KPATKA XAPAKTEPHCTHKA HA HPOIVETA
MUHICTEPCTBO HA 31PABEONA3BAHETO
MpuAoxtshze br

paspeworiite 3a ynorpeba e ). L’bg‘{\ Mo Bl06r -
2. KoJqugecTBeH H KAYECTBEH CHCTAB A’@ / {;/.' 07’ Oé

FRAXIPARINE cvaspixa pa3TBop 3a HEXKEKTApaHe HA rradroparin-ealcitiins
xoEnerTpanmt 9,500 anti-Xa IU Ph.Eur./ml B
* peBapRTEHO HAWEITHEHH CIPHHIOBKH, KAKTO CIE/Ba:
- 0,2 ml paztBOD, exBHBancHTEH Ha 1,900 anti-Xa IU

1. THproeciko AMe Ha JeKAPCTBEHHAA NPOAYKT
FRAXIPARINE™

- 0,3 m] pa3TBOp, eKBEBaANICHTEH Ha 2,850 anti-Xa IU
- 0,4 ml pa3TBOp, exBuBaNeETeH Ha 3,800 anti-Xa IU.
*» pasrpadeHH IpeaRAPUTENHO HABIIHEHH CIPHHNOBKY, KAaKTO CIeBa:
- 0,6 ml pazrBOp, exsusaneHTeH Ha 5,700 anti-Xa IU
- 0,8 ml pasrBop, exBuranerTeH Ha 7,600 anti-Xa IU
- 1,0 ml pa3TBop, exsmBanerTeH Ha 9,500 anti-Xa TU.

3. JlexapcTBena popma

PasTBOp 332 HHXKEKTHpaHE.

4. Knuspauy JaHAEH

4.1. lokazamusa
FRAXIPARINE (Nadroparin calcium 9,500 anti-Xa IU/ml)

» [TpodmraxTarka Ha TooMOeMboIYHH 32001 IBaHHd;
- CBBHp3aHH ¢ 00IMa Wi OPTOIEAHYHA ONEPATHBHA HETEPBEHIHS

- TpH BHCOKO PHCKOBH IAIHEHTH (IEXaTeHa Be0CTATEIHOCT H/IWIH
wH(EKEI Ha JAXaTeNHrTe IFTAME B/AAH CEPIEIHA HEAOCTATEIHOCT),
JeKYBaHH B HHTECH3UBHO OTACICHHE

» JJeueHTE Ha ThoMGeMO0IEIHN 3ab0NIBaHAS

x [TpenoTBpaTsABaHe BEa KPEBOCECHPBAHETO B eKCTPAROPHOPAIHES KPET IT0 BpEME Ha
XEMOTHATIA3A.

» Jleuenpe Ha HecTabwnHa anTHHA B HEGApKT 6e3 Q-356el.

4.2. Jlo3mpoBKa H HAYHH HA yHOTpeda

Tpsabsa ga ce 00bpHE 0cO0EHO BHEMaHME Ha CrenA(HIErATe HHCTPYKIIHHE 32 JOSHPAHE 33
BCAKA OTASIHA MapKa HUCKOMOJIEKYJICH XenapyH, Thit KaTo 32 H3pa3sBaHe Ha JO3HTE ce
H3MOIBBAT Pa3HIHy MEPHA eAHHANH (MeXAYHapOIHH ¢AAHANE Wik mng). Ilopanu Tasn
mpaauHa Nadroparin He TpsaOBa Aa ce 3aMeHs ¢ ApYTH HACKOMOJISKYJIHY XelapHHH II0 BpeMe Ha
negerAeTo. OcBeH TOBa TpAOB2 Jja Ce H3IIOA3BA MPOAYKT ¢ XIOAXOIAINA KOHIEHTpaHs Ha
nadroparin, TeH kaTO KOHIIEHTPAIHATA € OT 3HAYCHHE 32 PEeXHAMA HA IO3HPIHEE

PasrpadenwTte CIPAATIOBKY C4 NpefHA3HAYEHN 34 CI[y9aHd, KOTaTe
Ha J03aTa COpsIMO TEECHOTO TEXJIO.

Nadroparin Ee € npefHa3sHa9EH 32 MYCKYJIHO JIPHAOKESHUE.

TTo Bpeme Ha negeHe ¢ nadroparin TpaOBa Aa ce mpoceAaBa
(6usic Cneyuanuu npedynpescOenus U Mepxu 3a ynompeba).




Texnuxa na nOOKONCHO UHMCEKMUpAane:

ObugaifEoTO MICTO 33 HEDKEKTHpAHE € OT ICHATA WK OT JIBaTa CTpaHa Ha KOpeMHATA
crera. Kato antepHaTrBa Moxe Jia ce H3m0i3Ba i OexpoTo. Ilpean HmkxeKkTApaHe ¢
IIpeABAPUTENHO HaUbIHEHNTE COIPHHI(OBKY He TPAOBa 1a ce W3MycKa BE3AYIIHOTO MeXypde, 3a
Jia He ce 3aTy0n 3acT of pasrsopa. Mriara Tpabea Aa ce BKapa NepIeHIHKYASIPHO B 33XBAHATA
KOJKHA I'BHKa, KOSTO C& JXBPIKH HEXHO, HO 3ApaBo O Kpad Ha WEXKEKTHpaHeTo. MacToTo Ha
OpHIIOKeHHAe Ha HIDKEKIMATA He TpabBa Ja ce pa3TpHBa.

IlonynanpoHHH rPynHA

» Br3pacTHH HallMedTH
MPOPHITAKTHKA HA TPOMBEMBOJHYHY 3ABOJIABAHAA

- 00U It ONEPAMUSHI UHINEPECH YU

TIpenopsamTennara Jo3a nadroparin e 0.3 mi (2,850 anti-Xa IU), nprnoxera
OOAKOKHO 2 0 4 Jaca Ipe I HHTEPBEHIHASATA K IO BeIHEXK AHEBHO B CHE(BAIIUTE HAKOJIKO AHH.
Jlegeruero TpaOBa Aa IPOABIDKHA Hall-MaJIKO CEAEeM JHA, KaKTO B IPe3 [eHsI PHCKOB IEPHOR
BKJIXOIHUTENHO B B aMOyIaTOPHY YCIOBHS.

