NAT
OnOBPEHO!

JHCTOBKA 3A TAHHEHTH

Hpoqe"re're BHHMATEJIHO HANATA JHETOBKA NPEeNH AA 3al04HeTe Na H3NOJA3IBATEe TOBA

JEeKapCTRO.
Tasu nucmoska cCvOvpIICa axCHa uHgopmayua omrocHo Bawemo nevenue.

Axo umame donvanuImenHit SLUPOCY, UAU Ce CbMHAGAME 8 Hewjo, honumaiime Bawus
ReKap Wil apmayesnt 3a QoNvAHUMERHO uHpopMayua

Tosa nexapcmso e npeonucane uyno Ha Bac, He 20 npeomcmengaiime na opyeu xopa. To
MOSICE 00 UM HABPEOU, HE3ABUCUMO OM THOBA, Ye MEXHUME CUMRIMOMYU CA CbWUMe Kakmo

Bauume.

3anaseme masu mucmoska. Mooice 0a umame nyaicoa 0a A npouememe OMHOE0,

KAKBO NPEACTABJSBA CLEXANE
HME HA JEKAPCTBEHHA IIPOOYKT
CLEXANE
KIEKCAH
KAYECTBEH CBCTAB 1 KOJIHYECTBEH CBCTAB

JlekapcrBeHo BELIECTO

EnnHa npenpapuTeHo HANBIHeHE CIIPHHIOBKA CBALPIKa enoxaparin sodium
100mg ,orrosapamo 10 000 antu -Xa IU/ Im]

TlomomwHyE BeecTBa:

Water for injection mo lml

JEKAPCTBEHA ®OPMA

HrxeKLHOHEH pasTBOp

DAPMAKOTEPAIIEBTHYEH KJIAC AHTHTPOMOOTHMHO CPELCTRBO
IMpuTeikaress Ha paspelieHeTo 3a ynorpeda

Sanofl Aventis France

1-13, boulevard Romain Rolland 75014 Paris- France

Hme u agpec Ha NPOH3BOANTEAH




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 HU3ITOJ3BA CLEXANE

To3x JlekapcTBEH NPOHYKT & AHTUKOAryNaHTHO CPeNCTBO OT 7. Hap. Ipyma Ha
HHUCKOMONSKYJIHHTe Xemapwad, Tofl IpenoreparaBa o0pa3syBaHeT0 Ha KPBBHH
ChCHpELM BBE BEHHTE HIH aprepuure (mpombBosd) W TIpedOTBPATABA CBILQ
MOBTOPHOTC UM 00pa3yBaHe.

HuckomonexyneH xenapis Moxe 1a ObAe IpeanicaH:

- KaTo Mpo(uIaKTHYHO Je4eHHe, 3a u30sarrane o6pasyBaHeTo Ha KPBBHH CBCHDELH,

- Karo JeyetHa Tepallid, KOraTo KPBBHH ChCHUPEUH BEYE Ca ce obpasyeany,

To31 neKkapcTBer OPOAYKT Ce H3MON3BA B XUPYPriaTa H B MeNHIHHATA;
-  IIpH NMALMEHTH C PHCK OT 3a00NABaHe Ha BeANTE (KPHBEH CHCHPEK BBB BEHA) MK
[IpH NAUMEHTH, KOUTO MMaT ToBa 3a0onsrane ¢ wy 6e3 GenonpobHa embonus,

-~ TIPH MALHESHTH C HAKOH BHIOBC 3abongBane Ha KOPOHapHUTE apTepHH.

3. DPEAN AA M3NOJI3BATE CLEXANE

KOT A HE TPSIBBA JA M3IIOJI3BATE TO3H JIEKAPCTBEH IPOAYKT

He nz2noaszpaiite CLEXANE ako 3a Bac Baxy HaXoe OT CIEIHHTE;

Ynorpedara #a I[MPOTHBOIIOKA3AHA HEITPEITIOPBUHUTEIHA

TOBaA JICKAPCTBO €

IIpu Bouuky - KO e U3BECTHO, Ye MMaTte
cnyyan ATEPTHA KM NEKapPCTBEHUS
TIPOIYKT, KbM XeNapuy Kt
HPOH3ROAHATE MY, BKIIOUNTEIHO
HPYTH HMCKOMONEKYAHH
XEIapHHH,

- aKO NPEeny CTe HMa CePHO3HO
crajane Ha TPOMOOLUTHTS
3apajM XenapuH
(mpomboyumume uzpasm
BAJICHA PONA 8

KPBLEOCHCUPSaHeEmo),




- aKO HMATE YCTaHOBEHO
HapyIIeHUE B
KPBBOCECUPBAHETO,

- AK0O HMATE YBPEXIaHus
(BLTPEILEY HAK BEHUIHN), KOHTO
OIxa MOTIE fa KLPBAT,

- @KO K'bPBHTE NPEKOMEPHO,

- TIPH [eUa 10X 3 TOAHHY 10paty
CHABKAHHETO Ha OEH3HMOB

ANTKOX0JL.

