NA-N
ONOBPEHOI
HMCTOBKA 3A nAU‘MEHT ........................

I'Ipoqe'reTe BHMMATEINHO uAnarta NMUCTOBKA npeau na 3anoyHeTe Oa

u3non3eare ToBa NeKapcTBO.

Tazu nucmoska CcbObpXka 6axHa uHgopMauus OmHOCHO Bailuemo
neueHue.

AKO umame OQonbaHUMEnHU 8nrpocu, unu ce CbMHSgame 8 Heulo,
nonumaltime Bauwus nekap unu chapmayeem 3a OOMbIAHUMENHO
uHghopmayusi.

Tosa nekapcmso e npednucaHo nu4Ho Ha Bac. He 20 npeomcmungaiime
Ha Opyau xopa. To moxe 0a uM Haspedu, HesasUCUMO om mosa, 4e

MeXxXHUMe CuUMmmMomMu ca cewume Kakmo Bauwiume.

Banaszeme masu nucmoeka. Moxe da umame HyxOa da a npodememe

OMHO0B0.

KAKBO NPEOCTABNABA CLEXANE

UME HA NEKAPCTBEHUA NPOOYKT

CLEXANE

KIEKCAH

KAYECTBEH C'BbCTAB 1 KONMYECTBEH CbCTAB
IlekapcTBeHO BellecTBO; EQUH dnakoH cxabpka enoxaparin sodium
300mg ,otroeapsawo 30 000 aHTn -Xa (U/ 3ml
flomolHKn BelwecTea:
Benzyl alcohol 45mg/f
Water for injection 3m]}
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JIEKAPCTBEHA ®OPMA

NHKEKLMOHEH pasTeop

GAPMAKOTEPANMEBTUYEH KNAC  AxTuTpomMboTHYHO CpencTso
Mputexaten Ha pa3peweHneTo 3a ynotpeba

Sanofi Aventis France

1-13, boulevard Romain Rolland 75014 Paris- France

Mme u appec Ha npousBOSUTENA

Aventis Pharma S.A. — Avenida de Leganes,62- 28925 Alcorcon — Madrid-
Espagne

2. 3A KAKBO CE U3MON3BA CLEXANE

Toan nekapcTBeH NPOAYKT € aHTUKoarynaHTHO cpepcTBO OT T. Hap.
fpyna Ha  HUCKOMONeKynHWTe xenapuHu. Tol npepoTeparsisa
o6pasyBaHEeTO Ha KPBBHW CbCUpeUn BbB BEHUTE Wik apTepuuTe

(mpombosa) v NpegoTBpaTABA ChLUO NOBTOPHOTO UM obpasyBaHe.

HuckoMonekyneH xenapuH moxe aa 6bge npegnucat:

- KaTo NpounakTuyuHo neveHue, 3a usbareaHe obpasyBaHeTO Ha
KpbBHU ChCupeLn,

- KaTo nevebHa Tepanus, KOraTo KPbBHU CbCUpELN Beye ca ce

obpasysanu.

To3sn nexkapcTBeH NPOAYKT Ce U3MON3Ba B XMPYPruaTa u B MeguLmMHara:

- Mpuv NauMeHTn ¢ puck oT 3abonsBaHe Ha BeHuTe (KPbBEH ChCUpek
BbB BEHA) UK Npy naumeHsTn, KOUTO MMaT Tosa 3abonaBaHe ¢ uUnu
Be3 benogpobHa embonus.

- MpY PNauueHTW ¢ Hekow Buaose 3abonsiBaHe Ha KOpoHaphUTe
aprepun,

Tolh ce u3nonsea CbLO W 33 NPefoTBpatTsABaHe Ha KoarynauuaTa B

Hedocmanb4yHoOCM).