- opmonedudHU onepayuy

Nadroparin ce nprrara IOIKOXKHO, KATO J03aTa €& ONPEAEII COPSIMO TENECHOTO TETHO
0 AafenaTa mo-noiy Tabmama. Tosa ce ocHOBaBa Ha TapreTHa 103a ot 38 anti-Xa IU ma kg
T.T., KOATO ce IoBMmaga ¢ 50% Ha 9eTREPTHS IocToNepaTABeH AcH. Hauanmara fo3a ce
mpunara 12 gaca npefonepareBHO B 12 gaca cief Kpas Ha ollepamuara ce IpHAiara BTopa J034.
Cren ToBa IIEYSHHETO HPOABIKARA C HHMKEKTHPAHe BeIHEXK JHECBHO IO BpeMe Ha PHCKOBHS
MEPHON BKIIOYATENHO U B aMOyIaTOPHE YCHOBHA. MyHAMAaTHAST Hepuo Ha AedcHue ¢ 10

JHH.

12 h ipenu ¥ cJiem onepauHs N MOCE BEAHBK o
TelleCHO TErko JHEBHO N0 TPETHA IE€H NOCTONEPATHRHO T 9€TELPTHA A€R CJIEA OnepanHATa
(kg) HrxkexkTHpaHo Anti-Xa U HHxexTHpaHO Anti-Xa JU
Koaagecrso (mi) Koaa=gectBo ()
<50 0.2 1,900 0.3 2,850
50-69 0.3 2,850 0.4 3,800
=10 0.4 3,800 0.6 5,700

- GUCOKO PUCKOBH HAWUCHNI 8 UHIMEH3UEHO Omdenenue (OUXamenna HedoCHanre tHocm
w/unn wHGERUUA 1A OUXAMETHIME RYMUMA WURN CoPOeuRa nedocmamvanocn)
Nadroparin ce npriara DOAKOXKEC BEAHBK AHeBHO. Jlo3aTa TpabBa Aa ce onpeRenH

CIIPSMO TEIECHOTO TEIIO 110 AafeHaTa no-gony Tabmuma. Jlesernero Tpabea fa IPOABIDKE HO
BpeMe Ha epwoza, PACKOB 3a Pa3sBHTHE Ha TPOMOeMOOIH3BM.

Tenmecno Terno Begunsx ZHEBHO
kg) HEXeKTHPaHO KonnyecTeo (ml) Anti-Xa IU
<70 0.4 3,800
>70 0.6 5,700

JEYEHWUE HA TPOMBEMBOJHYHH 3ABOJIABAHNA

IIp= neyerue Ha TpoMObeMOomIaHATE 3260/IMBamws TPAOBA BE3MOMKHO Hal-paHO Ja ce
3a09HE HepOPATHA aHTHKOATYIAHTHA TEPAIIis, OCBEH aKko TOBA He € IPOTHBOIIAKA3aHO.
[panoxkerreTo Ha nadroparin He Tps6Ba Aa ce OPeKECBa, JOKATO HE C& JOCTUTHE XKeIaHaTa

croifHocT Ha mpoTpoMbHEOBO BpeMe/INR (MexIyHapogHO CTaHAAPTHIHPAHO

gaca), 0OHKHOBeHO 3a mepuok oT 10 xun. Mlo3ata Tp:AbBa ja ce ompene.
TErJIo 1o JajeHaTa I0-A0iy Tabiuma, Kosara ce 6a3Hpa Ha TapreTHa I

TEICCHO TCIJIO.

IHEHHE).




TeiecHO TEMI0 JiBa e TH AHeBHO, 00RKHOBenHo 3a 10 aun
(kg) HuxekTHapano konudecrso (ml) Anti-Xa 10
<50 0.4 3,800
50-59 0.5 4,750
60-69 0.6 5,700
70-79 0.7 6,650
80-89 0.8 7,600
=90 0.9 8,350

IMPEAOTBPATABAHE HA KPHBBOCBCHPBAHETO B EKCTPAKOPIIOPAJTHI A
KPBI' ITIO BPEME HA XEMOJIWAJIM3A

3a mpeanassage OT KPBROCHCHPBAHE II0 BpeMe Ha XeMoIdamiza A03aTa Ha nadroparin
C¢ ONTHMH3HPA 32 BCCKR NAIHEHT II0 OTHLING, KaTo ce B3AMAaT IpeIBr B TeXHAIECKATE
YCIIOBHS Ha H3MBIIHCHAE Ha AHAIII3ATA,

Nadroparin 06EKHOBEHO ce IpHIara KaTo e{HOKpaTHa A03a B apTepHAHATA JIMHUL B
HauajIoTO HA BCSAKO Arammsupane. IIpy nannenTH 6e3 IOBUIIEH PHCK OT KEPBEHE CE
TPEeHOPEYEAT CIeAHUTe HAYaHA JO3H, KOHTO CE OIPEREIIIT CIPAMO TEIIECHOTO TETTIO0 H
OOHKHOBEHO ca JOCTaTHYHH 3a 4-9acoB ceanc:

HHxexTHpa ce B APTEPHANHATA JIHHHA B HAYAJ0TO HA AHAJIH3ATA
TenecHo Terio (Kg)
HnrxerTHpano konudecrso (ml) Anti-Xa IU
<50 0.3 2,850
50-69 0.4 3,800
=70 0.6 5,700

IIpH manreHTy ¢ HOBUOICH PHCK OT KEPBeHe TP10Ba Ha ce IPIICKH HOJIOBHHATA K032a.

IIpu ceaHC IO-IBIIET OT 4 Jaca, MOXe Ja ce AaAe AONBIHATENHO eJHA MO-MalKa 1032
o BpeMe Ha guamazara. Jlo3ara 3a ciefBamuTe JHANTH3EN CeaHCH TpsOBa fa ce OIpeAcHH
criopex Habmonasanus edeKT.

ITanmenTuTe TpaOBa Ja ce HaOMOJABAT IO BpeMe Ha BCEKH JHAH3EH CEaHC 3a
IPH3HAIN Ha KHpBeHe WV CECHPBaHe B JHANA3HHSA KPBT.

