KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. AME HA JIEKAPCTBEHMUA ITPOAYKT

YMAH KOMIUIEKC 500 IU npax 1 pa3TBOpHUTEN 3a HH(Y3HOHEH pa3TBOP
UMAN COMPLEX 500 IU powder and solvent for solution for infusion

WM3MbJIHMTENHA ATEHLIWA NO JIEKAPCTBATA

Kpamxa xapaxmepucmuka Ha npogyxma - [puAoxeHue 1

Kbm Pee. Ne ......... fzoc)qp 5?2// ...................

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Yosewiku koarynauroHeH @akrop IX (Christmas factor)

Yogemku koarynaudoHeH ®Paxrop Il (prothrombin)
Yosemku koarynauroneH @akrop X (Stuart—Prower factor)

Konuyecmeaen cvcmas:

Yoeewku koarynauoHeH Dakrop [X 500 U/ ¢nakoH

Yoewiku koarynauuoHeH @akrop [X cien pasrBapsaHe 25 TU/ml
(500 TU /20 ml).

Yoeewku koarynauuoHeH @akrop Il 500 IU/ ¢nakoH

Yogewku koaryaauroHeH @akrop [X cnen pasreapsiHe 25 1U/ml
(500 IU /20 ml)

HoBewku koaryaandoHeH dakrop X 400 IU/ ¢pnakoH
Hoeeuiku koarynaudoHeH Dakrop X ciie/] pa3rBapsHe 20 1U/ml

(400 IU /20 ml)
O06eM Ha pa3TBOpHUTEJIs 20 ml

®dakTop IX e TuTpUpaH cnpsaMo MexayHapoaHus ctaHaapr 3a ¢akrop 1X.
O6uoTo 6enTr4HO ChabpKaHKE 3a aakoH € < 300 mg. CneurpUyHaTa aKTUBHOCT Ha MPOJYKTa € I10-
Bucoka ot 0,6 IU/mg, npeacraBeHa KaTo akTUBHOCT Ha ¢aktop 1X.

IloMoIEH BemiecTBA C H3BECTHO JeHCTBHE

To3u nekapcTBeH NMpPOAYKT Chabpxka A0 92 mg HaTpuit Ha ¢uakoH oT 20 ml.3a MBIHUS COMCBK Ha
NOMOILIHUTE BELLECTBA, BUXKTE TOUKa 6. 1.

3. JEKAPCTBEHA ®OPMA
[Ipax u paszrBOopHUTE 3a UHPY3UOHEH PA3TBOP.
JlekapcTBEHUAT NPOAYKT € O5J1 WK NIEKO OLBETEH Mpax WIH pOHJIMBA (a3a, CHIIHO XUI'POCKOINUYHA.

4. KIMHUYHU JAHHU

4.1. TepaneBTHYHH NOKA3AHHSA

Obp3a KOpeKLMs Ha JAeduLmTa.




Jleyenye Ha KPBBOM3IUBH U NEpHOTNEpaTHBHA NPOQIIAKTHKA HA KbPBEHETO IPYU BPOAEH ASPHUUHNT Ha
BUTaMHH K 3aBHCHMHTe KOarylnallHOHHH (PaKTOPH, KOraTo He € HalIHYEH MPOAYKT ChC crnelUpHUUHUA

¢akTOop Ha KPBBOCBCUPBAHETO.

4.2. lo3RpOBKA R HRYHH HA NPRIOKCHHE

Zo3upoBKa
[To-pony ca naneHu caMo 0OIM HACOKM 3a #o3upopkata. JleueHueTo TpabBa Aa ce 3arnoyHe caMo Moa

HaOIIOZleHHE HA JIEKAP C ONMT MPH JIEYEHHETO HAa HApYLICHHUA B KPbBOCBCHPBAHETO. Jlo3UpOBKaTa H
NpOAB/DKUTENTHOCTTA H& 3aMECTHTENIHAaTa TEpanus 3aBUCAT OT TEXKECTTa Ha HapyUIEHHETO,
JIOKATIM3aLMATA H TeXKECTTA HA KbPBEHETO H KIIHHHYHOTO ChCTOSHHUE Ha NALIMEHTa.

KonugecTBOTO U YecTOTATA HA MPHUIOKEHHE TPAOBa a ce M3YMCIIABAT CTPOr0 HHAMBHIY&THO.

Hurepsanure Ha mnpunaraHe tpsbGea & Owbaar ajamTpaHd KBM pasyiMYHHUA [OJIYKHBOT Ha
KOaryJ1auMoHHMTE (akTOpH Ha NpoTpOMOMHOBHA KOMILIEKC (BIXKTE Touka 5.2). MHauBuayanHata
OO3KHpOBKa MOxe na Oble ofmpeaeneHa cCaMo, Ype3 peJOBHO ONpeleNisHE HAa HUBATA HA OTACITHMTE
KOArynaluHOHHH ()akTOpH WM ¢ TECTBaHEC HA HUBATA HA NPOTPOMOHHOBHA KOMILIEKC (TIpOTPOMOHMHOBO
BpeMe, INR) 1 nocneapaiio HabmoacHHE HA KJIMHUYHOTO ChCTOAHHE HA MNallUeHTA.

B cny4yall Ha roseMu XUpyprudHi HHTEPBEHLUH, TOYHOTO MPOCACIIBAHE HA 3aMECTHTE/IHATA TEPANMA
ype3 HU3CIEBAHE HA KOAryJauMaTa € OT CbIIECTBEHA BAXKHOCT (M3CNeBaHE Ha HHUBATa Ha
KOAryJauHoOHHH (aKTOpH WIH TECTBAHE Ha HHMBAaTa HA NPOTPOMOHHOBHA KOMILIEKC).