3. NPEOW OA USMNON3BATE CLEXANE

KOI'A HE TPABBA OA U3MNOJISBATE TO3U JIEKAPCTBEH NMPOOYKT

He usnonagaitre CLEXANE ako 3a Bac Bayku HaKoe oT cnefHure:

NeKapcTBeHVst NPOAYKT,
KbM XenapuH nny
MAPOU3BOAHUTE MY,
BKITIOMNTENHO Jpyru
HUCKOMOMEKY THY
XEenapuHu,
- Ko Npefun cTe umasniu
CEPUO3HO cnagaHe Ha
TpomBoLmMTUTE 3apaaun
xXenapvH (mpomboyumume
uapasm eaxHa porsnsd e
KpBEOCHCUPBaHEMmO),
- aKo MMmaTte YCTaHOBEHO
HapyLleHve B
KPBBOCHCUPBAHETO,
- aKo umaTe yBpexaaHusi
(BbTPELUHY AW BBHLUHW),
KouTo Buxa Morfin 4a
KbpBAT,
- aKko KbpBuTe
NPEKOMEPHO,
- Tpy Aeua nog 3 rogviHun

Ynorpe6arta Ha | MTPOTUBOINOKA3AHA HEMPEMNOPBYNTENH
TOBa JleKapeTBo A

e

INpy BCUYKK - AKO € U3BECTHO, Y& umare

criydau aneprus Kom




nopagmn CbabpPXKaHUETO Ha
OEeH3UNOB ankoxorn.

KaTto ne4yebna
Tepanus

- MO3bYEH KPbROWINNB,

- aKo UmaTe Texxa
OLOpevHa HepocTaThUHOCT
(C nskMmoyeHne Ha
XeMogmanusa),
cnuHanHara/enugypanHar
a aHecTeaus ca
NPOTHBONOKA3aHU 1o
BpeMe Ha nevebHa

Tepanus.

- He3aBUGUMO OT
Bb3pacTTa, B
KOMBUHaUus ¢ acnupuiH
(B 0031 M3nonssaHu 3a
obeszbonsieaHe 1 3a
NOHWKaBaHE Ha
TeMrepartypara), unum ¢
HecTepouaHn
NPOTUBOBRBL3NANIUTEITHY
cpegpcrea (HCIBC) nnn
[AeKCTpaH (neKkapcTso
N3NOSI3BaHO B
WHTEH3UBHUTES
OTAENeHus),

- MPE3 MbPBUTE HAKOMKO
AHW cnep nHeynT 6e3
KPBBOWSIUB,

- IpY NOBEYETO BUAOBE
eHaoKapauT (CbpaeyHu
NHEKUMM),

- TIpY iexa Unn ymepeHa
6uOpeyHa

HEAOCTaTBYHOCT.

Kato
npodunakTuyH

a Tepanus

- aKo MmMaTe TexKa
6uOpeyHa
HeAOCTaTBYHOCT,

-~ B paMKuTe Ha 24 vaca
CNeA Mo3bYeH

KpbBOWUSNYE,




koMOMHaLMA ¢ acnvpuH
(B BO3K U3NON3BaHU 3a
obesbornssaHe U 3a
NoHKaBaHe Ha
Temneparypara), Wnm ¢
HECTEPOUIHU
NPOTUBOBbINANUTENHM
cpencrtea (HCTBC) unu
JeKcTpaH.

CNELUANHU NPEAYNPEXAEHUA

3a pa ce usberHe KpbLBONINUB, 33ABLIKUTENHO € a He Ce HajBuLlaBa
[o3aTa W NpoAbIPKUTENHOCTTA HA fedeHUeTo npepnucaHn ot Bawma
nekap (. Touka 3.c peanasHn mepky npu ynortpeba).

JleyeHneTo M3WUCKBA MHOIOKpaTHW KPBLBHU U3CHeABaHUA 3a PenoBHO
onpegernsive bpos Ha Tpombountute Bu (obukHOBEHO [ABa NbLTU
CeLMUYHO).

I*Io‘ BpEME Ha JIEUSHNETO C XEenapuH, B MHOro pegku cnydau e
Bb3MOXHO [1a HACTLNY 3HAa4YMUTENHO cnagare B 6pos Ha TpombouutuTe.
Toea Hanara npekparsiBaHe Ha NeYeHUeTo ¢ Xenapud U YCUNeHo
npocneasBaHe, Thil KATO MOTaT fAa Bb3HUKHAT TEXKW YCNOXHEHUA, NO

creuvanto, rnapagokcanio Tpombosa.