JEYEHHE HA HECTABHJIHA AHTHHA 1 MUOKAPJAEH UH®APKT BE3 Q
3LBEI]

Ipenoprasa ce nadroparin fa ce NpHEIara WOAKOXKHO ARa THTH JHEBHO (Ha BeexH 12
gaca), OOHKHOBEHO 32 HEPHOX OT 6 Juy. B KIIMHWYHY H3NHTBARKS IPH TAIHCHTH ¢ HecTaOMIHA
anTWHA H HHQapKT Ha MAOKapxa 6e3 Q 3s0em, nadroparin e mpHfiarad KoMOHHAKNPAHO ¢ ACEPHHE
B J103a 70 325 mg OJHEBHO.

Hauangara m1o3a ce mpuiara kato Gonyc i.v., a cuegBalmuTe JO3H CE& HEDKEKTHpAT
moaxoxHo. Jlozara TpsabBa Ha ce Ompeeld CIPsMO TEIECHOTO TErNO II0 AaAeHAaTa HOo-I0Iy
tabnua, KosTa ce 0asHpa Ha TapreTHA A03a oT 86 anti-Xa IU Ha kg TenecHO TErmo.

Temecno rersio (kg) |  Havanes iv. Goayc TMoaro:KEa HHKeKIHS Anti-Xa IU
' (na Bcexn 12 yaca)

<50 0.4 ml 0.4 ml 3,800
50-59 0.5 ml 0.5 ml 4,750
60-69 0.6 ml 0.6 ml 5,700
70-79 0.7 ml 0.7 ml 6,650
80-89 0.8 ml 0.8 ml 7,600
90-99 0.9 ml 0.9 ml o 8,550
> 100 1.0 ml 1.0 ml ' '




* lena H IOHOINA
Nadroparin e ce Ipenopb4Ba 3a MPAAOKEHAS HPH JACNA K IOHOIIM, ThH# KaTo HIMa
JOCTaTHYHO JaHHH 32 edEKacHOCTTa H 6e300acEOCTTa Ha IPENapaTa, 3a Ad ¢ OIpeAein
JO3ApPaHETO MY YIPH ITal@eHTH Ha Bh3pacT nox 18 rogwed.

» [TamEenTH B HANPEAHAI2 BH3PACT
Ipy nanpeHTH B HAIPEIHANA BH3PacT He ce Hajlara poMsiHA Ha 103aTa, OCBeH B CIyUanTe
Ha HapymeHa Os0peura dyaxmua. (8mxk [layuenmu ¢ Hapyuiena 6vopeyna GyHxyus o-IoNy |
5.2. @apmaxokunemuyny ceoticmada).

= [TanmenTH ¢ HapymeHna 0L6pevna pyRkuusa
ITPOPUITAKTHKA HA TPOMBEMBOJUYHHUTE 3ABOJIIBAHH A

ITpr maguenTH ¢ JIEKO KO yMEpeHo HapymeHue Ha Ob0peunara QyHKIRST (KpeaTHERHOB
KIMPBHC ITO-BHCOK MM paBeH Ha 30 ml/min 1 mo-AucEk oT 60 ml/min) Ha mpodrmakTHIHO
negerwe ¢ nadroparin, Be ce Hajlara HaMaiIiBase Ha fo3aTa (6uoic 5.2. Papmaroxunemusny
ceoticmga). IIpn manuenTy ¢ TeXKO Hapymenne Ha 6s0pednara QyHKmES (KpeaTAHAHOB
KIHpBHC NO-HucEK 0T 30 ml/min} no3ata Tpsabea na ce Hamaim ¢ 25% (6uoic 4.4 Creyuannu
npedynpescOenus U CReyuanty HpeoOnasHy Mepru npu ynompeba u 5.2. Oapmaroxunemuyru
ceolicmea).

JEYEHHME HA TPOMBEMBOJWYHU 3ABOJIABAHWS, HECTABH/IHA AHTHHA
A MHPAPKT HA MUOKAPJA BE3 Q 3BBEILL

IIpu manmerTH ¢ IeKO 0 yMepeHo Hapymerne Ha Os0peasara GyHEKIMs, DpHeMamy
nadroparin 3a tedeHHEe Ha FOPHUTE 3a00IBaHAS, 103aTa TPAOBa Aa ce HaMaiH ¢ 25%.
Nadroparin e HpoTHBONOKA3aH ITpY TANWEHTH ¢ TEXKO HapymeHHe Ha 6s0peunara pyHEKms
(8usic 4.4 Cneyuanuu npedynpesicoeHus U CREYUANHY NPEOnasHy MepKku npu ynompeba u 5.2.
DapmaroxunemuyHy ceolcmeay.

* [TanuenTH ¢ HapymeAa YepHOAPodHa GPyBKIHES
He ca npopexxnanml B3MHTBAHNS NPH HANEEHTH ¢ HapyIICHA YePHOAPOGHa QyHKITT.

4.3. IIpormBomoka3zaBHs

Nadroparin e mpoTEBOINOKa3aH B CISAHMTE CIIYIAH:

- CBpEX4yBCTBHTENHOCT KbM nadroparin WM KBM ApyTra OT CBCTABKHTE Ha
JIEKAPCTBEHHS IPOAYKT

- AHaMHeCTHYHE HAHHH 32 TpoMOomaToneHws npH ynorpeda Ha nadroparin (uowc 4.4

Creyuannu npedynpescOenus u cCreyuaniy npednasHy MepKu npu ynompeoa)

- AKTHBHO KPbBOTEUEHNE FIK IIOBHICH PHACK OT IOABATA HA KPHBOH3HHB, IODaTH
HapymeHAdI B XeMOCTATHIHATE MEXaHA3MH (¢ H3KIOYeHAe Ha ANCEMUHUpPaHa HHTpaBacKylapEa
KOaryJanysd, KOATO He e IpeIH3BAKaHa OT JIEUCHUE C XCIIapHH)

- Opranp4ey fie3nH, CKIOHAY KbM KbpBeHe (HallpHEMED aKTHBHA EIITHYHA 5I382)

- XeMoparmaeH nepeOpoBacKynapeH HHIHACHT

- OcTep aHpEK#03eH eHI0KAPIUT

- Texxa 656peyHa HEAOCTATHIHOCT (KpeaTHHREOB KMpEHC < 30 ml/min) npn nanpeETH
Ha JIevcHHe 32 TpoMGemOomnuny 3a00/IBanns, HecTabMiIHa aHTHHA H HE(apKT Ha MAoKap/a Oe3
Q 386en.

