JINCTOBKA 3A IAITMEHTH DATA A6. 06 <,

I'IpoqueTe BHHMATEIHO LSJIATA JACTOBKA NPENA Ja 3aIlI0MHETE Da H3ION3RATE

TOBA JIEKAPCTBO.

Tazu nucmosKa cbdspoica 6aicnd ungopmayusa omuocro Bawemo nevenve.

Axo unmame oonvanumenny BLHPOCH, UAU Ce CLMHAGQME 6 Heulo, nonumatme

Bawwusi nexap wiy apmayesm 30 OONbAHUMENHO UHGOPAAYUA.

Toea nexapemeo e npednucano Juuno na Bac. He 2o npeomcmoneaiime Ha opyeu

xopa. To mooice da UM HAGPEOH, HESAGUCUMO O MOGA, He MEXHUME CUMPIMOMY Ca

cvyume xaxmo Bawume.

3anazeme mazu aucmosra. Mosice 0a umame Hyscoa 0a A npovememne OmHoGO.

KAKBO INPENCTABJISIBA CLEXANE

HUME HA JEKAPCTBEHUA DNPOJAYKT

CLEXANE

KJEKCAH

KAYECTBEH ChCTAB u KOJIAMUECTBEH ChCTAB
JIekapcTRBEHO BEILECTBO;
Enpa npeABaprTeNHO HallbIIHEeHa CIPUHIIOBKA ChABPKA enoxaparin sodium
80mg ,orropapaio 8000 anty -Xa IU/ 1ml
FloMolUHE BEIECTRA:

Water for injection o 0.8ml

JEKAPCTBEHA ®OPMA
WmKekiIHOHEH pa3TBOp

GOAPMAKOTEPATTEBTHYEH KJAC AHTHTPOMOOTHUYHO CPENCTEBO




TipuTexaTen HA pa3peniecHHETO 2a YIOTpeba

Sanofi Aventis France

1-13, boulevard Romain Rolland 75014 Paris- France

HMe 1 axpec Ha HPOH3BOIHTENSA

Aventis Intercontinental -180, RUE Jean Jaures BP40, Maisons Alfort Cedex
France.

Aventis Pharma Le Train France

Chinoin Pharmaceutical and Chemical Private -Hungary.

2. 3A KAKBO CE M3IO.JI3BA CLEXANE

To3y NEKAPCTBEH MPOAYKT € aHTHKOATYIAHTHO CPENCTBO OT T. Hap. rpyna Ha

HICKOMOMNEKYJIHHTE Xenmapuuy. Toit penoTeparssa 00pasyBaHeTO HAa KPBBHU

CHCHpELM BBHB BEHMTe WM apTepuute (mpombo3a) W MpPeAOTBpaTABA ChHILO

DOBTOPHOTO KM o0pasyBaHe.

HuckoMo/IeKyied xernapas Moxe fa Oble npeanucan:

- Karo TpoQHIAKTHYHO NeueHHue, 3a u3bdrsane oOpasyBaHETO Ha KPELBHH
ChECHpEeuy,

- Karo neuebHa Teparsil, Korato KpeBHHA ChCHPELH Bete €A G obpazyBau.

To3u NeKapCTBeH MPOIYKT CE U3IION3BA B XMPYPrusTa H B MEAULMHATA:

- Npua MALMEHTH ¢ pHck oT 3afoiABane Ha BeHUTE (XPBBEH CBCMPEK BHB
BeHA) WIM TPV TAlHeHTH, KOMTO MMaT Topa 3alonspane ¢ wnu Ge3
Genoapobna embonns.

- TIp¥ MauHeHTH ¢ HAKOH BUIOBS 3abongpaHe Ha KOpPOHapHHTE apTEpHH.

