IbT, M NocpeacTBoM ¢akrop VII/TbKaHeH ¢axkTop
KOMIUIEKCA NO BbTPELIHHA KoarylaldoHeH IbT. AKTHBHpaHUAT ¢aktop 1X B koMOuHauusa ¢
akTuBHpaHUAT dakrop VIII akrueupar ¢akrop X. Topa Hakpad NpeXH3BHKBA NpeoOpa3zyBaHETO HA
NnpoTpoMbuHa B TPOMOMH, KOMTO OT CBOA CTpaHa IpeBpbila HpUuOpHHOreHa BbB (GHOPHH U CHCHPEKA ce
chopMmupa.

Xemopuiua B e nmonoBo-csbp3aHO mpelaBallo ce, HAcaeACTBeHO 3abongBaHe Ha KoaryJjalMOHHaTa
CHCTEMA, AB/DKALIO c€ Ha HaManeHO HUBO Ha ¢aktop X, koeTo npean3BUKBa Npody3HH KPhBOH3IIMBH
OT CTABUTE, MYCKYJHUTE WIH BBTPCIIHHATE OPraHHM, KAKTO CIIOHTAHHH TAKa K B PE3YJTAT Ha Cly4aliHu
WIM XHPYPrHYHH TpaBMK. Upes 3aMeCTHTE/IHATA TEpanys Ia3MeHOTo HUBO Ha dakTop IX ce noeuinasa
H N0 TO3H HAa4MH C€ Cb3aBa BB3MOXHOCT 3a BpPEeMEHHA KopekuMsa Ha peduumra Ha daxrop IX, u

KOPEKLHA HAa CKJIIOHHOCTTa KbM KBpPBCHE.

IleguaTpuyHa NoMyaalys

Benpexu ve HAMa cneuudPHYHH JaHHH NMpH NeAHATPHYHATA MOMyJalMA, IMyOIHKyBaHHTEe NAHHH OT
Npoy4BaHUATA 38 €(PUKACTHOCT H O€30MacHOCT HE ca IMOKAa3alH CBIIECTBEHHM pa3IHKH MEkKIY

Bb3paCcTHH H ACla, CTpanamH oT CbIIICTO 3a00/ABaHe.

S.2. PapMaKOKHHETHYHH CBOHCTBA

HHudys3ua Ha pa3TBOPH Ha YOBEWIKH IUTa3MeH KoaryjJalHoHeH (¢aktop I1X npu n




[InasMeHuaT nostyxusor Ha ¢akrop IX e B rpaHuLMTe Ha 16 - 30 yaca, cpeaHo 24 yaca.

ITeapaTpyyHa NOMynanysa
Brnpekd ue HAMA cneuMUUHM AaHHHA MPH NeAMATPUMHATA MOMyJIauusA, MyONHKyBaHHTE HAHHH OT

MpOYYBAHHATA 338 ©(HKACTHOCT M 0€30MacHOCT HE Ca TOKAasalH CBIICCTBEHH pPAa3IHKH MEKIY

BB3PACTHH H Jella, CTpajalll OT ChIIOTO 3a00saBaHe.

5.3. IlpeaAxJBRBAYHA AaHHH 33 Oe3onacHOCT

YopewIkUAT IasMeH KoarynauuoHeH ¢akrop IX e HopMailHa CBCTaBKAa HA 4YOBelllKaTa IUia3Ma U
neiicTBa KaTo eHAOreHHUA daxtop IX.

HUsnuTBaHMATA 33 OCTPa TOKCHYHOCT HE ca OT 3HAYECHHWE, THU KAaTO NO-BHCOKHTE OO3H BOJAT A0
IpeTOBapBaHe.

HN3nuTBaHKATA 38 TOKCHYHOCT NPU MHOFOKPATHO [PWIOKEHHE MPH KHUBOTHH Ca HETIPWIOKUMH,
nopaid obpasyBaHeTO Ha AHTHUTEA KbM XETEPOJIOKEH MTPOTCHH.

JlopM 103H, HAKOJKO ITbTH NO-BHCOKH OT MPENOpPbLYAHUTE 03U HAa KWIOIpaM TErJIO MpPH XOpa, He ca

IOKA3aJ1 TOKCHYCH €(PEKT MPH ONIMTHH C KUBOTHH.

Toi kaTO B KJIMHUYHATA NPAKTHKA HAMA JaHHH 3a KAHLIEPOr€HEH WIN MYTareHeH e(peKT Ha YOBEIKHA
IU1a3MEH KoaryJalHoHeH gakTop X, ekcriepHMeHTATHUTE NIPOYYBAHHA, B YACTHOCT [IPH XETEPOMOXHH

BHOOBC, HC CC CHHNTAT 34 3aJlbJ/IKHTCITHH.