Kpveouznueu u hepuonepamusHa npouiakmuka HQ KpPbEOUIIUSU NDU JICHEHUE C aHMAZOHUCMU HA
gumamun K

Hosata me 3aBucH ot INR npeau neuenunero u xenaHoro INR., Kopekumuara Ha npeaAn3BHKAHOTO OT
AHTArOHUCTHTE Ha BUTAMMH K HapymeHue B xeMocTasaTta NpoawinkaBa 6 qo0 8 vaca. B ciyyaii, ye e
NMPWIOKEH €IHOBPEMEHHO ¢ KOHLICHTPAT HA (PAKTOPHTS HA NMPOTPOMOHHOBHA KOMIUIEKC, €PEKTHT OT
BuramMuH K HacTeiBa cien 4 a0 6 yaca. Cnepn npwioxeHue Ha BuTaMMH K 06MKHOBEHO He ce Hanara
CHCTEMHO JIEYEHHE C KOHLIEHTPAT HA PAKTOPHTE HA MPOTPOMOHHOBHS KOMILIEKC,

T KaTO TE3M NPENOPHKA UMAT EMITHPHYEH XapaKTep, Bb3CTAHOBABAHETO H €(DeKTa OT NMPWIAraHeTo Ha
npenapara MOTarT Ja BapHpar. 3aTosa npocieagsaHeTo Ha INR no BpeMe Ha feYeHHUETO € 3aTRHKUTEIIHO.

Kpveouznueu u nepuoneapmuena npoguixamuxa npu epoder deduyum na uaxou_om sumamun K
3asucuMume Gaxkmopu Ha KPLEOCOCUPBAKEe, KO2AmO He € HATUYeH NPodyKm cbC cheyuduynus paxmop

HA KPbBOCHCUPBAHEMO

Heobxoaumara no3a 3a neueHHe e U3MHCIeHa eMITUPHYHO, Kato 1 U daxrop [X Ha kumorpaM TejnecHo
TETJIO NIOBHIIABA AKTHBHOCTTA Ha YOBEIIKH koarynauuoHeH ¢akrop IX ¢ 0.01 IU/ml; | IU ¢akrop Il unu
dakTop X 3a KWIOrpaM TeJIeCHO TErNO, MNOBHIABA AKTHBHOCTTA HA YOBEHIKH KOAryJAIMOHHH (PaKTOPH
[1 u paxTop X, cpoTrBeTHO ¢ 0.02 11 0.017 IU/ml.

Ho3upoBkaTa Ha cneurMPHIHHA KOArynalHMoHeH GakTop, KOTO TpAbGBa Aa ce NMPHWIOKH, ce H3pa3dBa B
MeXIyHapoIHH edUHULHM (1U), KOUTO ca onpeaesicHd cnpAMo HacToflusa craHaaptT Ha C30 3a BcekHd
KoaryjiauMoHeH ¢akTop. AKTHBHOCTTA Ha CHELH(DHYHHA KoarynalMoHeH (akTop B IUlazMaTra ce
H3pa3qBa HIHM B MPOLIEHTH (M0 OTHOLIEHHE Ha HOPMAIHATA YOBELUKA IUIa3Ma), WM B MERAYHAPSAHH
€IHHULM (110 OTHOWIEHHE Ha MeXAyHapOAHMA CTAHIAPT 38 KOaryJalHOHEH cbam YN Y
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Enna mexaynapooHa eauHuua (IU) koarynauuMoHeH (hakTop € €KBUBAICHTHA
KoarynauuoHHud ¢akTop B | ml HopManHa yoBeillka Iu1a3Ma.




HamnpuMep, H34HCAIBAHETO HA Heobxoaumara go3a pakrop X e 6azupaHa Ha EMNUPHYHO YCTAHOBEHHA
daxT, 4ye 1 IU dakTop X 3a kmorpaM TenecHO TErjio MNOBUILABA HHBOTO Ha YOBEIIKH KOAryJaltMOHCH

¢pakrop X ¢ 0.017 TU/ml.

Heobxonumara 1034 ce onpeaesia, KATo ¢€ U3Mo13Ba clieqHaTa popMyna:

Heo0x0aEMHE eAHNHAIIH = TEJIECHO TErJo0 (Kg) X xexamoro nosdimeane 5a pakrop X (1U/ml) x 60

Ksaero 60 (ml/kg) ¢ peuunpoyHaTa CTOHHOCT HA H3YHCIIEHOTO BB3CTAHOBABAHE.

AKO MHOIMBHAYAJIHOTO OYaKBaHO HMBO Ha BBL3CTAHOBABAHE € U3BECTHO, HEroBaTa CTOHHOCT MOXE Aa
O6bae U3MOI3BaAHA MPHU MPECMATAHETO.

IleanaTpuyHa AOMyaalUs
besonacHocTTa M ¢dpvkacTHocTTa HA YMAH KOMIDUIEKC npu neaWarpyHyHaTa nonyJaluds BCe OlIE

HC € YCTAHOBCHa.

HauuH Ha NPpWIOKEHHE
3a yka3aHHUf OTHOCHO Pa3TBAPAHETO Ha JICKAPCTBEHUA NMPOAYKT MPEAU IPUIOKEHHE BHKTE TOYKA 6.6.

YMAH KOMIUIEKC 1pa6sa na ce HHDKEKTHpa BEHO3HO WU upe3 OaBHa MHTpaBeHO3HA HHQY3HA.