B obwua cnyvaid, To3M nexapcTBeH NPOZYKT He ce npenopwkysa npu

Jeua.

Ynotpebata Ha TOBa MNEKapcTBO 3a NpefdoTBpaTdABaHe Ha
TpomGoemGonuuin ABMEHWA He ce npenopbyBa fpU nNauneHTy ¢

MeXaHuYHa NpoTesa Ha ChpAeyvHaTa Knana, ocoGeHo BpeMerHN XeHu.
JA HE CE WHXEKTUPA WMHTPAMYCKYAHO. Ykasanusara 3a
NHKeKTVIPaHe TpsbBa f1a ce cnasear CTporo.

l'li’Eﬂl'lASHVl MEPKU TP YNOTPEBA




Kakto npu BCMYKM aHTUKOArynaHTy, MOXe [a Bb3HUKHE KbpBeHe. B
criyyait Ha KpbBOM3NMB, NpuuMHarta Tpsbsa aa 6bae oTkpUTa U Tpadea

A2 ce 3anoYHe NoaxoasLLo neveHue.
B HAkon crniyyaun, ocoGeHo npu nedebHa Tepanus, € Hanmvue puck oT
KPBbBOVSNIME B CHeQHNTE cuTyauun:

- nauveHTW B HanpeHana BbL3pacT,

- TenecHo Terno nof 40 kg, '

- 6bbpeyuHa HeQOCTATHLUYHOCT,

- AKO fIeYyeHMeTo ce  yBenudyn noBede OT  obudannara

npoAbmkutTenHocT oT 10 gHu,

- B KOMBUHauuA ¢ HAKoM NekapcTea (BX. Touka 3. BsaumMoaeicteusa ¢
ApYIU NexkapcTea Y apyru dopmn Ha BaaumoaencTsne),

- B KOMOMHaUMA C HAKOW fekapcTBa, KOUTO MOBULIABAT puUcKa oOT
KpbBOU3NUB (BXK. Touka 3. BazauMoAeiCTBUA ¢ ApYyrv AekapcTsa U

Apyrv coopmK Ha BaauMogencTeue).

Tesu cuTyauumnm morat pga HanoxaTt chneywanHo npocnensBaHe:
eBeHTYanHn MegnUrMHCKN Npernegn 1 nacneeadna Ha KpbBta.

EnuaypanHata M chiuHanHaTa aHecTesun He ca NpPOoTUBOMNOKasaHu
KOraTo IeKapceTBOTO ¢e npunara npodunaktuudo. Hsikonm npeanasHu
mepkn obave, TpsbBa Aa ce chnassar: UHTEPBan MeXay UHXEKLMsATa u
aHecTesnsITa, cneLyiuUHO NpocneassaHe.

AKO B MOMEHTA YMaTe, U B MUHaINoTO CTE CTpaganum oT YeproapobHo
unu 6BubpeyHo 3abonsBane, AsBa UMK JPYrY yBpeXaaHus, Kouto buxa
MOTSIN A2 KbPBSAT, YBE4OMETE CBOS Nekap.

B3AUMOAEUCTBUSA C OPYIM NEKAPCTBA ¥ OPYIYM ®OPMMU HA
B3AUMOOEWUCTBUE

[Mopagu BEPOATHOCT OT  Bb3HUKBaAHE ' Ha8 KbpBeHe, BUHarm

yBG}J,OMFIB&I?ITG CBOA r5neKap aKo TnpuematTe HaKoe

neKapcTea.

- acnupuH,



- HecTepouaHu NPOTUBOBb3NanuTenHu cpepcrea (HCMBC),

- MHXuBuTopy Ha TpombouuTHaTa arperauusa (abciximab, eptifibatide,
iloprost, ticlopidine, tirofiban),

- OeKcTpaH (1eKkapcmeo U3ron3saHo 8 UHmeH3usHume omdoeseHus),

Nepoparntn aHTUKoarynasT (kouto Brokupat Butamus K).