4.4, CpoenuajnHu nNpexynpexAeHAs H CIICNHANHA Npean
4.4.1. Choenmajnay nNpexynpexAeHAN

= TpomGonaTONCHHSA




ITopags BB3MOKHOCT OT DA3BHTHE Ha IPEAHU3BHKAHA OT XEIApHH TPOMOOIHTONEHHS, 1O
BpeMe Ha Kypca Ha JiedeHre ¢ nadroparin perymapHo TpsabBa Aa ce Ipocnessgsa SposT Ha
TpoMbOIHTHTE.
Ha6mrogagasy ca H30IWpaHy CIIyIal Ha TpOMOOIATONEHNS, KOATO € IIPOTEKIIA TEHKKO
OpE HIKOH OT IalieHTATe. Te Moxe fa ca CBBpP3daHE ¢ apTepHalHa HIH BeHO3HA TpoMbOo3a.
Takapa auarHo03a TpsAOBa J1a ce AMa OpeHBYA IPH CISTHATE CIIYyYaH:
- TpombomuroneHus
- Besko 3paunTeNHO HaMmaneHne Ha Opost Ha TpoMmbommtaTe ¢ 30 — 50% ot
HAYAIHOTO HHBO
- Bomapare Ha CHOIECTBYBaIja TpoM003a IO BpeMe Ha JISIEHHETO
- Tpom0o3a, pa3BHia ce IIO BpeMe Ha JICICHHETO

- JuceMmHMpaHa HHTpaBacKyjlapHa KOaryIamus

IIpu Te3u cirydaw JegeHRETO ¢ nadroparin TpaOBa fja ce IpeKECHE.

BepoarHo Te3n ¢ekTH HMAT AMYHO-ANEPrHded XapakTep H Hpy Cilydall Ha IEPBO
JlegeHne ce HabIImOMaRaT IMIaBHO MeXAY 5-TH H 21-BHE JeH Ha TepamHdTa, HO MOraT JIa C¢ IOSBAT
¥ MHOI'O TI0-paHo IIpH aHaMHE3a 33 XeapHH-CBsp3aHa TPOMOOUETOIeHAS.

IIpw anHaMHeCTHYHY HaHHY 32 TPOMOOIHUTONCHHUS, Pa3BHiIa Ce NPH IPHEM Ha XCIIAPDHH
(cTaEmapTeH WK HECKOMOJNEKYIEH), 3a ledeHne ¢ nadroparin Moe Aia e M¥CIIH CaMo, KOTaTo
HPHIIOKEHASTO Ha XeNapHH € HallOXKHTENHO; IIPH TE3H CAydaH TpaOBa Aa ce MPOBEXKIa
BHHMATEHO KIMHAYHO HabIMoZieHve 1 OlleHKa Ha Opos Ha TpoMOOTHATHATE Hali-Maiko BEAHEXK
maaeeHO. IlpH mosBa Ha TPOMOOIHTONCHRA IedeHAeTo TpabBa Aa ce NpeKsCHe He3a0aBHo.

IIpu pa3sBuTHE Ha TPOMOOHHTONCHS IIPH JIEIEHAE ¢ XEIApHH (CTaHAapTeH HilX
HHCKOMOJIEKYNIeH) TpAOBa J1a ce MHCIIH 33 3aMsHaTa My ¢ aHTHTPOMOOTHIHO JIeKapcTBO OT APYr
KiTac. AKO TaKbB JIEKAPCTREH HPOAYKT HE ¢ HalWdeH, a IPHIOKCHUETO Ha XeIIapHH €
HAJIOXKHTENHO, TO MOXKE /A ce IIPElIeHN 3aMaHa ¢ ApYT HECKOMONEKYNEH XelapHH. B Te3n
Cliydam TpaOBa a ¢e NpoBeXa MOHATOPHAT TI0HEe BeNHEXK JHCBHO H JIeIeHNETO Ja CE IPEKECHE
BE3MOKHO Hali-CKOpO, THH KaTo ca pabmofaBaHH cIydad Ha IPOAGIDKABALNA B CIIEH 3aMIHaTa
HaganHa TpoMmbonuTonernd. (6. 4.3. IIpomusonoxasarnus)

In vitro TecToBeTE 3a TPOMOOIUTHA arperanys ca ¢ OrPAHrIeHO 3HAYCHAS [IPH
JHArHOCTENEpaHEe Ha TpOMOOIHTONCHAS, IPeIH3BAKaHA OT XCIIApHH.

= Ha]IHEHTH B HANpCAHAMA BB3paACT
ITpenopsarTENHO € Aa ce m3cne/Ba OE0peuraTa (PYHKIHS IpeIy 3a004BaHe Ha AcUcHue
(sac. 4.3. IIpomueonoxasanus).

4.4.2. CuenmanHda MepKH

Nadroparin Tp#6Ba Ja ce npuiiara BHAMATENHO IIPH CICIHATE CIIydaH, ThH KaTo NPH TIX
MOJKe Jd € TIOBHMIIEH PHCKET OT K6PBEHE:

-  YepuoapobHa HENOCTATHIHOCT

- bubpegno yepexnane (gawc.. 4.2. JJosuposka u nauur ua ynompeba, 4.3.
IIpomugonorazanus u 5.2. @apmaxoxunemuyHu ce0ticmea)

- Texxa cTeneH Ha apTepHANHA XHIESPTOHRS

- AnaMHe3a 3a IeNTHIHA J3BA WIK APYTH OpTaHWIHH Jie3HH, CKIIOHEA KM KbPBEHe

- CrppoBH HapyIICHUS Ha XOPHOHASA U PeTHHA

- Io BpeMe Ha 110CTONEPATHBHES EPHON cIef Ollepanyy Ha I'IaBHAST MO3EK,
rpeOHATHAS MOBK ANY OJHTE