Karo neuebua

Teparnms

- MO3BYEH KPHBOU3NHB,
- aKo UMaTe Texkka GelpeyHa
HETOCTATHUHOCT (G HAKMKYEHHE
Ha XEMOAMANN3a),

- CIIMHATHATA/ e EY palHATA
AHECTe3Ms Ca MPOTHBONOKA3aHH

110 BpeMe Ha JeyebHa Tepanus.

~ He3aBHCHMO OT
Bh3pacrTa, B KoMBuHaHA
¢ acnupuH (B 403H
H3M0/I3BAHM 32
oGe3boaBaHe 4 32
NOHIDKABAHE Ha
TEMITEPATYPaTa), Hill ¢
HECTepOHAHU
NPOTUBOBE3MANTNTENHM
cpencrsa (HCTIBC) mnu
IeKCTpaH (AeKapcTBo
H3TIO3BAHO B
HMTEH3UBHUTE OTUSIICHIA),
- TIpe3 MBPBUTE HAKOIKO
IHY cIel HHCYNT ©e3
KPbBOU3IHB,

- TIpH NOBEYETO BUAOBE
EHHOKAPAUT (CHPIeUHH
nHpeKImm),

- TIpH JIeKa WK yMepeda

6bOpeyHa HeIOCTATEIHOCT.

Karo
npodUIaAKTHYHA

Tepanks

- aKO HMaTe TEXKa
OBOpeyHa HEAOCTATEHHOCT,

- B paMKHTe Ha 24 daca ciex

MO3B4CH KPBBOH3IIHB,




- KO CTe Ha B3pacT Hal 65
TONMHH, B KOMOUHAIUA C
acnupud (B 0034
H3NQI3BAHH 38
obesfonsapaHe U 3a
TIOHMKABAHE Ha
TeMIIepaTypara), i ¢
HeCTePOHIHH
TPOTHEOBB3NAMTEIHN
cpenctea (HCTIBC) umn

IEKCTPaH.

CHOENWAJHUA NPEAYTPEXIEHAA
3a ;ga ce u30erHe KPhBOM3NMB, 3afBKUTENHO € ;A He C¢ HaiBHIaBa Jo3aTa H
NPONBIUTSHOCTTA HA JIEYEHHETO TNpefnucady ot Bamms nexap (k. Touka 3.
Ipeanasnu Mepky Npu ynotpeba).
JleueHUeTo N3MCKBA MHOTOKDATHH KPBBHY H3C/EBAHMS 33 PSIOBHO onpenensHe Gpos

ua TpoMGonuTuTe BY (0GHKHOBEHO ABA IBTH CEAMMHHO).

Tlo BpeMe Ha JIeYEHHETO C XerapHH, B MHOTO PEIKH Cydan € BE3MOXHO 2 HACTBIA
3HAUUTENHO clajaHe B Gpoa Ha TpomOouMTHTe. ToBa Hamara NpeKpaTABaHE Ha
JIEYEHNETO ¢ XETApHH U YCHIISHO [pociesBane, ThH KaTo MOTaT Za BE3HUKHAT TEXKH

YCAOXKHEHUA, 1O CIEHATHO, apafoKCcarHo TpoMbo3a.
B o6 ciryyaii, TO3M JIEKapCTBEH NPOAYKT HE ¢€ NIPernopsHea NpH Aena.

Vrorpefara Ha TOBA JIEKApCTBO 33 MPESNOTBPATABAHE HA TPOMGOEMOOIMIHN SBICHUA
He ce Mpenoph4Ba IpH NauydeHTH C MEexXaHKHsHA [OpoTe3a Ha ChpoguHara Kiana,

ocobeHo GpeMeHHH KEHH.
A HE CE HMHXEKTHPA HHTPAMVYCKVJIHO. Vkaszanusra 3a HHMKEKTHpaHe
TpafBa Ja ce CHa3paT CTporo,

IIPEANASHA MEPKM ITPH YIIOTPEBA

KakTo TpH BCMUKM aHTHKOAryNaHTH, MOXE Aa Bb3HMKHE KbpBCHE. B ciydall Ha
KPBBOHM3IIHB, NPHYMHATA TPAGBa na 6bae oTkpuTa H TPOBa /(@ oe 3a0THE TOAXOAAIIO