3. OPEJH JA WM3IIOJI3BATE CLEXANE

KOIA HE TPSIBBA JA M3IOJN3BATE TO3M JIEKAPCTBEH IIPOJIYKT

He uznoJjseaiiTe CLEXANE axo 3a Bac saXy HKOe OT clneiHHTE:

Vnorpebarana | IIPOTHBOIIOKA3AHA HEIPEIIOPBUHTEHA

TOB& JICKAPCTBO €

HpPI BCHYKH « aKO € H3BECTHO, Y& uMaTe




ciy4aH

aneprus KbM JeKapCTBeHH
IPONYKT, KbM XeTlapuH MK
MPOU3BOIHHUTE MY,
BKJTIFOUHTENHO JPYTH
HHCKOMOJIEKYJIHH XeTnapHHH,
- AKO TIpey CTE UManu
CEepPHO3HO cliafane Ha
TpoMOOUHTHTE 3apanu
xenapuH (mpomboyumume
UZPASIM BANCHA PONA 8
KPBBOCHCUPBAHENO),

- aKQ HMaTe YCTaHOBEHO
HapyILeHHE B
KPbBOCHCHPRAHETO,

- aKO HMaTe yBpeKAaHHs
(BBTPEILHY WK BBHIUEH),
KOWTO GHXa MONTH Ja
KBbpBAT,

- 2KO KBPBHTE PEKOMEPHO,
- nipY Aelia nog, 3 rOguHH
IIOpAIH ChABPKAHHETO HA

OEH3HIOB ATKOXOJ.

Karo neustna

Teparus

- MO3BYEH KPBHBOM3IIKB,

- aKo uMarte Texxka Opopeuda
HEeTOCTaTBYHOCT (C
H3KIIOYeHHE Ha
XKEMOJMann3a),

- CTIRHANHAaTA/ /U AypaiHara
aHecTe3us ca
[IPOTUBOMOKA3aHK 110 BpeMe

Ha neyeOHa Teparus.

- He3aBHCHMO OT
BB3pacTTa, B
KOMOHHALHS ¢ ACTTUPHH
(B mO3Y M3MION3BAHH 32
oGe3fonsBaHe U 32
NOHIKABAHE Ha
TeMIEpaTypaTa), Wil ¢
HECTepOUAHH
TIPOTHBOBB3ATIHTETHH

cpenctea (HCIIBC) nnu




IeKCTpaH (JeKapCcTBO
H3II0JI3BaHO B
HHTEH3MBHHTE
OTOEJICHNA),

- IIPe3 IIHPBUTE HAKONKO
JHH clieg MHCynT Ges
KPBEOMZINB,

- [IpH NOBE4ETO BUJOBE
EHIOKApIUT (ChpAeHHH
HHGEeKHUA),

- IIPH JIeKa KiH yMepeHa
OpOpeuna

HEOOCTATRIHOCT.

Karo
npoduIaKTHyHa

Teparnus

- aKO ¥Mate TeXKa
OpOpeuna
HeJOCTATBYHOCT,

- B paMkuTe Ha 24 qaca
cnel Mo3bUeH
KPBBOH3NUB,

- aKO CTe Ha BB3pAacT Haj
65 roguuu, B KoMOHHALHS
¢ acnupuH (B 103K
H3M0I3BaHH 38
oGe30onsaBaHe U 3a
NOHKKABAHE Ha
TeMIIEpaTypaTa), HIH C
HECTEPOHIHH
I[POTHBOBB3NATATEIHH
cpezcrea (HCTIBC) nnu

HeKCTpaH.

CIEDUAJHA NPEAYTIPERJIEHSA




3a na ce u3berne KPBBOUIHB, 3aNBIKUTENIHO € 14 HE Ce HAlBHIIABA [I03aTa H
TIPOJLIIKHTENHOCTTA Ha JISYCHHETO NpPEANuCcany oT Baiuns iekap (Bi. TouKa
3.c IpeanasHy MepKH IpH ynoTpeta).