6. PAPMALEBTHYHH JAHHH

6.1. CnachLK HA NOMOOIHHETE BellecTBa

DnaxoH ¢ npax:

Hatpuer xnopua

Harpues uuTpar

[mHumMH

XenapuH

Yogeewku AHTHTpOMOHH 1l kOHUEHTpAaT

Daaxon ¢ pazmeopumen.

Bona 3a HHKEeKIIMH

6.2, HeCchBMeCTHMOCTH

IIpu nunca Ha npoyYBaHKA 3a B3aMMOACHCTBHATA TO3M JICKAPCTBEH NPOAYKT HE

ApYTH JCKAPCTBEHH MPOIYKTH.
Tpabpa na ce H3non3Ba caMO NMPHUNOKECHUAT HHXEKIIMOHCH/MHPY3HOHEH KOM




HACTBIIAT HApPYHICHHA B JICYEHHETO, NMpeiu3BUKaHH OT abcopOumMATa Ha YOBEIIKHA KOaryJlallHOHEH

daxTop IX Mo BETpeIIHATA MOBBPXHOCT HA HAKOH HHXXEKLIHOHHIW HH)Y3HOHHH NNOCOOHAL.

6.3. Cpok Ba roagaocr
3 FrOAHHH.

Beanwxk pa3TBopeH, MpoAYKTHT TpROBa na 6be H3nos3paH BeAHAra.

6.4. CpennaNnm yCJIOBHE HA ChXpPAHEHHE

Ia ce cpxpaniaBa B xnaawiHHK (2° C go 8° C). Jla ce cbXxpaHABa B OpMIHHA/IHa ONIaKOBKa, 3a Ja Ce

npeanasy oT cBeTNHHA. Jla He ce 3aMpa3gasa.
6.5 Baa B chbaAbpKaABEE HA ONAKOBKATA

Eaoun cTeiuieH PnakoH Tan | ¢ eacToMepHa 3amyianka, ChbaAbpKaLL Mpaxa; eqHH CTEKICH (PJIaKOH THI
[ ¢ enacToMepHa 3anyllalika, ChbABPAKALL PA3TBOPHUTENA M €JIMH aTUPOreHeH, CTepHIeH Habop 3a
eHOKpaTHAa yroTpebda, ChCTOAI] ¢€ OT TPUITBTHO YCTPOUCTBO 32 MPHIOTBAHE H& pa3sTBOP, CIIPHHIIOBKA

3a HHKEKTHpaHe U uria tun 6srepdnaii ¢ PVC Tprbuuka.

AUMA®UKC 500IU, npax u pasTBopHTeN 3a MHGY3HOHEH pa3TBop. Eaun ¢nakoH npax + eauu dnakoH

C pa3TBOpHTEI + HA0OP 3a pa3TBAPSIHE U NPHIOKEHHE.
6.6 ConennajHH DpeAnAa3HH MepKH NPH H3XBLpJasne B pabora

Pa3TBapane HA OpAaxa B PA3TBOPHTEJIN:
1. Pa3TBopHTENST ¥ NHOPWIHIMPAHUAT npax TpAOBa Aa ¢a ¢hC craliHa TeMnepaTypa;

2. Ta3u Temneparypa tpabsa ga ce moaaepxa npe3 LCIHA NMpollec Ha pasTBapaHe (MakcuMyMm 10

MHHYTH)

3. OrcTpaHeTe 3alIMTHHTE Kamavyky OT (UIAKOHHTE C Mpaxa U pa3sTBOPUTENS;
4. TlouucTeTe NOBLPXHOCTHTE HA 3aMylIAJIKMTE Ha ABaTa (JIaKoHa ¢ AJIKOXOM,

5. OTBOpeTe OMaKOBKATA HAa YCTPOMCTBOTO 3a MPHUTOTBSAHE Ha pPa3TBOp, KaTo OT/IENHTE Karlaka,

BHUMaBalTe a HEe IOKOCHETE BhTpeIlHATa YacT (ur. A);

6. He usBaxaalite ycTpoHCTBOTO OT OMAKOBKATA,

pazteopuTeia (pur. B);




8. XpaHeTe 3ApaBO OMNAKOBKAaTa Ha YCTPOHCTBOTO 3a KpaHillaTa M € H3IABPIBAHE OCBOGOJETE

10.