= XAnepKajaHeMust

XenapEEBT MOXKe Jia IOTHCHE HaAOBHOpednara cexpe RHENKOETO )8
JIOBENIO JIO XATEPKANUEMHAS H TO IIABHO IIPH HAllACHTH ¢ NOBH! eBH H 33 Ha Kanmst
HITH IPH PHCKOBH 34 IIOKaYBAHE Ha INIa3MeHHs] KAIHHA HalHe 'g,}i §ng\‘apeﬁ mmaber,

=
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xpormr"Ha 656peyHa HEZIOCTATHYHOCT, IpeAlIecTBama MeTaboIHTHA aly032, KakTo H
TaAeHTH, IPAEMamlHd JIeKapeTBa, KouTo nosmmasar Kanis — ACE maxwuburopn, HCIIBC u p).
PHCKBT OT pa3sBUTHE Ha XuIlepKajHeMAs ce IIOBUIIaBa B TeYeHUe Ha TepalmsITa, HO
0o6HKHOBEHO € 06paTuM.
IIpu prCKOBHETE MaNHeHTy TPAOBa Jia ce IPOCIeAsIBaT MIa3MeHATe HABA Ha KaJHs.

» CrmHAJHA/eNRAYPAIHA AaHeCTe3HA/COMHAINA MYBKIAA U ChIbTCTBANM
JIEKApCTBA

PHCKET OT CIIHHANHA/CIHTYPATHA XEMATOMH C€ IIOBHIABA IPH IOCTaBIHETO HA
SNUYpPANHA KATETPH B IpH eJHOBPEMEHHOTO IPWIOXKeHNe HA nadroparin ¢ ApyTH IeKapcTsa,
KOHTO MOBIIABAT XEMOCTA3aTa KATO HECTEPOH/IHY IPOTHBOBL3NAMTEIHN CPEZCTRA,
TpOMOOIUTHA ARTHATPEFAHTH KK APYTH aHTHKOATyIaHTH. PHCKST ce IOBHINaBa H IPH
TpaBMaTHYHA MM JeCTO IIOBTAPAIIH Ce eITH Y paIHI/CIIMHATHE Iy HKITAH.

ITopaau Ta3y IpW9IHHA KHM €HHOBPEMEHHOTO IIPOBEXIaHe Ha O10Kajia Ha NEHTpajHaTa
HepBHA CHCTEMA H aHTHKOATYJIAHTHA Tepamds TpsOBa Jia ce IPHCTEHIN e BHUMATETH]
HHAABANYAHA OIIEHKa 32 IION3HTE B PHCKOBETS NIpH CIIEHATE CIryqau:

- IPH TIANHAEHTH, IPEMUHEAIY KypC Ha JISYSHHE C AHTHKOATYIAHTH, OIZHTE OT

IeBTparHOHepBHA ONOKana Tpa6Ba BHUMATENHO Aa ¢ CBIIOCTABAT C PHCKOBETE;

- [IpH TafMAEHTH ¢ HACPOUeHa IIaHOBA OIIePaIlis ¢ HePBHOMYCKYJ/IHA OH0Kaza ON3HATE OT

AHTHKOATYJIAHTHATA Tepannas TpA0Ba BEUMATENHO a ce CHHOCTABAT C PHCKOBETE.

Ilpm marweHTH ¢ BanpaBeHa TyMOaiHa NyHKIE BIIH ¢ IPHIOXKeHa CIIHHANHA HiH
eNMARypaiHa aHecTe3x Tps0Ba a ce H39aKa OCTaThYHO ABIBT ISPHOH OT BpeMe IIpelH
HIKeKTEpaHe Ha nadroparin ¥ BKapBaHeTO/H3KapBaHETO HA CIHHAIHNY eITHAYPaIHAT KATETED
WM Ha ATyaTa.

TlammerTHTE TPsAORA 9ECTO JIa CE CHSHAT 32 II0sABaTa Ha IPH3HANE H CHMIITOMHE Ha
HEBPOJIOTHYHO HapyIieAHe H IIPY YCTAHOBSBAHE Ha TaKoBa TPAORA Ja ce 2alodune He3abaBHO
JeYeHne.

» CanuueiAaTH, HeCTEPOUAA MPOTHBOBH3NANATE/IHH CpeAcTEa B TPOMOONHTHA
aHTHArperaHTH

IIpu mpodrIaKTAKATA H JIEYCHAETO Ha BEHOIHATE TpaMOeMOOnIHE 3a00BaHYS K IIpH
mpeAna3eafe 0T KPFBOCHCHEPBaHe 110 BpeMe Ha XeMOAHaIA3a He ce IPenophiBa
€IHOBPEMEHHOTO IPANCKEHNE Ha nadroparin ¥ acIIupHH, APYTH CANHITENATH, HECTSPOMTHA
OPOTHEBOBL3NANHTENHE CPEACTBA H TpoMOOINTHY aHTHATPETaHTH, Thil KaTO TOBa MOXKE Aa
IIOBHINY PHCKA OT KbpBEHE. B ciyuaif, e TaxaBa xoMOHHamw ¢ Hem3bexxHa Tpabra Aa ce
IPOBEXAa BHEMATEIHO KIBHAYHO H OHOIOTHIHO MORHTODHpaHe,

B KIMHAYHA W3NHTBAHAS] NpH JicYeHNe Ha HecTaOwiHa aHTHHA H MHOKApJIeH HEQapKT
6e3 Q-3nher nadroparin e npunaran B koMOmHanms ¢ 325 mg acimpHH JHEBHO (gc. 4.2.
Hosuposxa u nayun na ynompeba u 4.5. Jlexapcmeenu u Opyeu 83aumodeiicmeus).

4.5. JlekapcTBeHH H APYTH B3aEMOACHCTBHSA

Nadroparin Tpsa6Ba 1a ce npEnara BHAMATETHO [IPH HAWEHTH Ha JIe4eHre ¢ IEPOPATHH
AHTHKOAryJIaHTH, CACTEMHH IHOKOKOPTUKOCTEPOUH H ieKcTparu. [IpH 2anodsane Ha
AHTHKOArYJIAHTHA Tepallis IPH NIAHeHTH Ha nadroparin, JederreTo ¢ nadroparin TpsabBa fa
IPOBIDKHE JI0 CTa0UIHM3APaHe IO XelaHATe CTOHHOCTHTE Ha mpoTpoMOHEOBOTO Bpeme/ INR .