[IpenopnuBa ce npunaraHara g03a na He € no-eucoka ot 100 1U/kg TenecHo Terno 3a 24 yaca.

4.3 IIpoTEBONOKA3AHASY

CBpBXYYBCTBUTEIROCT KbM aKTHBHOTO BEILECTBO MM HAKOE OT MOMOIIHHTE BELUECTBa, N3OpOECHH B
TOuka 6.1.

H3pecTHa ajiepris KbM XenapyH WK NpeIHIIHA XenapuH HHAYLMpaHa TPOMOOLIMTONIEHHUS.

4.4 CoenHAJHE OpeIyHOpe:xKIc¢HAS B NPeANa3HH MEpKHE NpH ynoTpeba

IIpocneauMocT
3a ga ce noAoOpH NpoCaACIMMOCTTA Ha OMONOTHYHHMTE JICKAPCTBEHH NPOAYKTH, HMETO U MAPTHAHUAT

HOMEPp Ha NMpHNaraHus MpoAyKT Tps6Ba Ja 6bAaT ACHO 3aNHCaHH.

IIpy npunaradHe TpsiOBa na ObOe MNOTHPCEHO MHEHHETO Ha CHELUMAJIMCT B JICYEHUETO HAa
KOaryJaluuoHHUTE 3abonaBaHus.

IIpu naupeHTH ¢ npuaobuT nedpuumMT Ha BHTAMHH K 3aBHCHMH KoarynalMoOHHH (pakToOpH (KaKTO H IIPH
MallMEHTH ¢ NpPEAW3BHKAHA OT aHTaroHMCTH Ha BUTaMHH K koarynonatus) YMAH KOMIUIEKC
TpabBa Aa ce u3non3era caMo koraTo € HeobOxoauMa 6bp3a KopeKLMA Ha HMBaT& HA NMPOTPOMOHHOBHA
KOMIUIEKC, KATO HAripuMep IPH FojieMH KPBBOHAIHBH WIH HY)KAa OT CNelllHa XHpYpruyHa Hameca. B
OCTAHANMTE CJIy4ad, HAMAJIABAHETO Ha A03aTa Ha BHTaMHH K aHTaroHHCTHTE W/WIH NMpPHIaraHeTo Ha

BUTaMHH K 0OMKHOBEHO € MOCTATHUYHO.

[TaupeHTHTE, NMpHEMAIM AHTArOHUCTH Ha BMTaMHH K Morar ga MMar CKpHTa XHMEpKoOaryJalMA M
UHQY3UATA Ha YOBCIUKH MPOTPOMOMHOB KOMIUIEKC MOXKe Jia BJIOIIYH TOBA CHCTOSHUE.

[Ipn npHaoOHT aedHUMT Ha KOHTO M fa € oT BHTaMUH K 3asucuMuTe QakTopH, Tpsbsa na ce npunara
cnelGUUHHAT MMncBai GakTop, ako € HATHYEH. T
AKO c¢ nosSBH anepruyHa wid aHaQHIAKTHYEH THN peakuua, HHy3uara TpaAOBa

IIPEKPAaTH.
B cnyyali Ha ok, TpadBa ga ce nMpeAnpuUeMaT ChOTBETHHTE MEPKH, criope Aelic

bbby




BaxxHa uapopmMalng 3a noMoniHute peiectsa Ha UMAN COMPLEX
To31 nekapcTBEH NMPOAYKT ChABPAKA A0 92 mg Harpuit Ha (akoH ot 20 ml, koeTo ce paBHaBa Ha 4,6%
oT npenopruyaHug oT C30 MakcHManeH JHEBEH NPUEM Ha 2 g HATPHH 32 BB3PACcTEH.

BupycHa 6¢3onacHOCT

CTaHAAPTHUTE MEPKH 3a MPEAOTBPaTABaHe Ha HHGMEKLMH B pe3yaTaT Ha ynoTpebara Ha IeKapCTBEHH
NPOOYKTH, MPOM3BEICHH OT YOBELIKA KPbB WiIH IJIa3Ma, BKIIOYBAT CEJIEKLIUA HA AOHOPHUTE, CKPHHHHT
Ha BCAKO OTHEIHO JapsBaHe M cOopHaTa ruiaszMa 3a crnelipUyHH MapKepH Ha HHPEKLMHITE K BKIIOYBAHE
Ha edeKTHBHH NMPOU3BOACTBEHH CTHIIKH 34 HHAKTHBHPAHE H OTCTPAHABAHC HA BUPYCHTE,

Bbipeku TOBa, KOTATO C¢ NpHIarar JIEKapCTBEHH NPOAYKTH, MPOMU3BEACHH OT 4OBEUIKA KPBB WIH
[U1a3Ma, BEPOSTHOCTTA 3a MpejaBaHe Ha WHGpeEKLHA He MOXe Ja O6bAc HAMBIHO H3Kmo4YeHa. Toga ce
OTHACS M 32 HEH3BECTHHY WIH HOBOIIOABUIIM CE€ BUPYCH H IDYIH NMATONCHH.

MepKuTe, KOUTO Ce TPEANPHEMAT ¢ CUMTAT 3a epeKTHBHH 3a 06BHTH BApYCH, Kato HIV, HBV n HCV,
KakTo H 3a HeoOBUTHA HAV. Mepkure, KOMTO c€ NpeanpydeMaT HE MOrar Ja ce ONpeaesaT Kato
IOCTaTb4HH 33 HAKOH HeoOBUTH BUpYCH, kaTo B19. HHdekTHpaHeTo c napoBHpyc B19 Moxe na 6bae
CEpHO3HO 3a OpeMeHHM xeHH (HHEeKUMA Ha II0Aa) U 38 HHAHBHUAHN ¢ HMYHOACDHLIT WIH yBEIHYEHA
epUTpONoOe3a (XeMOMUTHYHE AHEMHS ).