JleueHMeTO H3MCKBA MHOUOKPAaTHM KpPBBHHM M3CNELBaHMs 32 pPEIOBHO

onpexeiane 6pos Ha TpomBouuTaTe Bt (0GUKHOBEHO 1BA IBTH CEIMHMYHO).
ITo BpeMe Ha JIEUYEHVETO ¢ XellapuH, B MHOTO PelKH Ciydal € BBE3MOXKHO A2
HACTBNM 3HAYHTENHO chajaHe B 6pos Ha TpomGouurtute. ToBa Hamara
NpeKpaTABAHE Ha NEYSHUETO ¢ XeMapMH U YCHNeHO MPOCHeAdBaHe, ThH Karo
MOraT Ja BB3HMKHAT TEKKH YCIOKHEHHS, TIO CIEUHANHO, NapajoKCalHO
TpoMGO3a.
B ofmua ciydait, To3u JieKapcTBeH NPOAYyKT He ¢e MPenopbiBa NPH Aela.
VrorpebaTa Ha TOBa JIEKapcTBO 3a NPEIOTBpaTABaHE Ha TpoMOOeMGOIMMYRH
ABMEHHA He Ce TNpenopbuBa MPHM NAaUMEHTH C MEXaHu4yHa M[poTe3a Ha
ChpEYHATA KJiama, 0co0eHo OPEeMEHHH JKeHH.
JA HE CE WHXEKTHPA HMHTPAMYCKVIIHO. Vkasanuata 32
MHIKEKTHpaHe TpabBa Aa ce CIaspaT CTporo.

NPEJAIIASHHA MEPKH ITPH YIIOTPEBA
KakTo IpH BCHYKH aHTHKOATYJaHTH, MOXKE Ja BH3HHKHE KLpBeHe. B ciryait Ha
KPBBOH3NUB, NpHYHaTa TpaGsa Ja Gble oTkpuTa M TpabBa ja Ce 3al04He
TIOAXOMNAMIO JICUEHHE.
B muskom cmyuaw, ocofeno mpu JeqefHa Tepamus, € Hamuue pHCK OT

KPBBOH3IHME B CHEIHHTE CHTYALHH:
- TALMEeHTH B HaIpeJHana Bb3pacT,
- TtenecHo terno noa 40 kg,

- OGu0peuna HEAOCTATHYHOCT,

- aKQ JIEYEHHETO CE YBCJIHYU MNOBEYUC OT obuyaliHaTa IIPOABIAKHTEAHOCT OT

10 nun,

- B KOMOWHALHA ¢ HAKOM Jekapciea (BX. Touka 3. BsanMonelicTBrA C ApYTH

nexapcTsa i ApyrH Gopmu Ha B3auMOAeHCTBYE),




- B KoMOUHALHd C HIKOM JICKApcTBA, KOWTO [IOBMIIABAT pHCKA OT
KpBBOM3IUE (BK. Touka 3, B3aMMOIEHCTBHA C APYrH JEKapcTBa M RPYTH
dopMM Ha B3aMMOAEHCTBHE).

Te3u CHTYaNWM MOTarT Ja HanoxaT CHELMaHO MpOCTeNsBaHe: E€BEHTYalHN

MEOHUHHCKA PEriacnn i U3cieABaina Ha KPBBTA.

EnunypaimHara W COMHAIHATa aHECTE3MH He ca TNPOTHMBONOKA3aHHU, KOraro
JIeKapcTBOTO ce npuiara npodunakTHyHo. Haxow mpeanasHu Mepky obave,
TpAGBa Ja ©€ Cra3ear: HHTEpBall MEXAy MHKEKUMATA W AHECTE3HATa,

crieluGUIHO NTPOCAeIABAHE.

AKO B MOMEHT2 KMare, WIH B MAHAIOTO CTe CTPajaid OT UepHOAPOOHO MM
6u0peuno 3abonspane, s3Ba WM APYTH YBRPeXXMAaHHs, KouTo GuXa MOIIH Ja

KBPBAT, YBEAOMETE CBOA JIEKap.