4.6. bpeMeHHOCT H KbpMeHE

@epTRIATET
Hsma xHHATHA OpoyIBamii 3a edekTa Ha nadroparin B6pxy

BpemenHoCT
[Ipoy4pannsiTa, IpPOBEKEHN BEPXY XKHBOTHH, HE €A IIO
(heToTOKCHUEH eheKT. BEIIpeKH TOBA, KIIMEAIHATE JAHHH 32



IIpH OpeMeHHH XeHH ca orpaHnyeHy. [Topanu Tasu npuamnaa yrorpebara Ha nadroparin mo
BpeMe Ha OPeMeHHOCT He ce MPeNophyBa, OCBEH aKO TEPANeBTHIHATA 11033 He IPEBHIIABa
BB3MOKHHASL PHCK.

Kbpmene
JarenTe 3a exckpenuaTa Ha nadroparin B MAHIHHEOTO MILIKO ¢4 OTpaHH9eHH, IOpafn
KOeTo He ce IPeIophuBa yIoTpebara My o BpeMe Ha KEPMEHE.

4.7. EdexTH pppxy cmoco0HOCTTA 32 ModupaHe 1 padoTa ¢ MAIIEHA

Hsmva nanmu 3a edekta a nadroparin BBpXy cnocobHOCTTA 32 modHEpade # pabota ¢
MANTHHA.

4.8. Hexenann JJeKapCTBEHH PEARIHM

HexxenanuTte NekapcTBEHA PEaKITHH ¢a H30POSHH MO~y II0 CHCTEMO-0praHa
KracH@uKanya 1 abCcoMOTHA 9eCTOTA.

HexenaguTe neKapCTBEHE PEaKAH ca KiIacH(QHIAPAHE CIIOPe YeCTOTATA TIO CIEe/THIET
Haaur: MHoro gectr >1/10, wectr >1/100 7 <1/10, me Tonxora wectr >1/1000 & <1/100, peaxua
>1/10,000 & <1/1000, maoro peaxa <1/10,000.

Hapymienusi B KPHBTA H IAMQHATA CHCTEMA

Mauoro yecTH: ~ XeMOparWIHHA OPOABH OT Pa3IHIHA MECTA, HO-YECTO IPH NaNHEeHTH ¢
IpYTH pHCKOBH (axtopu (6xc. 4.3. lpomusonoxasanus u 4.5.
Jexapcmeenu u Opyau 63aumodeiicmeus)

Pepxn: TpombomuToOnEeHns, KOSTO HOHSKOTa MOXKeE Aa € TpoMborenHa (8o/c.
4.4.1. Cneyuannu npedynpesicoenus).

Msaoro peagka:  Eosmaodmims, xogro e o6paTaMa cries DpeKbCBaEe Ha JICYSHAETO.
Hapymennsa Ha HMYHHATA CHCTEMA

Msuoro peaxn:  Peaxmuw Ha CBpEXIYBCTBHTEIHOCT (BRMIOYATENHO aHTHOCAEM H
KOXHY PeaKIfiy).

MerabonaTHE H XPAHATEHH HADYTICHHES

Mpuoro peaxy:  O6paTEMa XHTiepKalueMus, CBBp3aHa ¢ MOFTHCKAHETO Ha allfoCTepoHa
OT XEIapyH, TIaBHO IPY PHCKOBH HalHeHTH. (6. 4.4 Cneyuannu
npedynpesicOenus 1 CReyuaniy npednasHy MepKy npu ynompeda).

Xenaro-6uanapsy HAPDYIIEHHA

YecTn: TloBAmieHAe Ha TpaHCaMHHA3HTe, KOETO OOMKHOBEHO € IIPEXOHHO.
Hapymenns: Ha Ko3XaTa H HOAK0KHATA ThKaH

Mmuoro gecta:  Manky XeMaTOMH Ha MSCTOTO HA HHXKEKTHpAHE.

B nsxom caydan ce Habmozapa HosABaTa Ha TREPIAH BE3EI4€Ta, KOBTO HE MOKa3BaT
obpasyBaHe Ha KHACTH, H3NEIHECHA ¢ XEIapHH, B H39€3BaT CICH HAKOIKO JHH.

Msoro peaka:  KoxHa Hekpoza, 0OHKEOBEHO Ha MACTOTO Ha IIPIIICIKEHHAE.

Moxke f1a ce Ipeaxoina oT MypInypa By HH(bHJIIpHpaHH wi OoJie3HeHR

JevenueTo TpabBa fa ce cupe HezabaBHO.
PenpoayxTaBHH HapYIMIeHHA H 3acAraHe HA FHPAATE

Muoro penxn:  [Ipranmssm.



4.9. Ilpemosupane

CHMOTOME H DpH3HEANHA

XeMOparuaTa ¢ OCHORHATA KIIMHHIHA IIPOSIBA IPH NOAKOKHO WK HHTPABEHOIHO
mpeno3npaHe Ha nadroparin. Tpg6Ba na ce onpeaenar 6posT Ha TPOMOOIMTHTE | EPYTHTE
MOKA3aTelld Ha KpBBOckcHpBageTo. CaboTo KBPBEHE PANKO H3MCKBA IPHIIAraHETO HA
cuenudAYHA TEpaisI ¥ HaMaJiIBaHeTo Wiz 3a0aBsgHETO Ha ClieABalraTa fo3a nadroparin
OBHKHOBEHO € AOCTATHIHO.

Jeuenne

KM nprmoxeHue Ha IpoTaMuH cylndhar ce IPHECTHIBA CaMO IIPH I0-CEPHO3HE CIIyJaH.
Tol HeyTpanW3Epa aHTAKOATYJAHTHAA e@eKT Ha nadroparin MOYTH K30, KATO OCTaBa CaMo
9acT OT aHTH-Xa aKTHBHOCTTA.

0,6 ml mporamum cyndar seyrpammzupar 950 IU arTH-Xa nadroparin. Heo6xommmara
J103a IPOTAaMUH 33BHCH OT BPEMETO, H3MHHATO OT IPAJOKECHHETO Ha XeNapAHA H MOXE Aa Ce
Hamaird ¢p00pazHO Hero.