Ha naiHeHTHTE, KOHTO C€ JIEKYBAT ¢ YOBELIKHK NPOTPOMOHHOB KOMIUIEKC, CE€ NMpENophYBa IoAxoAaua
HMYHH3alHA (cpelly xenatur A U B).

[Ipenoprupa ce BCEKM MLT, koraro Ha nanuenta ce mpunara YMAH KOMIUIEKC, na ce 3anucBar
MMETO ¥ NapTHAHMA HOMEp Ha NPOAYKTA, C OIJie] CBb3AaBAHETO HA BPB3Ka MEKIY NAalHEHTZ H
NPWIOKEHATA NapTHAA.

[TpumoXKeHHETO HA YOBEIIKH NPOTPOMOKHOB KOMILIEKC CE€ CBBp3a C MOBHUIEH PHCK OT JHCEMHHHPaHA
MHTpaBaCKy/apHa Koarynomnatus, TpomOoemOOonHuHM yclnokHeHHs M HMHGOPApKT Ha MHMOKap/a.
[TaLMeHTHTE, HA KOUTO Ce MpUiara YOBEIIKH NPOTPOMOHHOB KOMILIEKE TpAOBa BHUMATEHO Ja ObAar
cJIe/IeHH 3a NPH3HALM Ha BLTPECHAOBO KbpBSHE Wil TpoMOO3a.

ITopaay MOTEHIMATHAA PUCK OT TPOoMOOeMOONHUHH YCIIOKHEHHA € HEOOXOAUMO OTONMH30 Aa ce Cleau
38 ITBPBH NPHU3HALM HA TPOMDOTUUYHA H KOHCYMATHBHA KOAryJornaTHa KaTo ¢€ MpHUIara noaxoasioTo
61OJIOrHYHO TeCTBAaHE, KOTaTo NMPOAYKTHT Ce MpWlara Ha MNAaLEeHTH ¢ JOKa3aHW KOPOHAPHO ChbpAeYHH
3a00nABaHUg UMK HHGAPKT Ha MHOKApJa, Ha MAlMEHTH ¢ YepHoapobHo 3adongBaHe, HA NalUEHTH B
MOCTOMEPATUBHO CBLCTOSAHUE, HOBOPOIEHU WIM NpH MNallHEeHTH C BHCOK PHCK 3a MNposBa Ha
TPOMOOEMOOIMYHY CBCTOSHUA WJIM AUCEMMHHMpaHa WHTpasacKkyjnapHa koarysiomnatuda ([HK). Ilpu
BCAKO OT Te3H CHCTOAHHUS TPAOBa 3 Ce MpelLeHABa €BEeHTYANHATA 10/13a OT NMpuioxenneTo Ha YMAH

KOMIDIIEKC, cnpaMO pHCKa OT pa3BUTHE HA YC/IO0KHEHUA.

Hama pannm 3a ynotpeba wa YMAH KOMIUIEKC npd cinydaii Ha NEepUHATAIHO KBPBEHE,
NpeAU3BUKAKO OT AS(HULMT Ha BUTAMHMH K NpH HOBOPOAEHH.

ToBa nexapcTBo cbabpxka 20 0,20 mmol (v 4,6 mg) HaTpUi Ha ml OT rOTOBKMA pasTBOP (€KBHBAJIEHTHH
Ha 4 mmol win 92 mg HaTpuit Ha GaaKkoH).
Topa TpabBa na ce MMa NMPEIBUI NPH NallMeHTH Ha AHETA C KOHTPOJIMpaH NTPpHEM Ha HaTpH.

4.5 BzaaMoaelcTBHE ¢ APYTH JIEKAPCTBEHH NPOAYKTH H Apyru GopMH Ha Bsalm e

[IpoaykTuTte, CHABPIKAIIY YOBELIKY NPOTPOMOMHOB KOMILIEKC HEYTPATH3UPAT €QEhHTERS
BUTAMHH K aHTAroHMCTH. _§ i
Hsama u3BecTHH B3aUMOZEHCTBHA Ha QaKkTOpHTE HA NPOTPOMOMHOBUSA KOMILIEKC § IE -
IIPOLYKTH.




BiauMoaecTBHE NpH OHONOTHYHO TECTBAHE

KoraTto ce npaBH TecT 3a HHBO Ha KPHBOCBCHPBAHE, KOMTO € UYYBCTBHUTEJIEH KbM XE€NapyH, NpH
NAalHEHTH, KOMTO Ca MOJYYWIH BUCOKH AO3H YOBEIIKH NMPOTPOMOHHOB KOMIUIEKC, TpAOBA a ce B3EMe
oA BHUMaHHKE XEMAPHHBT KaTO CHCTABHA YACT Ha MMPHIIOXKEHHUS MTPOAYKT.

4.6 QepTRABRTET, GpEMEEROCT B KLPMeEHE

Vrorpebara Ha YOBEINKHA IUIa3MEH KOHLEHTpAT Ha (axkTopure Ha NpOTPOMOHMHOBHA KOMIUIEKC IO
BpeMe Ha 6peMEHHOCT HE € onpeacicHa Ype3 KOHTPOIUpaHH KIHHKYHHY H3NHTBaHHA.

ExcnepuMeHTa/THHTE MPOYYBAaHHA NpH KHBOTHH €4 HCAOCTATHYHM 3a OLIEHKA Ha Oe3omacHOCTTa MO
OTHOIIEHHE Ha pEeNpOAYKTHBHOCTTA, pa3BHTHETO HA IUI04a, X0JAa Ha OpeMEHHOCTTa, Npe- H
MOCTHATATHOTO Pa3BHUTHE.