8A M3BSITBAHE HA EBEHTYAITHW B3AVMMOLEWCTBUST MEXOY
NEKAPCTBEHWTE MPOLYKTH, BUHAIMM YBEOOMSIBAHUTE CBOS
JIEKAP UK ®APMAUEBT OTHOCHO BCUYKY JTEKAPCTBA,
KOWTO BSEMATE.

Bawmar nexkap Moxe jga Kopurupa nevenneto Bu B chOTRETCTBME C

TOBA.
BPEMEHHOCT U KbPMEHE
BpemeHHoCT

NevebHa Tepanus:

3a npegnountTaHe e To3W NeKapcTBEH NMPOAYKT 4a He ce M3nonssa no

BpeMe Ha uanarta 6peMeHHOCT.

[MpodunnakTuyHa Tepanus:

3a npeanounTaHe e To3W NEeKapcTBEH MPOAYKT Ja He ¢e M3NOonsea no
BPEME Ha [TbPBUS TPUMECTLP oT BpemeHHocTTa, Mo BpeMe Ha BTOpUS
W TPETUA TPUMECTLP, NIEKAPCTBOTO MOME Ja Ce W3MOoM3Ba caMo akKo

BauwinaT nexap npeuexy, Ye Topa e Heobxogumo,

AKO MO BpeM& Ha IeYeHMeTO YCTaHOBUTE, Ye cTe OpemedHa,
KOHCYMTHpaiTe ce CbC CBOA Jlekap, Thil KaTo camMo TOW/TA moxe Aa
npeueHn HyXgaTa oT NpoAbIiKaBaHe Ha NeYeHUeTo.,

KbpmeHe

ToBsa NeKkapcTBO He e NPOTUBOMNOKA3AHO NPU KbPMaYKH.

KATO OBLO TIPABUIIO, BUHAMV TPABBA LA YBEOOMABATE
CBOA JIEKAP U ®OAPMALIEBT AKO CTE BPEMEHHA UWIIN

JIEKAPCTBO.



WOPUPAHE U PABOTA C MALLMHA

EHoOkcanapuH He Bnuse BbpXy cnocobHOCTTa 3a wodhmpaHe u pabota ¢

MALLKHW.

CMUCBK HA NMOMOLWUHWUTE BELWECTBA, KOUTO TPABBA OA CE
UMAT NPEOBMO C OMEA BE3OMACHOCTTA HA HSiKOM
NAUMEHTN

BeH3U0B ankoxon.

4. KAK CE U3INON3BA TO3U NEKAPCTBEH NPOAYKT

KONKO CLEXANE B/ TPABBAJO [IA MOJNYYABATE
Josata saBucK OT NoKasaHUATa Y OT NauneHTa.

Mpodunakrmida Tepanug:

Onepaumn ¢ ymepeH puck: fosata € efHa MHKekuua AHesHo 2 000
aHTtu-Xa 1U/0,2 ml (20 mg/0,2 mi).

. Onepaumun ¢ BUCOK puck (Ta306e,qpeHa CTaBa W KOMNAHO): fosaTta e
en.Ha NHXEKUMA OHEBHO 4 000 anTn-Xa iU/0,4 ml (40 mg/0,4 ml).

Xemoauanusa: 100 antu-Xa [Urkg (1mg/kg ) nog dropmaTta Ha

eaHokpaTHa [osa.

Neuebha Tepanua: gosara i NPOOBLIMKUTENHOCTTA Ha NeYeHUEeTo ce

onpenensat oT Bawua nekap ckoGpasHo TenecHoTo Bu Terno u
TepanesTUJHNUTE nokasaHusa. B obwms cnyyai, nosata @ 100 aHTu-Xa
IU/kg (1mg/kg ) Ha Bceku 12 yaca.

Mpu nauueHTn nexysaHy 3a HAKoU Buaoee cteHokapausi, CLEXANE ce
komMBuHUpa ¢ O03a acnypuH npes ycrara, KOUTO ce npuema BegHbX

JHEBHO.

T ml OT MHXEKLMOHHUS pas3TBOp € eksuBaneHTeH Ha okono 10 000
antu-Xa |U exokcanapun( 100mg/ml).