B3AVMOJENCTBHS C JPYTH JEKAPCTBA ¥ JPYIH ®OPMHU HA
B3ANMOJIEMICTBUE

Hopa)m BEpPOATHOCT OT BBE3HHKBAHC Ha KBPBEHE, BHHArK }’BGJIOMHBai"ITe CBOsA

JieKap aKo IipieMare HAKOE OT CIISIHMTE JIeKapeTBa:
- aclupHH,
- HecTepOWIHH NpoTHBORB3NamuTenHu cpeactsa (HCTIBC),

-  upxHOHTOpM Ha TpomOoumTHaTa arperamua (abciximab, eptifibatide,

iloprost, ticlopidine, tirofiban),
- HEKCTPaH (1eKapCingo u3NOA36aHO @ UHIMEHIUGHUME OMOeNEHU),
- [epopaiHy aHTHKOoArynaHTH (KouTto GiiokupaT BuTamul K).

34 H3BATBAHE HA EBEHTVA/IHH B3AHMONEHCTBHA MEXIY
JEKAPCTREHHTE HPONYKTH, BHHAIH YBEJOMSIBAHHTE CBOA
JIEKAP HIIH QAPMALEBT OTHOCHO BCHYKH JIEKAPCTBA, KOHTO
B3EMATE.

BalusT nekap MOXe A2 KOpUrupa JedeHHeTo Bu B choTBETCTBYE C TORA.
BPEMEHHOCT 1 KbPMEHE
Bpemenuoct

Jleuyebua Tepanyi:




3a MpEAnOYMTAHE € TO3H JICKapCcTBEH MpOAYKT Aa HE C€ K3MON3Ba 110 BpeMe Ha

IAnaTa GpeMeHHOCT.

OpodunakTHisa Tepanys:

3a mpeAnOYNTaHE € TO3H JIGKapCTBEH MPOAYKT Aa He Ce M3MOI3Ba N0 BPeMeE Ha
MBpBUS TPUMECTBp OT OpemeHHocTra. Ilo BpeMe Ha BTOpHA M TPETHA
TPHMECTBp, AEKAPCTBOTO MOXKE Jia C& M3NOJN3Ba CaMoO ako BallMaT nexap
TpeLEHH, Ye TOBa ¢ HeOOX0AuMO.

AKO 1Mo BpeMe Ha JIeUEHHETO YCTaHOBKTE, e CTe GpeMeHHa, KOHCYNTHpaiiTe ce
CBC CBOS JieKap, ThH Kato caMO ToW/TA MOXe [ga NpeleHd HyxjaTa oT

poAbIKaBate Ha NEUCHHCTO.

Kipmene
ToBa neKapcTRO HE € MPOTHBONOKAaHO [PH KhPMaYKH.

KATO OBL[O IIPABHJIO, BHHAT'H TPAFBA JA VBEIJOMABATE CBOA
JIEKAP HIIH DOAPMAIJEBT AKO CTE BPEMEHHA HJ/IH KbPMHIE
IIPEJTH JiA H3OJ3BATE KAKBOTO H 14 E JIEKAPCTBO.

IIOPUPAHE 1 PABOTA C MAIIIHHHA
EHOKcarlapyH He BJIise BhPXY clocoGHOCTTa 3a WwodupaHe 1 paboTa ¢ MalkHH,

4. KAK CE M3 OJ3BA TO31 JEKAPCTBEH INPONYKT

KOJIKO CLEXANE BH TPSIBBAJIO A IIOJTYYABATE
JozaTa 3aBHCH OT MOKA3aHMATA ¥ OT MAlMEHTa.
IpodhuIaKTHYHA TEpAITHS:

Onepaluy ¢ yMepeH PUCK: J03aTa € eIHa HIUKCKIHA AHEBHO 2 000 anta-Xa

10/0,2 ml (20 mg/0,2 ml).

. Onepanuy ¢ BHCOK puck (TazoBedpena cTaBa ¥ KONAHO): JI03aT2 € €iMa

umKexis nHesHo 4 000 anti-Xa TU/0,4 ml (40 mg/0,4 ml).