ITopanu ToBa, YOBEINKH TUTA3MEH KOHLIEHTPAT Ha NPOTPOMOMHOBUA KOMILUIEKC TpaOBa na ce U3Mo3Ba
Mo BpeMe Ha OpEMEHHOCT U KbPMEHE CaMO, aK0 € CTPOro nokasaH.

4.7 E¢exTH BBRpPXY cnocobroctTa 32 modupane H paboTa c MAIIEHA.
He ca nposexJaHH NPOyYBaHHUA BbPXY CMOCOOHOCTTA 3a WO¢HUpaHe WK padboTa ¢ MalllHHY.

4.8 HexxeTIaHH 1eKAPCTBEHH PeAKIHE

O60b11esne Ha npotuna Ha 6e30MacHOCT

B peaku ciayuad ca HabmoaaBaHH alepriyHd UK aHAQWIAKTHYCH THIT PEaKLMH.

3aMecTBaIIaTa TEpaNus C YOBEHIKH IMPOTPOMOHHOB KOMILIEKC PAJKO BOAH A0 oOpa3yBaHe Ha aHTHTENa
Cpely €JUH WIH HAKOJIKO MOBEIIKH KOaryJalHOHHU ¢akTopa Ha npoTpoMOHHOBHA KoMIuiekc. Ilpu
HAIMYHETO HA TAKMBA HHXUOHTOPH, CBCTOAHHETO CE NPOABABA KATO HEAOCTATHYEH KITHHUYEH OTIOBOP.
B peaku ciryyau ce HabnonapanoBuilleHWE HA TEMIIEPATyPAaTa.

Cren npuioXKeHHe Ha KOHLICHTPAT Ha (aKTOPHTE Ha NMPOTPOMOHHOBHA KOMILUIEKC CBILUESCTBYBA PHCK OT
pa3BuTRE Ha TpoMOoeMOOJIHYHH YyClIOXHeHHA, Karo emOonu3sbM H TpoM003a, IHCEMHHHpaHa
WHTpAaBacKy/lapHa Koarynonatus ¥ HHOQAapKT Ha MMOKapAaa (BHXKTE ChIO Touka 4.4).

3a 6e30nacHOCT MO OTHOLIEHHE HA TPAHCMHCHBHH HH(EKLIMH BHXKTE TOYKaA 4.4.

CIMCBK Ha HEeXXEJTAHUTE NIEKapCTBECHM peakumy B TabnudaeH BU.

Cnenpamara Tabauia ¢ CuriacHo cucTeMo-opraHHata KiacHgukauus (COK ¥ npeanovydran TepMHUH
3a HUBO) o MedDRA.

YecToTaTta e Ha Ha3a JaHHUTE OT KJIMHHWYHM NPOYYBAHHA, B CHhOTBETCTBHE ChC CNEAHATA KOHBEHUMA:
MHOro yectH (= 1/10); yectu (= 1/100 go < 1/10); HewectH (= 1/1000 oo < 1/100); peaku (= 1/10 000
o < 1/1 000); MHoro peaku (< 1/10 000) unu ¢ HEH3BECTHA Y€CTOTA (OT HUTMYHHUTE HaHHH HE MOXKeE Ja

6bae HanpaBeHa OLECHKA).

MedDRA Hexenana peaknag MedDRA YecToTA
CranaapTa3EpaBa PT

CHCTEMa 38 KIACHQHEKANEL

HapyuieHus Ha uMyHHaTa | CBpBXYYBCTBHTEIHOCT HenspecTHa
CHCTEMA

Cha0BH HapylIEeHHA EMb01H3bM HeusBecTHa




Tpombo3a Heu3specTHa
JHuceMUHHpaHa HewunsBecTHa
HMHTpPABacKyJlapHa
KOarynonarus
HMudapkT Ha MHOKapIa HeHnssecTHa
O6uy HapylteHusa U edextH | [IoBHLIEHa TeMnepaTypa HeuspecTHa
Ha MACTOTO Ha MpHJIaraHe
JduardocTHyHH H3cneapaHua | MHxuOUTOpHH aHTHTENA HeH3pecTHa

[leapaTpuyHa nonyJaauus
Hama nanHM OTHOCHO yriotpebarta B ni¢UaTpHYHaTa MOy aaLus.

CroliiaBare Ha NOAOIUPAHU HEKENAHH PEaKIIUU

CrobinaBaHeTo Ha NOAO3HPAHH HEXKeJlaHH pPeaklrH Clie] pa3pelilaBaHe 3a ynotpeba Ha jekapcTBeHHA
NPOAYKT € BaXKHO. 10Ba MO3BO/MABA Aa MPOALLKH HaONMIOOCHHUETO HA CHOTHOLIEHHUETO MOJI3a/PHCK 3a
JIeKapCTBEHHUA NPOoAYKT. OT MEAHLMHCKHTE CIICLHATUCTH C€ M3MCKBA a CHoO1IaBaT BCAKa MOJ03HpaHa
HeKeNaHa peakiiud Ype3 HallMOHalTHA CHCTeMa 32 cho01aBaHe.