BpemMme e nony4yaeparte y ABeTe nekapcTea. Tosa OTroOBapA Ha BpemMeTo
HeoOXogmMMo Ha BTOPOTO JTeKapCTed A8 CcTaHe aktmeHO M Ha
CTOWHOCTUTE Ha KpbBHaTa Koaryriayusa da QOCTUrHaTt nogxonAlln Hvisa

onpegenexHn ot Bauma nexap.
KAK CE NPUNATA CLEXANE
NOJKOXHC WHXEKTUPAHE (oceen korato ce WManonssa 3a
awanusa).
Ha He ce uHXeKTUpa URTPaMyCKyITHO.
KOT'A 1 KORIKC YECTO TPABBA OA CE U3MNOJN3BA CLEXANE
- Mpodunakruka B XupypraTta: 1 nHXEKUUS QHEBHO.

- JleuebHa Tepanusa; [Be MHXEKUUWM [HEBHO C MHTEpBAN NOMEXZY UM
12 uaca.
- XemMogmnanusa: ekapcTBOTO Ce UHXEeKTUpa Hanpaeo B apTepuanHara
NUHKST Ha MapKydyuTe 3a XemMopwanusa B HavanotTo Ha AuannaHus
ceaHc. |
KONKO AbLro TPABBA [OA CE W3NON3BA NEKAPCTBEHMUA
MPOAYKT
- Mpodhmnakriuka Ha BeHO3HN TpomGosn B obulara Xupyprusa. B o6LwmMA
cnydail neveHueTo He Tpsbea Aa Hagsuwasa 10 gHU, OCBEH NMPU HAKOW
TasobenpeHn onepauuy.
- JleyeHue -Ha BeHO3HM Tpombosu: B obLUMA cniydaid SleuyeHneTo He

TpabBa na Haasuitaea 10 gHu,

- IleveHvie Ha HAKOM BUAOBE CTEHOXapLUA: NEeYeHUeTo NpoabinKasa 2

o 8 nHY po crabunusauns.

KAKBO TPABBA OA HANPABUTE AKO CTE U3MOJISBAIMUA MOBEYE
CLEXANE, OTKONKOTO E BATO HEOBXOAUMO

MNMopagn puck OT KbpeeHe, GBP30 Ce CBBbPXKETE C NeKap.

EOHA UK NOBEYE OO3U CLEXANE

Huwo cnewuarsHo.
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E®EKTU NPU CINMUPAHE HA JIEMEHWETO C CLEXANE

Hullo cneyuasHo.

5. HEXXENAHW U HEMPUATHW PEAKLIAA

KAKTO TP BCUYKU JIEKAPCTBEHW [MPOLAYKTH, TOBA
BEUECTBO MOXE LA TPEAV3BUKA TIPU HAKOW MNMALMEHTH
PEAKLINN C PASTIMYHA CTEMNEH HA ANCKOM®OPT.

- KbpBeHe ¢ pasnuuHa TEXEecCT, BLHLUHO WY BBbIPElHo, Tpsabea
HezabaeHO fga yBe.u.oMMTe CBOSI fleKap Wnu MeauumHcka CcecTpa.
KbpeBeHeTo moxke ga 6bae nosULIEHO OT YBpeXOaHusi ¢hbC CKMOHHOCT
KbM KbpBEHE, OT OLOpevHa HEeZOCTATEUYHOCT, UK OT HSKOW NeKapcTea

npuemady no CblloTo BREME..

- Cnagare Gposi Ha TpomGouuTUTE B KPBLBETA, KOETO B HAKOU Crydanu
MoXe pa Obpe onacHo U koemo mpsibea HezabaeHo Oa ce crobuwu
<Ha nexyeawusa nekap (BX. Touxa 3.b Cneunannu npeaynpexneHus).
Mopagn TOBa, pepoBHO TpaAGBa pna ce uscnepea onn Ha
TPOMBOLNTUTE. '

CrofuiaBa ce 1 3a BpeMEeHHo yeenuyasaHe 6pos Ha TpombouunTuTe.
- Peku TeXKM KOXKHN peakuum B MACTOTO Ha MHXEKTUpaHe.