3. DapMaKoJOrHIHN JAHHA

51. ®dapmakoanHAMAYIHE CBOHCTBA

ATC koo: BO1ABO6

MexaanisM Ha AelicTBHEE
Dapmaxomepanesmuyna zpyna: aETATPOMOOTHYHO CPEICTEO OT IPylaTa Ha XeHaprHa.

Nadroparin e HICKOMOJIEKYIECH XeNapHH, IPOR3BeAeH Ipe3 ACIOTHMEPH3aEs Ha
CTAHAAPTHUS XemapwH. ToH € THOKO3AMUHOINHKAH ¢hC CPEAHO MONEKYIHO TEMNIO
nprbmzntenno 4300 nanrona.

Nadroparin nposssBa BECOK aQHHHATET 3a CBBP3BaHe ¢ IIHa3MEHHSI IPOTEHH
aaraTpoMbuH 11 (ATIIL). ToBa cREp3BaHE BOAM KO 3acCHICHO HEXHOHpaHe Ha dakTop Xa, KOeTo
croMara 3a BHCOKHS aHTHTPOMOOTHYECH IIOTeHIMAN Ha nadroparin.

JIpyrH MeXand3Mu, KOHTO JOMPHHACAT 33 aHTHTPOMOOTHIHATA aKTHBHOCT Ha nadroparin
BKJIOUBAT CTAMYyJUpaHe Ha FEXHOATOP Ha ThKaHeH (axtop TFP1, mrxn0upane va
(burbpHEONIM3ATA Ype3 AUPEKTHO OCBOOOKHARAHEe HA TEKaHEH IIasSMUHOTEHEH aKTHRATOP OT
EHIOTEIHATE KIIETKH H MOJH(HIMPAHe HA IAPAMETPUTS Ha CHCHPRAHETO (HaMalsIBaHe Ha
BHCKO3WUTETA Ha KPHBTA H OBHIIABAHE Ha IIPONYCKIHBOCTTA Ha MeMOpaHaTa Ha TPOMOOIIHTHTE

H I'paHyJIOIATHTE).
®apmakonnHAMAYIHA eQeKTH
Nadroparin ce XxapakTepuz#pa ¢ HO-BECOKA aHTH-Xa aKTABHOCT OTKOJIKOTO ¢ anTH — [la.
Toif mposBsaBa xaxkTo HezabaBHA, Taka X IPOAEIDKUTENHA aHTHTPOMOOTHYHA aKTABHOCT.
B cpaBHenwe ¢ HedpakqrROHAPaHATE XeNapHHH, nadroparin ¥posBABa Ho-ciad ePeKT
BBPXY TpoMOoTAYIHAT2 DYHKIHS U arperanys A He3HATHTENeH e(eKT II0 OTHONICHHE Ha
OBPBHEYHATE XEMOCTa3HH MEXaHHU3MH.

5.2. <PapMakoKHHETHYHH CBOHCTBA

DapMakoKHHETHYHNTE CBOMCTRA Ha nadroparin ca onpefeneHR B3 OCHOBA Ha

AGcopOmusa

Crea TomKoXHO HEDKSKTHPAHE NMUKOBATa aHTH-XAa aK
nprdbmE3ETeNHO 3 10 5 Faca (Tmax). ‘

BrosasmgnaocTTa € mouTH oEiHa (0kono 88 %).



Criezi MHTPaBEHO3B0O HEXKEKTHPAHE IIHKOBHATE CTOHHOCTH Ha aHTH-Xa Ce IIOCTUrAT CAEH
no-Manko oT 10 MAHYTH, a BpEMETO Ha IOJIyXHUBOT € OKOJO0 2 Jaca.

ExavuaeBpaHe

BpeMeTo Ha HOXYABOT ciel] IOJKOKHO HHKEKTHpaHe € TpHOIH3ATENHEO 3,5 gaca.
Brhpexs TORa, agTH-Xa aKkTHBHOCT MOKE Jla ce PEFUCTpHpa 3a Hal-Maiko 18 vaca ciex
nHExexTapane #a 1900 arTy-Xa IU.

Cnennda<am rPYyNH 0T HACEAEHHETO

= Jlan@eATH B HANipeAHANA BH3PACT

OYHKOHOHAIHAAT KalamuTeT Ha 650pemuTe HOCTEIEHHO HaMallaBa ¢ BE3PacTTa, KOeTo
HaMasIsa CTelleHTa Ha eMHMUHApaHe IIPY TAIHeHTH B HaupeTHala BE3pact (6o, PapMarkoxkuHe-
muyny ceoticmea: Iayuenmu c Hapywena 6v0peura Gynxyus N0-10%y). BE3MOKHOCTTE 22
HapymeHde Ha 6n0peTHaTa QyHKIE B Ta3H BE3pacT Tpa0ea Aa ce B3eMe I0J| REUMAaHKE 1
CIIOpeX Hes Jia ce OpeleiH nosara (sudic 4.4 Creyuannu npedynpesicoeHus U CReyuarHy
HpeonasHy MepKu npu ynompeba).

= TlanrenTH ¢ Hapymena 0s0pedna pyHKIHsS

Ipu KIMEAYHA TPOYIBaHAS Ha (PpapMaKoKMEETHKaTa Ha nadroparin, IIPATOKEH
HMHTPaBEeHO3HO IIPH NAHEHTY C Pa3IM9HO 10 CTENeH yRpexaane Ha Op0pedanara GyHKnms, e
YCTaHOBEHA BPBb3Ka MEXXIY KIHPHHCKHTE Ha nadroparin i KpeaTHHHE. B cpaBHeHEE ChC 3ApaBH
IobpoBoimH, cpeaanTe AUC 7 oXy:KuBOT Ha eNMMIHApaHe ca ce NoBAmmAy ¢ 52 1o 87%, a
CPEHHHEAT INA3MeH KIRPBHC ¢ BaMallil ¢ 47 no 64% ot ropManHOTO. B IpoydRaneTo ca
HaloAABaHY HHANBAAYAIHH Pa3iIdar B IHPOKA IParuLiA. BpemMero Ha IIONYKUBOT Ha
TPRICKEH NOAK0AKHO nadroparin, IpH IAMEHTH ¢ TEXKO yBpexane Ha 6s0pedna dpynxnws, e
Ouo yasibKkeHo 0 MpudmiznrelHo 6 gaca.