A3mreJIHHTENHA areHLUMA MO JIEKapCTBaTa
yn. ,Jdamad ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yeOcaliT: www.bda.bg

4.9 Ilpeno3apane

Ynorpebara Ha BUCOKH J03H YOBEIIKH NMPOTPOMOHHOB KOMIUIEKC € CBbp3aHa ChC CJTy4ad HA MHOKapACH
uH(papKT, IUCEMHHHMpaHa HHTpaBacKyJapHa Koaryjgonarus, BeHO3Ha TpoMbosa, 6enoapobeH
eMbonusbM. [lo Ta’ud npHuKHA B ciyvyall Ha Npeao3HpaHe € NMOBHIICHA YECTOTATA HA Pa’lBUTHE HA
TpoMOOeMOOIUUHHU YCIIOKHEHHA W INCEMHUHUPAHA HHTPABacKylapHa KOarynonaTus .

5. PAPMAKOJOI'NIYHA JAHHH

5.1. PapmMakoIHHAMHIHHE CBORCTBA

dapmakoTepaneBTHYHA Ipyra: aHTHXeMOpardiHH cpe/icTBa, YOBEIIKHM KoaryjJauHMOHHH ¢gaktopu 1X, 11
U X B koMOuHauua. ATC xon: B02BD01

KoarynauuoHuuTe ¢axtopu 1, VI, IX 1 X, KOUTO ce CHHTE3HpaT B YepHHA Jpod ¢ NMOMOIITA Ha BHTAMHKH
K. 3aeaHo uecto ce Hapuuat [IpoTpombuHoB Kommneke
T e——

@axtop Vil € npoeH3MM Ha aXTUBMpaHMA CepuH MporeaseH ¢aktop Vlla, ¢ kKoHTo gﬁgmwf‘mq_
BLHIIHHA BT Ha KPBBOCHCHpBAHETO. THKAHHHMAT dakTop - ¢akrop Vlla KOMI’I{‘?@‘S\ ACTIBHDA.
korynauuoHHuTe pakropu X U IX, npu kouro ce popMupaTr pakTopu Xa M [Xa. C poNafaz
AKTHUBHU3HpaHe Ha NpOTPOMOUHOBATA KoaryaallMOHHA Kackajaa npoTpoMOHHET ((akTo
H ce npeBpblUAa B TpPOMOHH. Upe3s aeiicTBHeTo HA TpOoMOHHA, GUOPHHOINEHET Ce NpEBp




KoeTo Boau a0 obpasyBaHe Ha TpoM0. HopManHoTO 00pa3zyBaHe Ha TPOMOMH € OT KM3HEHO BAXHO
3HavYeHHe 3a PyHKUHMATa Ha TPOMOOLATHUTE, KATO YacT OT IThPpBHYHATA XEMOCTa3a,

Usonupanusar Texcbk aeduumr Ha ¢paktop VIl Bogn g0 HaManaBaHe Ha GOpMHMpaHETO Ha TPOMOMH U
CKJIOHHOCT KbM KBPBEHE, TB/DKAIO Ce Ha HapywicHue B oOpasyBaHeTO Ha (OMOPHH M HapylicHa
TbpBHYHA xeMocTa3a. H3onupanuar aepvumt Ha dakrop [X € eaHa oT popMHTE Ha KIacHYecKaTa
xemopunua (Xemopunua B). M3onupanusat nepuuur Ha paxkrop |l unn X € MHOro pAaabK, HO B TEXKA
¢opmMa, npeAU3BUKBA CKIIOHHOCT KbM KBbpBeHe moacOHAa Ha Ta3u MpH KiIacH4YecKkata ¢opma Ha

xemoduns.

[TpupobuTHaT AePHUNT HA BUTaMHE K 3aBUCUMH KoaryJallAOHHH (akTOpH, ce HabJKoAaBa 0 BpeMe
Ha JIeueHHe ¢ AHTArOHUCTH Ha BUTaMHH K. AKO TO3H IePUUMT CTaHe TEKBK KaTO pe3yJITaT ce NposBiBa
TEXKa CKJIOHHOCT KBM KBPBEHE, XapaKTePH3HpAaUIO ¢ MO-4ECTO ¢ PETPONESPHTOHEAIHH WIH MO3BYHH
KPbBOH3THBH, OT KOJIKOTO IO MYCKYJIHH H CTABHH XeMoparu. Texkara yepHOApoOHa HEAOCTATHYHOCT
ChILO BOAH 10 3HAUYMTEIHO HAMAIIBAHE HA HHBATA HA BUTAaMHKH K 3aBHCUMUTE KOArynalHOHHY GakTopH
H CKIIOHHOCT KbM KBPBEHE, KOeTO obaue 4ecTO € B pe3ynTarT Ha KOMOMHAUMA OT HUCKATa CTErneH Ha
HHTPaBacKyJapHATA KOAryJjalii, HUCKHTE¢ HHBa Ha TpOMOOLIMTHTE, JePUUMTET HA KOATIYJIALMOHHM
WHXUOMTOPH U HapyilleHa GUOpUHOIU3A.

ITpUnOXEeHHETO HAa YOBEIIKHA NPOTPOMOMHOB KOMIUICKC YBEJIHYABA [UIA3MEHHTE HHBA HAa BUTaMHH K
3aBHCHMHTE KOAryJIallMOHHH (PaKTOPH M MOXK€ BPEMEHHO J1a KOpHrupa Ae¢eKkTa Ha KPbBOChCHPBAHETO
NPH NALMEHTH C AeOULHT Ha €IMH WIH HAKOJIKO OT Te34 GaKTOpH.

5.2. PapmMaKOKHHETRYHH CBOitCcTBA

Koaryaansonen ¢akTop IMonyxuBoT
Qaxrop II 40 po 60 yaca,
®aktop IX 16 no 30 yaca
®axtop X 30 no 60 gaca.