JISYSHHE,

B maxou crydas, ocofeHo mpu neuelHa Tepanii, € HAINIE PHCK OT KPLBOH3IME B

CASAHHTE CHTYaUHH:




- NAIHeHTY B Hanpedran a Bh3pact,
- Ttenecno Tenio mox 40 kg,

- 6p0peuna HegOCTATHUHOCT,

- AKO JISYEHHETO CE YBENHYHM If0Bede OT ofuvuaiinaTa npoXbikuTelHocT ot 10 axy,

- B KOMOHHAUHA ¢ HAKOM JiekapcrBa (Bxk. Touka 3. Bzammoneficreua ¢ mpyru
nexapcTsa ¥ ApyTH hopMi Ha p3anMozeiicreue),

- B KOMOMHAUMA ¢ HAKOH JIEKAPCTBA, KOMTO HOBHILIABAT PHCKA OT KPBBOM3NHB (BiK.
toyxka 3. BsaumogmeiictBua © JApyrM Jexapcrsa W ApyrH  dopMmu  Ha
p3aumMoueicTane).

Tesy cHMTyaUWd MOFAT Aa HaloXkaT CISNWanHo TpoclendpaHe: EBEHTYATHH

MEJVLIMHCKY NPerTIent ¥ H3cIeNBaHUA Ha KPBETA.

EnyIypasHaTa ¥ COMHANHATA AaHECTE3HM HE ¢a [IPOTHBOMOKA3AHM, KOTATO

NeKApCTBOTO e mpiitara npodunaxTadHo. Haxou npennassn mepku obaye, Tpabsa aa

¢¢ CNasBaT: MHISPBANL MeXny WHXEeKUMATa §  AHECTe3MATda, CHeHuGHYHO

NpocrenaBaHe.

AKO B MOMEHTa HMMaTe, MM B MHHANOTO CTe CTpafand oOT HepHoOpoOHO HIH

6n0peuno 3abonsBaHe, 13Ba WIH OPYTH YBPEXIAHHMA, KOMTO OHXa MOIIM Ad KBPBIT,

YBEAOMETE CRON AeKap.

B3AMMOJIENCTBUA C JPYTH JEKAPCTBA H [APYIrd ®OPMH HA
B3AMMOJEACTBHUE
Tlopamyu BepoATHOCT OT BE3HHMKBAHE HA KBPBEHE, BHHArM YBeAOMABAHTE CBOA Jiekap

AK0 NPYEeMare HiIKOS OT CISIHUTS IeKapeTha:
- acIHpUH,
- HECTEPORIHH IPOTHEOBB3NATATENHH cpenictea (HCIIBC),

- HHXuOHTOpH Ha TpoMGouwTHata arperamms {abciximab, eptifibatide, iloprost,

ticlopidine, tirofiban),
- IeKCTpaH {exapcingo u3NoN38an0 8 UHMEHIUBHUME OMOCReHUA),

- [epopaiHM aHTHKoaryHaHTH (xoHTo Gnokupat BuraMuH K.

34 H3BATBAHE HA EBEHTVAJHH  B3AHMOIEHCTBHS  MEXAY
JEKAPCTBERHTE ITPONVKTH, BHHATH YBELOMABAHHTE CBOA JIEKAP
HITH ®APMAIJEBT OTHOCHO BCHYKH JIEKAPCTBA, KOHTO B3EMATE.




FPEMEHHOCT H KEPMEHE
BpemeHnoct

Jledefua Tepanus:

3a peAroYnTale € TO3M JIEKapCTBEH NPOAYKT 14 HE ce H3IMoI3Ra 10 BpeMe Ha Winara

OpeMEHHOCT.

TpodunaxTrysa Tepanws:

3a npennoyHTAHE € TO3N ISKapPCTBEH NPOIYKT A2 He CC W3NoN3Ba II0 BPeMe Ha WBPBUA
TpUMecTEp 0T SpemeHnocTTa. ITo BpeMe Ha BTOPUS U TPETHS TPUMECTED, ISKaPCTBOTO

MOJKE 1l ce M3TION3BA CamMo aKo BamysT nexap npeleHy, ve Toa € HeoGXomumo.

AKO II0 BpeMe Ha JISYeHNETO YCTAHOBMIE, 46 CTe OpeMeHHa, KOHCYNTHpalTe C& CBC
¢BOA NeKap, Thil KaTo ¢aMo TOH/TA MOXKe a NpeleHd HyKHara OT IIpONEnKasate Ha

JEUSHUETO.
Konpmene
ToBa JlexapcTBO HE € NPOTHYBOTIOKA3aHO NPH KbPMadKH.