PesynraTrnTe NOKa3BaT, Je IPH DALHEHTH ¢ AEKO 10 YMEPEHO HapyIIeHre Ha Obpednara
dyaxmps (kpeatmarHoB KrpbEC 230 ml/min i mo-HuCcEK ot 60 ml/min) Moxke fa ce Habmoxaga
cnabo HATpyIBaHe Ha nadroparin ¥ nOpajH Ta3W NpHIHHA fo3aTa Ha nadroparin TpsbBa fa ce
HaMamd ¢ 25% mIpH MarpeHTHTe, KOUTO IO IPHEMAT 34 JIedeHHe Ha TpoMOeMOoIHIHT
3abongBanms, HecTaOHIHa anruAa 0 HEQapKT Ha Mrokapaa 6e3 Q 3sben (sowc. 4.2. Josuposka u
Hawun Ha ynompeba; 4.4 Creyuannu npedynpesicOeHUs U CREYUARRY NPEONA3HY MePKY NpU
ynompeba). Nadroparin e ipoTHBOIIOKa3aH 32 JISUEHUE Ha T€3H CBCTOSHESA TIPH AMEHTH C
TeXKO Rapymende Ha 0x0pegnara dbyHKNES (KpeaTRENHOB KIMPEHC T0-HHCHK 0T 30 mi/min)
(6oic. 4.3. Ilpomusonoxazarnus).

ITpH MamHEHTH ¢ HEKO JO YMEPEHO YBpexane Ha 6r0pedraara (YHKIHES, IpreMar
nadroparin 32 IpoduIaKTAKA Ha TpoMOeMOoasr 3abolIBanesA, He ce 09aKBa obmara
eKCHO3HIKS Ha JICKAPCTBOTO La HaIMUHE Ta3w NpH NaNHeHTH ¢ HopMaraa 6s0peura hyHKnms
Ha JiedeHne ¢ TepaneBTHIHnA Ko3u nadroparin. Ilopany Tasy IprauHa He ce Hajlara HaMajliBaHe
HA J103aT4 IIPH Ta3| rpyna manuesTy. [IpH manpesTH © TexXKO Hapymenre Ha 6x0pedrata
GyExEE, TpAeMamy TpodunakTHaHy fo3u nadroparin, HaMaleHHe Ha o3aTa ¢ 25% me
OCHIYp¥ EKBHBAJICHTHA SKCIIO3MIHS B CPABHEHYE ¢ IAHEHTHTE ¢ HOPMaieH KpeaTHEMHOR
kupsEC. (82ic. 4.2. Jlo3upoexa u nasun na ynompeba; 4.4 Cneyuansu npedynpescoeHus u
CHeyUANHU RPednazHU MepKu npu ynompeda).

5.3. IIpenxamBaYHH XapHH 32 Ge3omacHoCT

TpeAKMEMYHATS NaHHH 3a Oe300acHOCT He pasKpHBaT crenu(ider pHeK 3a Xopara Ha
0a3ara Ha KOHBCHITMOHANHY [IPOYIBAHKA Ha (hapMakolormuHara 0e30IacHoCT, TOKCHIHOCTTa
HpH MOBTapgHE Ha J03aTa, [eHOTOKCHIHOCTTA, MyTareHHHUS IIOTEHIIH: )
TOKCHYHOCT.

6. ®apManeBTHIHA AaHHH



6.1.

6.2.

6.3.

6.4.

CouceK H2 NOMOIMHATE BEIECTRBA H TeXHATE KOJAYECTBA

Iomowno eemecmen Konuuecmsgo
Paztrop Ha kamumer xunpokcHA (calcium hydroxide) wiu

pazpeseHa conna kucemuHa (diluted hydrochloric acid) za g.s.
peryirpase Ha pH Mexay S 1 7.5

Bopa 22 mmkexipnTe q.s.

OH3uK0-XHMHYHE HeCHBMECTAMOCTH

Jla He ce cMecBa ¢ APYrH IPOMYKTH.

Cpoxk Ha rogHOCT
3 roxuuy.

Cnenpansn ycjI0BHA 32 ChXpaHeHHE

Ha He ce 3amMpazsra. Jla HE ce ABP*H B XIMAJHIHAK, THH KaTO HEXKEKIHUTE ChC CTYACH

pas3TBOp MOJKe Jia ca fone3nenu. Ja He ce CrXpassaBa OpH TeMuepaTypa Hag 30°C.

6.5.

6.6.

JlaHHHA 32 OMaKOBKaTa
Kaxro ca perucrpupany JOKaIHO.

IlpenopsKH NpH yHOTpeOa
soic. 4.2. [fo3upoexa u Hayux Ha ynompeba.
Nadroparin pa3Teop 3a HEDKeKTHpaHe TpA0Ba Ja ce IIPOREPH BH3YAJIHO Ipefd yrnoTpedba

34 YacTHYKH i obesnperapane. IIpa HaiW4#e HA TPOMIHA BHB BEHITHAS BAJ, PA3TROPET
TpsAGBa Ha ce H3XBEPIH.

CHpHHIOBKATE ¢4 NpeAHa3Ha9eHH caMO 3a eJHOKPaTHA yHOTpeba M HeH3noN3BaHa JacT

OT pa3sTBOpa OT BCsKA CIPHHITOBKA TpAOBa Ja ce U3XBEpiu. Pa3rBopHTE He TpaOBa Aa ce CMEcBaT
¢ IIpYT# OPOAYKTH HIIH Jia Ce IIpepasIpeiesr.

7.

10.

Fime 1 agpec HA HPATEXATEIS HA pa3pelleHAETO 32 yHoTpeba

Glaxo Group Litd.
Greenford road, Greenford,
Middlesex, UB6 ONN, UK

PeracrpanuoneH HOMeP B peracrbpa no <. 28 3JTAXM
20000338 ot 08.06.2000 r.

JlaTa Ha IBPBO pa3penaBaHe 32 yIOTpe(a HA JeKAPCTBEHHs! NPOAYKT
13.02.1991 r.

HJata pa (9acTEYHA) aKTYAJH3ANHA HA TeKCTa
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