5.3. IIpeAKNHEEAYHA JAHHEH 32 (Ge30NaCHOCT

®dakropure B NpOTpOMOHHOBHA KOMILIEKC KOHLIEHTPAT ca ChCTABKA HA YOBELIKATA IU1a3Ma U AeicTBaT
KaTo €HAOTeHHUTE (PakTOpH Ha IPOTPOMOHHOBHA KOMILIEKC.

TecToBe 3a OCTPa TOKCHYHOCT €A CTATHCTHYECKM HE3HAUHMMM, ThHl KaTO IMO-BHCOKUTE J03H BOAAT A0
NpeToBapBaHe.

AsnurBaneTo 38 TOKCHYHOCT NPH MHOFOKPATHO NMPUIOKEHHE NMPH XKHBOTHH € HENPWIOKHUMO, MOPaaH
00pa3yBaHETO HA AHTHTENIA KbM XETEPONIOAKEH NMPOTEHH.

Hopu 1034, HAKONKO ITETH NMO-BUCOKH OT IIpenopbyaHHUTe JO03H HA KWIOTrpaM TErjo IIpH Xopa, He ca
NoKas3ajii TOKCHYEH e(eKT NMPH ONHTH ¢ KMBOTHH.

TeH KaTo B KIMHUYHATA NPAaKTHKa HAMA JAaHHH 38 KAHIEPOTeHEH WK MyTareHeH e(pekT Ha (baKTOpHUTE
Ha MPOTPOMOMHOBHA KOMIUIEKC, €KCNEPHMEHTAJIHUTE NPOY4YBaHHA, B Y4CTHOCT INPH XETEPOIIOXKHH
BHJOBE, HE Ce CUMTAT 34 3a/ILJDKHTEIIHH.

6. PAPMAILLIEBTUYHH JAHHH
6.1 CorchLKk HA DOMOINBHETE BelIeCcTRA

@paxon ¢ npax.:

Harpuer xmopua 162.0 mg
Harpuer uurpar 51.6 mg
[0 1%901%03) 92.6 mg




XenapuH < 250 1U (< 12,5 IU/ml)
AHTUTpoMOHH 11 < 2,51IU(< 0,125 IU/ml)

Dnaxon ¢ pazmeopumen.
Boaa 3a HHXeKUHH

6.2 HecbBMECTHMOCTH

YoBeIKUAT NPOTPOMOMHOB KOMIUIEKC KOHLIEHTpAT HE TpAOBa fAa ce cMecBa C APYTrH JICKapCTBEHH
NPOAYKTH.

TpsibBa ma ce H3MOMA3BAT CAMO BKIIOYECHHTE B OMAKOBKaTa HAOOpH, 3aIOTO JNEUEHHETO MOXKE Ja Ce
ONOpOYH, nopaan aacopbLmsa Ha koarylalMOHHHTe QAaKTOPHTE BBPXY BLTpEUIHATa MOBBPXHOCT HA
HAKOE JPYIro MEAHLIMBCKO H3OENHE 38 HHXEKLUA/ UHPYIHA.

6.3 Cpox Ha roanocT

3 rOHUHM.
Benwnik pasTBOpeH NPOAYKTHT TpAOBa 1a ObAc H3NQJI3BaH BeAHAra.
ITpoaykTeT He TPpAOBA 1A Ce U3ITOJNI3BA KO Cef] pasTBapAHe € MbTEH WITH C yTalKa.

6.4 CnenHanEH YCI0OBHS HA ChXpAHEHHAE

Ha ce cbxpaHdBa B XNaauiaHHK (Ha TeMneparypa ot 2° C no 8° C).

CopxpaHspaiite akoHa B KAPTOHCHATA OIMAKOBKa, 3a 1a o NMpeAna3uTe OT CBET/IHHA.
Ha He ce 3aMpa3sBa.

6.5 Bag B chALPKAHNE HA ONAKOBKATA
EnnH ¢dakoH ¢TBKIO THII | ¢ enacToMepHa Kanadka, KOWTO ChabpKa npax, ¢poTBeTcTBawl Ha S00 U

NpoTpoMOHHOB KOMIUIEKC; €1MH (J1akOH CTHKJIO THI | ¢ enacToMepHa kanayka Tl |, cpaspxai 20 ml
pa3TBOPUTEN M €IMH aNmUpOTeHeH, cTepwieH Habop 38 eaHoKparHa ynoTpeba, ¢BCTOAWL €€ OT
YCTPOHCTBO 32 NMPHUrOTBAHE HA pa3TBOpP, CIIPUHLIOBKA 3a HHXXEKTHpaHe W uriaa tin 6vrepdnaii ¢ PVC

TpbOHUKA.

6.6 Cnenmaine Npeana3nd MepPKH NPH m3XphLpiaane 1 pabora
PasrBapsHe HA OPAXA B PA3TBOPHTEJIA:

l. Pa3zTBOpHTENAT B THMOPUIM3MPAHKMAT Npax TpAOBa Aa ca cbe CTaliHa TeMneparypa;

2. Ta3u remnepatypa TpsOBa aa ce NOAIbpPKA NPE3 LUS/AUA NMPoLUSe Ha pa3TBapsaHe (MakcUMyM 10
MHHYTH)

3. OTrcTpaHeTe 3alUTHUTE KanaukH OT (PIAKOHHTE C NMpaxa H pasTBOPHTENS;

4. IlourcTeTe MOBBPXHOCTHUTE Ha 3AIMYLIANKUTE Ha ABATA (UIGKOHA C AJIKOXOJI;

S. OTBOpeTe ONaKOBKATA Ha YCTPOUCTBOTO 3a [IPUIOTBAHE HA PA3TBOP, KATO OT/ICIMTE Karaka,
BHMMABAKTE J]a HEe NOKOCHETe BLTPEIUIHATA HacT (PHr. A);