KATO OBLO HPABHJIO, BHHAI'H TPABBA J4 YBEJOMABATE CBOA JIEKAP
WITH DAPMAUEBT AKO CTE BPEMEHHA HJIH KBPMHTE IPEJH [A
H3ITOJI3BATE KAKBOTO H 4 E JIEKAPCTBO.

HIQO®HUPAHE X PABOTA C MAIIIMHHA
EHOKCATIAPYH He BAUSE BBPXY CIOCOGHOCTTA 32 Mo HpaHe i paboTa ¢ MAlIMHM,

4, KAKX CE N3MOJI3BA TO3W JEXAPCTBEH ITPOJYKT

KOJKO CLEXANE BH TPABBAJO JA IMMOJIYYABATE
Jlosara 3aBHCH OT [I0Ka3aHHATA U OT HallKeHTa,
[pochunaxTHYRa Tepami:

Onepauun ¢ yMepeH pHCK: fosaTa € €lHa MIKexuus anesHo 2000 anru-Xa

1U/0,2 ml (20 mg/0,2 ml).

. Onepaluu ¢ BUCOK puck (TasoGenpena cTasa M KOJIHO): N032TA € SHA MEKEKIHA

nuesro 4 000 ante-Xa JU/0,4 ml (40 mg/0,4 ml).
Xemonuanmsa: 100 antu-Xa [U/kg (1mg/kg ) nox dopmaTa Ha eHOKpaTHa X033,

JleueBHa Tepanyd: 003aTa H DPOAGIKHTSAHOCTTA H2 ACUYEHHETO C& OIIpENessiT oT

Bauuis Jiekap Ch0GPa3sHo TEMECHOTO By TEFNo I TepanepTHIHNTe Hokasarus. B

obus cnyuait, osara ¢ 100 antn-Xa [U/ke (Img/kg ) na Beekd 12 yaca.




Ipy MaLMeHTH NEKyBaRH 32 HiIKOH BIAOBe cTeHokapausa, CLEXANE ce komGuHupa ¢

J1033 ACTIMPHH Tpe3 ycTaTa, KOHTO ce IpMeMa BEAHEX THEBHO.
| ml OT MHKEKLMOHHHS pasTEop € exsupaienteH Ha okono 10 000 amtu-Xa IU
enokcanapus( 100mg/ml).
Axo ToBa nexapcTeo TpiaGBa na OBAE 3aMEHEHO C AHTHKOAryNAHT Mpe3 ycTaTta,
HEDKEKUHUTE e C& CIIpaT exBa Clel HAKOIKO JHH, TPE3 KOCTO BpeMe LIE NOJy3aBare
¥ npeTe NekapeTea. ToBa OTTOBaps Ha BpeMeTo HeoOXOAMMO Ha BTOPOTO JIeKapcTBO
oA CraHe AKTHBHO 1 HA CTOWHOCTHTE Ha KpPBBHATA KOarynalns Fa LOCTHTHAT
NOAXOAALIM HHBA onpeneneHr oT Baruua gexap.

KAK CE IIPUJIAT A CLEXANE
TIOJKOXKHO WHKEKTHUPAHE (ockeH KOTato ce U3I0N3Ba 32 JUAIH32).
Ila ne ce HHKEKTHpa HHTPaMYCKYITHO.

KOT'A ¥ KOJJKO YECTO TPABBA AA CE H3IIOJI3BA CLEXANE
- [IpodHIaKTHKA B XUPYPTAATA: | HHKEKIMA AHEBHO.
- Jleue6ua Tepanus; Jpe HHMKEKLHN AHEBHO C HHTEPBAJ MOMexIy M 12 Jaca.
- Xemonuaausa: JIEKApCTBOTO Ce WHIKEKTHPA HANpPAaBO B apTepuaiHaTa JMHWA HA
MapKyuHTe 32 XeMOAMAIN3a B HAUAIOTO Ha NMATTH3HHA CeaHC.

KOJKO IBJTO TPSIGBA JA CE U3MOJ3BA JEKAPCTBEHHSA NPOAYKT
- TipodunakTuka Ha BeHO3HH TpoMOO3W B obmATA XMPYprusi: B OONIMS CaywaH
neveHyeTo He TpAGBa Aa HagpuiraBa 10 IHW, OCBEH IpH HAKOW Taso0enpeHH
OTIEPALIH.
- Jlewenne Ha BeHozHy TpoMGozm: B oOIWMs CiTydaii NeueHuero He Tpabea ga
Hagsuiuasa 10 aum,
- JleyenHe Ha HSKOW BUOBE CTEHOKApAHA! JEYEHHETO HpOIbKapa 2 JO & AHM Jo
crabumusaims.