1.

ycTpolcTsoTo 6e3 na ro qoxocsare (gur. C);

YBepeTe ce, ye (IaKoHBT ¢ Npax € NPHKPEeneH CUTypHO KbM Pa3TBOPHTEJIS; OOBPHETE CHUCTEMATA
HAAOJy, Taka 4e (GIAKOHBT ¢ Pa3ITBOPHTE/A Nla € B ropHaTa 4acT Ha YCTPOHCTBOTO, HATHCHETE

npo3padyeHHA ajarrep BHPXY 3amyliajikata Ha (akoHa fpax, Taka e IUTacTMacoBaTa MIiaaa
npeMUHaBa Mpe3 3anylnankara Ha ¢uiakoHa mpax; BakyyMa BB (PJIaKOHa C Mpax ILUE H3TEIJIH

Pa3TBOPHUTENS ABTOMATHYHO BBB pnakoHa(¢dur D.)

Criea NpexXBLPISHETO HA PA3TBOPHTENA pa3BHHTE CHHATA 4aCT Ha8 CUCTEMAara 3a TpaHc(pepa, KbM

KOMTO € MpHKpeneH (yakoHa ¢ pa3TBOPHTE, U i HaBaaeTe (¢ur E.);

pasKiaTeTe BHMMATEIHO (JIAKOHA, AOKATO NpaxbT €€ pasTBOpU HameiaHO. He pasknauaiire

(hJ1aKOHA EHEPrHYHO, 3a Zia ce 3berHe obpasysaHeTo Ha naHa (pur F.);

YBepeTe ce, 4e NMpaxXbT € HAIThJIHO PA3TBOPEH, B MPOTUBEH cy4all e HMare 3aryba Ha aKTUBHOCT

Ha MPOAYKTa




Due. E Que. F

HaunH Ha npu/IokKeHHE HA pa3TBOpA
[lpeau na Obae NpUIOKEH, pa3TBOPEHUS NMPOAYKT TpsabBa aa 6bje oryiejaH 3a HEPA3TBOPEHH YaCTHLIHU
WJIM NIPOMEHHU B LiBeTa. Pa3TBOpBT TpAOBa na € OUCTHp WM JIEKO onanecueHTeH. He u3anos3paiite

pa3sTBOPH, KOUTO Ca MbTHHU MJIM UMAT yTaMKa.

. BkapaiiTe Bb31yX B CIPUHLOBKATa Ype3 U3AbplBaHe Ha OyTal0TO, CBBPKETE I KbM YCTPOHCTBOTO

W BKapaiTe Bb31yX BbB ()JIaKOHA C Mpaxa, B KOHWTO ce HaMHupa rotoBus pasteop (dur. G);

2. JlokaTto abpxkute 6yTaNIOTO HATHCHATO HAZI0JY, 3aBbPTETE CHCTEMaTa 00paTHO, Taka 4e (y1akoHa ¢
pa3sTBOPEHH Ipax /1a c€ 030BE€ Ha BbpXa Ha yCTPOMCTBOTO M M3TErJIETE pa3TBOpa B CIIPHHLIOBKATA

Yype3 BHUMATE/IHO U3abpriBaHe Ha 6yTanoro (¢ur. H):

-
-
e

YaCTHULIM;




5. Cabpxere uriara tun Obrepdnaii KbM CNpPUHLOBKATa M BIMBAiTE WIM O0aBHO WH)KEKTHpaHTe

HHTPAaBCHO3HO.

Du2. G Duz. H

Cnena kato GakoOHBT € OTBOPEH, ChAbPKAHMETO MYy TpAOBA /1a c€ W3MoI3Ba He3abaBHO.
['oTOBHSAT pa3TBOp, MPEXBBPJIEH B CIIPUHLIOBKATA TpsAOBa Aa ce U3MoJ13Ba He3abaBHO.
CoabppxanueTo Ha ¢JiakoHa TpAOBa 1a ce M3M0JI3Ba €JHOKPATHO.

He u3non3BaiiTe npoaykra ciea cpoka 3a roqHocT, 0003Ha4YeH Ha €THKETA.

Heu3noa3BaHUAT JIEKapCTBEH MPOAYKT WJIM OTNAIbYHUTE MAaTEPHAIH OT Hero TpsaOBa aa Obaar

YHHLIOKCHH B CbOTBETCTBUE C HOPMATHUBHUTE H3HCKBaAHHA.

T INPUTEXATEJI HA PAZPEIHEHUETO 3A YIIOTPEBA
Kedrion S.p.A.
Loc. Ai Conti

55051 Castelvecchio Pascoli

Barga (Lucca), Uranus

8. HOMEP HA PASPELHIEHHUETO 3A YIIOTPEBA
20040433

9. HATA HA ITBPBO PASPEIIABAHE/ITOJHOBABAHE HA PA3PELLIEHHUETO 3A
YIIOTPEBA
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[TonHoBsiBaHe Ha pa3peuieHue 3a ynorpeba 30.10.2014
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