Xemomuanuza: 100 agru-Xa [U/kg (1mg/kg ) moa gopmarta Ha enHOKpaTHA

A03a.

JeuyebHa Tepanyd: 003aTa H NPOIBILKUTEIHOCTTE HA JICHCHHCTO Ce ONPEACHAT




nokazanus. B obuwms cyqalt, nozata e 100 antu-Xa IU/kg (Img/kg ) Ha
Bcekd 12 vaca.
ITpu mauWeHTH JeKyBaHH 2a HAKOM BHIOBE creHokapams, CLEXANE ce
KOoMOUHMpA ¢ 71032 CTUPHH NP3 YCTaTa, KOHTO ce IpHeMa BeIHbK JHEBHO.
1 ml oT MHKEKIHOHHYA Pa3TROP € CKBUBANCHTEH Ha okoJio 10 000 antu-Xa JU
eHoxcanapua( 100mg/ml).
AKo TOB2 JIekapeTBo TpabBa Ja GhAE 3aMEHEHO C AHTHKOATYIAHT TIPE3 YCTATA,
HHIKEKUMHUTE IIe Ce CIpaT e€ABa CEH HAKOJNKO JHM, Mpe3 KOETo BpeMe e
nojiyyapare ¥ ABere JexapcTBa. Tosa OTroBaps Ha BpeMeTO HeOOXOHHMMO Ha
BTOPOTO FEKApeTBO Jia CTaHe aKTHBHO M HAa CTOWHOCTHTE HA KPBBHATA
Koarynalus fa AOCTUTHAT NOAXOASLIM HIBA OTIPEAENCHN OT Bauus ekap.
KAK CE ITPHJIATA CLEXANE
TIOJKOXXHO MHOKEKTHPAHE (0cBeH KOTaTo ce H3710/138a 32 QHATH3a),
a2 He ce HHIKEKTHPA HHTPaMYCKYITHO,
KOI'A 1 KOJIKO YECTO TPSIBBA JA CE M3II0JI3BA CLEXANE
- [Ipodunaxruka B Xupypruara: 1 HHKEKIMA JHEBHO.
- Jleue6Ha Tepanua: [{Be HEXEKUHH ZHEBHO ¢ HHTEpBAN noMexy MM 12 yaca,
- XeMOJMaNnu3a: NEKapCTBOTO C& HIKEKTHPA HANpPABO B apTepHadHATa JIHHUS
Ha MapKy4HTe 32 XeMOAHANI3A B HAYAN0TO HA JHAIH3HNS CEaHC.
KOJIKO AOBJI'O TPIABBA AA CE H3UOJI3BA JEKAPCTBEHHA
NPOAYKT
- Ilpodunaxraka na BeHo3rH TpoMGO3M B OBIIATA XUPYPrus: B 06 Cnyyait
JledeHneTo He TpsabBa fa Haxsuuwasa 10 JMH, OCBEH mpH HAKOM Taso6empeHH
OTIEpaHHH.
- Jleyenne Ha BeHO3HM TpomGO3M: B OOLIMA Clywal JeueHHeTO He TpaGa na
Hagpuiasa 10 quw,
- Jleyenne Ha HAKOHM BHIOBE CTEHOKAPHS: JICYCHUETO NPOABIDKABA 2 A0 8§ JHH

JIO cTabuau3anmd.,

KAKBO TPSIBBA JIA HAIIPABHTE AKO CTE H3IIOJI3BAJIH IOBEYE




[lopamu pucK OT KbpBeHe, OBP30 Ce CBBPIKETE ¢ JIeKap.

KAKBO TPJIBBA JA IIPABUTE AKO 3ABPABHTE JA IIPUEMETE
EJTHA NJIU ITOBEYE 103U CLEXANE

Humwo cnenuanyo.
EOEKTH ITPA CIIMPAHE HA JEYEHUETO C CLEXANE

Humo crnenmnanyo.