KAKBO TPSIGBA JIA HAIIPABHUTE AKO CTE H3IOJISBAJIM ITOBEYE
CLEXANE, OTKOJKOTO E BHLJIO HEOBXOJUMO

Ilopamm puck OT KbpBeHe, OBP30 C& CBBPIKETE C JIeKap.

KAKBO TPSIGBA JA IPABHTE AKO 3ABPABHTE XA HPUEMETE EJHA
IR TOBEYE J03H CLEXANE

Humo cnenyaiHo,




Huimo cneuyanso.

5. HEXKEJJAHW 1 HENPUATHA PEAKIHHA
KAKTO ITPH BCHYKH JIEKAPCTBEHH ITPOLYKTH, TOBA BELECTBO MOXE
J4 IIPEHM3BHKA4 IIPH HAKOH IALHEHTH PEAKIHH C PA3JIHYHA
CTEINEH HA JHCKOM®POPT
- KnpBeHe ¢ pasiiuuHa TEXKECT, BHHIUHO WNM BBTpewHo. Tpstea HezabaBHO Aa
YBEAOMHTE CBOA NEKap WM MeAullucka cectpa. KbppeweTo Moke xa Oble
MOBMIIEHO OT YBPEKJAHMA CbC CKIOHHOCT KBM Khpsene, OT On0peuna

HEROCTATHYHOCT, MY OT HAKOMU JIEKApCTBa [PHeMaHH [0 CHIIOTO BpeMe.

- Criazane Gposi Ha TpOMOOLMTHTE B KPBBTA, KOSTO B HAKOM Ciydan Moxke ja 6pre
ONACHO ¥ Koemo mpabea He3adasio Oa ce cvoODIYU 1A NeKyeauiun Aekap (BXK. TOUKa
3.b Crienmanan npenynpesxkiaenus). ITopajuu Toea, penoBHO TpaOBa Aa ce M3cIelBa
Gpos Ha TPOMOOLIHTHTE.

CroBIasa ce u 3a BpeMeHHO yBenuyapaie 6pos Ka TpoMGouuTHTE.

- Penki TeRKH KOKHHA peaklid B MACTOTO Ha HHMKEKTHPAHE.

- UecTo e BBR3MOMKHO Ja C€ MOABIBAT CHHMHM MIM I0J, KO)kaTa B MACTOTC Ha
MHOKeKTHpaHe Ja C& HATMIIAT Bb3enyera (sanxu Gyuxi), KOUTO MOraT Aa MPHIHHABAT
fonka B pasnuyHa crereH. Tean peakluy H3UE3BaT 110 ECTECTBEH IBT ¥ HE (2 IIPH1MHA

33 CHUPAHe Ha JISHeHUSTO.
- JloxanuH uyd OO aleprydHH peaKiiy.

- Puck OT ocTeorioposa (Qemunepanusayus Ha ckeaema 6o0eua 00 YYNAUGOCH HA
Kocmume ) TIpH IPONBIDKHTENHO ASYSHHE.

- Ipyry peakuMy: MOBRIISHH CTOWHOCTH HA HAKOM YEPHONPOOHM SH3UMH B KPBBTA,
MOBUIIIEH KaJIMH B KPhBIA,

- B penxu cnyuan ce cho0llasa 3a HEBPOJOTHYHH YBPENKAAHUA C paslMHa TEKECT
CclieH MpUaraHe Ha TO3H THIT IGKAPCTEO N0 BPEMe Ha HAKOM BHAOBE aHECTE3HA.

- B MHoro peax# cnydad ce cboOllana 32 BE3MANCHHE Ha MAJIKHTE KPBBOHOCHH
CBAOBE, NIPEAU3BUKAHQ OT ANCpPryA.

VBELOMETE CBOA JIEKAP HITH PAPMAIEBT OTHOCHO KAKBHTO H 4
BHJIO HEWXEJIAHH H/IH HEIPHATHH PEAROHY, KOHTO HE (A
CITOMEHATH B TA3H JTHCTOBKA.

6. CbXPAHEHHNE HA CLEXANE




BBPXY BHHIIHATA OTAKOBKA.

(A CE CLXPAHSIBA HA MECTA, HEAOCTBIIHH 3A JEIIA.
CHEINUAJHHA YCIOBHSI 3A CbXPAHEHUE

Jla ce ceXpaHsBa IIpH TeMAepaTypa Nox 25°C. Jla 1e ce saMpasssa.
JaTa Ha MOCAeRHA PeNaKuUs

Texemspu 2006