- Yecto € Bb3MOXHO Ja ce MNOABSIBAT CUHWHM WM NOA KoXaTa B
MACTOTO Ha MHXeKTUpaHe Aa ce Hanunat sb3enyera (Manku Oyuku),
KOUTO mMoratr ga npuuauHABaTt bonka B pasnuuHa cTeneH. Tesu peakuuu
M34yespaT No ecTecTBeH !Tb'l:: M HE ca npuunHa 3a chnupade Ha

TIeMeHneTo. .
- JTokanHu nnuv oLy aneprudHy peauum.

- Puck oT ocreonoposa (JemuHepanusauusi Ha ckenrema sodewa 0o

Hyrnnusocm Ha Kocmume) APy NPOSBINKUTENHO neveHue.
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- B pepxu cnyvan ce cboGliaBa 3a HEBPOMOMMYHU YBPEXAAHWA C
pasnuuHa TEXECT creg, npunarade Ha TO3u TUM SIEKaPCTBO M0 BpeMe Ha
HSIKOV BUAOBE aHecTeaus.
- B mHoro pedku cnyyan ce cbofllasa 3a Bb3narneHue Ha Markute
KPBBOHOCHW CbAOBE, NPEAN3BUKAHO OT aneprus.
YBEAJOMETE CBOA JIEKAP. UMM  QAPMALIEBT OTHOCHO

" KAKBUTO U DA BUIO HEXENAHM WiV HEMPUSTTHYA PEAKLIMA,
KONTO HE CA CMIOMEHATY B TA3I/I JTIMCTOBKA.

6. CbXPAHEHWE HA CLEXANE

NA HE CE U3MON3BA CINELQ U3TUYAHE CPOKA HA TOOHOCT
YKA3AH BbPXY BbHUIHATA ONMAKOBKA.

A CE CbXPAHABA HA MECTA, HEQOCTBIMHU 3A AELIA.

CMNELWUANHU YCNOBUA 3A CbXPAHEHUE

Ha ce cbxpaHsasa npy Temnepatypa nog 25°C. [la He ce sampassea.
[a He ce cbxpaHsiBa Nnoseye OT 28 gHU Clief MbPBOTO OTBapaHE.

Hata Ha nocrnegHa pegakuus

[Jekemspu 2006
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YKASAHUA 3A NINLIETO MPUNTACALLO TOBA NIEKAPCTBO

Mpunaraiite KONMUYECTEO OT NPOMYKTa, OTTOBAPALLO Ha MpeanucaHara
fosa.

1 ml OT MHXEKLMOHHUA Pa3TBOP & eKBUBANEHTHO Ha okono 10 000 aHTy-Xa
U eHoxcanapuH.

HauuH ¥ nT Ha npunoxeHue

NOAKOXHO NMPUNOXKEHWE (oceeH korato ce Manonsga npu AWanvsHu
KPBIOBE).

Ha He ce niXXeKTUPa MHTPAMYCKYITHO.

MNoaroToBKa U TeXHUKA HA NOAKOXKHO MHXEKTUpPaHe

- [penopbunTenHo e ga ce MSNOMsBaT UMMM ¢ MHOro huH Kanubbp
(maxcumanen guametsp 0,5 mm).

- 3a NpeAnoYynMTaHe e UHXEKTUPaHETO Aa CTaBa B NIENALLO [10noXeHne Ha
nauveHdTa, B TMOAKOXHAaTa TbKaH Ha aHTeponarepanHata WUnu
nocreponarepanHarta KopemHa CTeHa, KaTo WHXEKUMOHHOTO MSACTO ce
CMEHA MeXAy NABO U ASCHO NPY BCAKO UHKEKTUPaHe.

Wrnata Tpabea Oa ce BbBEX4a NEPrneHAMKYNSPHO, a HE KOCO, B KOXHa
MbHKA NpuxBaHaTa MeXgy naneua v nokasaneua. KoxHata rbHka Tpsibea
Aa ce NpuaLpXa Npes LANoTO BPeMe Ha UHXeKTUpaHe.
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