5. HEXKEJAHY U HEITPYUSTHH PEAKITAN
KAKTO IIPH BCHYKH JIEKAPCTBEHY IIPONVKTH, TOBA BEI[ECTBO
MOXKE [JA IIPEIH3BHKA IPH HAKOH IHAIIHEHTH PEAKIIHH C
PA3/IHYHA CTEIIEH HA THCKOM®OPT.

- KnpBere ¢ pasmiyna TeXeCT, BBHIIHO WM BeTpeliHo. TpaGsa HezabaBHO aa
YBELOMUTE CBO: JAeKap WM MeJHLMHCKa cecTpa. KbpBeHeTO Moxke fa Obie
MOBHINEHO OT YBPEKAaHHA CHC CKIAOHHOCT KBM KbpBeHe, oT GuOpeyna

HENOCTAaTBEHHOCT, HIH OT HAKOU JICKApCTBa NPHEeMaHH Mo ChLIOTO BpeMe.

- Cnagane 6pos Ha TpOMOOLMTHTE B KPBBTA, KOETO B HAKOH CIIYYAH MONKE A2
OBle OMACHO U Koemo mpalea He3adacHo 04 ce CLOOW{H HA NEKYeAU{UA
nexap (Bx. Touka 3.b Crieunansu npenynpexnenus). [Topagu Topa, penoBHO

Tp:AOBa Ja ce Hacieapa Opos Ha TPOMOBOLUTHTE.
Croluaea ce U 3a BpeMeHHO yBeHyaBaHe Gpost Ha TpomMBoLuTHTE,
- Pejiky TeXKM KOXKHH peaKIHK B MSICTOTO Ha HHXEKTUPaHE.

- YecTo € BB3MOXKHO Aa ce MOABABAT CHHMHH MM IO KOXATa B MACTOTO HA
HIDKEKTHpaHe Jia C¢ Hanunat Bb3enveTa (Marku Oyyxy), KOMTO MOrar na
npuynHasar Gonka B pasmuuna crerrer. Tesu peaklluy H34e3BaT MO €CTECTBEH

BT U HE Ca MPHYKHA 34 CIIMpaHe Ha JIeYSHHETO.
- Hokanuy unn o6IIH allepruHy peakiym.

- PUCK OT 0CTeOnoposa (Jemunepanusayus Ha ckerema 600eua 00 YynAUBoCH!

Ha Kocmune) NPH MPOIBIDKATENHO JSYEHHE.

- Hpyri peakumu: NMOBHIIEHH CTOWHOCTH HAa HAKOH YePHOAPOGHM EH3HMH B

KpbRTa, IIOBUIIEH Kalui B KpPBBTA.




- B penxn ciyvayn ce chofmiapa 3a HEBPONOTHYHY YBPEKAGHHs C PasNuvHA
TEXKECT CJIeA MpUNarade Ha TO3M THUN JIEKApCTBO 110 BPEME HA HIKOW BHIOBE
aHEeCTe3M.
- B MuOro penxu cnydan ce ch001aBa 3a BE3NANCHAE HA MAKUTE KPHBOHOCHH
CBOBE, IPEAU3BHKAHO OT ajepris.
VBEIOMETE CBOA JIEKAP HITH ®APMAIIEBT OTHOCHO KAKBHTO H
A4 BHI0 HEXKETAHH H/IH HEIPHATHH PEAKIHH, KOHTO HE CA
CIIOMEHATH B TA3H JIHCTOBKA.

6. CbXPAHEHWE HA CLEXANE

AA HE CE UBIIOJ3BA CIEA M3THYAHE CPOKA HA I'OJJHOCT

YKA3AH BBPXY BLHIIHATA OITIAKOBKA,

JA CE CBbXPAHSIBA HA MECTA, HETOCTBHIIHU 3A JEIIA.

CIIEITMAJIHHA YCIOBHS 3A CHbXPAHEHUE
Ha ce cuxpanssa npu Temneparypa nox 25°C. Jla He ce 3aMpassea.
JaTa Ha nocaegHa penakmus

Hexemepu 2006