6. He uzBa:xxknanTe yCTPOACTBOTO OT OMAKOBKATA;

7. OO0BbpHeTe KyTHATa Ha YCTPORCTBOTO HANOMY M BKapaiTe IiacTMAacoBaTa Mriia npes

3aylIaNKaTa Ha (akoHa ¢ pa3TBOPHTEIA, TaKa Y€ CHHATA YacT HA YCTPOHCTBOTO Ia ¢€ CBBPKE KbM
tiakoHa ¢ pasreopurens (¢ur. B);

8. XBaHETE 34paBO ONAaKOBKATA HA YCTPOMCTBOTO 3a KpaullliaTa ¥ ¢ U3AbpriBaHe ocB0obOOA
ycTpoHcTBoTO 6€3 ga ro aokocsare (gur. C);
9. Yeepere ce, 4e PIaKoHBT C IMpax € MPUKPENEH CHIYPHO KbM pa3TBOpHUTENA; 00b
CUCTEMATA HaJA0JY, Taka 4¢ (PJIaKOHBT C pasTBOPUTEJIA A € B ropHaTa 4acT Ha yCTpPOHCT
HaTUCHETE NMpo3payeH/6enua afanTep BLPXY 3amyllaikaTa Ha ¢akoHa npax, Taka 4ye
IU1IaCTMACOBATA HIJTaJa IPEeMUHABA NMPe3 3anyLiaNkaTa Ha ¢JlaKkoHa npax; Bakyyma BbB
Nnpax Hie U3TENTH pPa3TBOPUTENA aBTOMATUYHO BLB duiakoHa (¢ur D.)




10. Cne npexBbPJSHETO HAa pa3TBOPHUTEIA pa3BUIMTE CHHATA YacT Ha CUCTeMaTa 3a TpaHcdepa,
KbM KOMTO € npuKperneH ¢JiakoHa ¢ pa3TBopuTe, U A u3Baaere (¢ur E.);

I 1. BbpreTe BHUMaTENHO (pjlakOHa, AOKATO MpaxbT C€ pa3TBOPH HambaHO. He pa3kiaianTe
¢nakoHa eHepruyHo, 3a Ja ce u3bertHe obpasyBaHeTo Ha nsHa (¢pur F.):

VYBepeTe ce, 4e nMpaxsbT € HaMbJIHO pa3TBOPEH, B MPOTHBEH CJIy4ya uie umare 3aryba Ha akTUBHOCT Ha
NMpoOJIyKTa

Ouz. A duz. B
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]
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Quz. C ®uz. D

Due. E Duz. F
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HayuH HA NpHJIOKEHHE HA PAa3TBOpA
Pa3rBopbT TpaOBa ga € OUCTHP WU JIEKO OMNAaJIECLIEHTEH.

IIpenu na 6bae NpunokeH, pa3TBOPeHUs NMPOAYKT TpsaOBa 1a Obae orjieaaH 3a Hepa3TBO
WM NPOMEHHU B uBeTa. He u3non3paiiTe pa3TBOpU, KOUTO ca MbTHHU U1K UMAT yTakKa.

l. BkapaiiTe Bb31yX B CNIPHHLIOBKATA 4Ype3 M3AbPIBaHE Ha OyTanoTo, CBBPKETE A K’
YCTPOHCTBOTO M BKapaWTe Bb3AyX BbB (pj1akoHa ¢ npaxa, B KOWTO c€ HaMHpa MpUroTBEH



(bur. G);

2. KaTo nppxuTe OyTanoTo HEMOABHAKHO, OOBPHETE CUCTEMATA TaKa, Y€ (PJIaKOHa C
MPUIOTBEHMS Pa3TBOP Jia OTHJE OT ropHaTa CTpaHa Ha YCTPOMCTBOTO M U3TErJIETE KOHLIEHTpATa B

CIIpUHIIOBKAaTa ¢ 6aBHO uW3abpnBaHe Ha OyTtanoTto (¢pur. H);
3. MaxHeTe CIIpMHLIOBKATa 4Ype3 3aBbpTaHe 00paTHO Ha YaCOBHUKOBATa CTPEJIKa:

4, OrnepaiiTe pa3TBopa B CIIPMHLIOBKATAa, TOM TpaOBa Aa € OMCTBHP WM JIEKO OMNaJieCLiEHTEH, 0e3

YaCTHULIH:
- [Tpukadere uriara Tun ObTepdJiaii KbM CIIPUHLIOBKATA M BJIMBaiTe WM OABHO MHXKEKTHpaWTe

HUHTPAaBCHO3HO.

QPuz. G Duz. H

Cnen kato (p1akOHUTE ca OTBOPEHH, ChABPKAHHUETO UM TpsAOBa 1a ce U3MnoJ3Ba He3abaBHO.
['0TOBUAT pa3TBOp, NPEXBBLPJIEH B CIIPUHIIOBKATa TpAOBa Ja ce U3Mnoa3Ba He3abaBHO.

Heu3non3BaHUAT JIEKapCTBEH NMPOAYKT WM OTNAJAbYHUTE MAaTEPHAIIU OT HEro TpAOBa a Ce U3XBBPJIAT
B CbOTBETCTBHUE C MECTHUTE H3UCKBAHHUA.

7. IPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA
Kedrion S.p.A.
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Barga (Lucca), Uranus

8. HOMEP HA PABPEILIEHUETO 3A YIIOTPEBA
20040521
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10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

02.2025




