YNATCTBO 3A MAUMEHTOT

Mpen ynotpe6a Ha NEKOT, BHUMATENHO NPOYMUTaj ro ynatcTeoTo!
Yyeajme 2o ymamcmesomo. Moxebu Ke mpeba 0a 20 mpoyumame nosmopHO.
Ako umame dononHumenHu npawara, obpameme ce kaj Bawuom dokmop umu
ghapmayesm.

Osoj nek Bu e npenuwax Bam nuyHo u He mpeba da um 20 Oasame Ha Opyau
nuua budejku moxe da uMm Hawmemu Oypu U ako HUsHUME cuMinmomu ce ucmu
Kako Bawume.

AKko ce jasu cepuo3HO HecakaHO dgjcmso unu axko 3abenexume HecakaHo
dejcmso Koe He e onuwWaHo 80 08a yramcmeo, sedHaw Kaxeme My Ha Bawuom
nexap unu ¢gpapmayesm. Budeme den 4.
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YnaTtcTBOTO 3a NALMEHTOT COAPKM:

1. LUmo npemcmasysa CLEXANE 6000 U (60mg)/0.6 ml, 8000 IU (80mg)/0.8
mi, pacTBOp 3a WHjeKTUparse U 3a wmo ce yrnompebysa

2. limo mpeba da 3Haeme nped da zo ynompebume CLEXANE 6000 IU
(60mg) /0.6 ml, 8000 IU (80mg)/0.8 ml, pacTBOp 3a UH]eKTUPaHe

3. Karxo 0a 2o ynompebysame CLEXANE 6000 IU (60mg)/0.6 ml, 8000
IU(80mg)/0.8 mi, pacTeop 3a UHjekTupame

4. MoxHu HecakaHu dejcmea

5. Yysame u pok Ha ynompeba Ha CLEXANE 6000 IU (60mg)/0.6 mi, 8000 IU
(80mg)/0.8 ml, pacTBOp 3a WHjeKTUpaHe

6. [ononHumenHu UHgopmayuu

Clexane 6000 U (60mg)/0.6 ml, pacTBOp 3a UHjeKTMpPaHt-e BO MPeTXoaHo
HaMomnHeT Wnpuu,.
(enoxaparin sodium)

Clexane 800 IU (80mg)/0.8 ml, pacTBOp 3a UHjeKkTUpPaHe BO NPeTXO4HO
HanNONHeT WNpUL,.
(enoxaparin sodium)

AxkmueHa cyrncmaHyuja: eHokcanapuH HaTpuym.

Clexane 6000 IU (60mg)/0.6 ml, pacmeop 3a uHjekmuparbe 80 MpemxooHo
HanonHem wnpuy,

EneH npetxoaHo HanonHeT wnpuy og 0.6 ml uma 6000 [U (eksuBaneHTHO Ha 60 mg
eHoKkcanapuH HaTpuym).

Clexane 8000 IU (80mg)/0.8 ml, pacmeop 3a UHjeKmupamwe 60 MnpPemxodHo
HanoaHem wnpuy.

EneH npeTtxoaHo HanonHeT wnpuy og 0.8 ml nma 8000 U (eksuBaneHTHo Ha 80 mg
©HOKCanapWH HaTpuym).

MomowHU cyncmaHyuu:
Bopa 3a viHjekyuu

HocuTen Ha oao6peHueTo 3a npomeT Bo Penybnuka MakenoHuja:
CAHO®U-ABEHTWUC MakegoHuja gooen, yn. Jlyj Mactep 11/1/4, 1000 Ckonje,
Penybnuka MakegoHuja

Mpouzeoguren:
e Sanofi Winthrop Industrie,
Zone Industrielle




76580 Le Trait, France

e Sanofi Winthrop Industrie,
180 rue Jean Jaures,
94702 Maison Alford Cedex, France

e CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd
Csanyikvolgy Site
Miskolc, Csanyikvélgy
H-3510 Hungary

1. WTO NPETCTABYBA CLEXANE 6000 IU (60mg)/0.6 ml, u 8000 |U
(80mg)/0.8 ml, pacTBop 3a uHjekTuparwe U 3A LUTO CE
YNOTPEBYBA

dapmakoTepanesTcka rpyna; aHTUTPoMSOTUYHU TEKOBW, xenapuHcka rpyna, ATC
kog: BO1ABO5.

OBOj NeKk e aHTWKoarynaHC KOj Kako akTWBHa CyncTaHuuja COAPXW eHoKcanapuH
HaTPUyMm 1 Npunara Ha NeKkoBWUTE KOW Ce HapekyBaaT HWUCKOMOIEKynapHU XenapuHu
(LMWH).

Nexkot CLEXANE penyea Ha ABa Ha4unHW:

1) ro cnpedyBa 3ronemMyBaHeTO Ha NOCTOEYKUTE KPBHW 3rpyTyyBatkba BO BEHUTE UNn
apTepumTe (Tpombosa), CO LWTO My nomara Ha BaleTo Teno nofecHo ga m
pasrpagyea. Ha oBoj Ha4uH ce cnpevyBa nojaeaTa Ha OLTeTyBara BO OpraHu3MoT.
2) NPEBEHTURHO, 3a Aa ce cnpeyn chopMupareTo Ha KPBHW 3rpyTHyBakea BO KPBHUTE
cajoBu,

CLEXANE ce npvmeHyBa 3a:

e TpeTMaH Ha KpBHW 3rpyTyyBaksa NPUCYTHW BO BallaTa Kps

e 33 [a crpeyvu co3haBarse Ha KPBHW 3rpyTyyBaHba BO CNEAHUTE CUTyalnun:

- Npe4 W No XUpypLUKa MHTepBeHUWja (onepauuja),

- ako umaTe akyTHa BonecT u cTe co orpaHu4eHa NoaBUXHOCT,

- aKo Mmate HecTabunHa aHrMHa nektopwc (rpagHa bonka-cocTojba Kora BalleTo

cpue He gobusa AOBONHO KPB),

- MO cpueB yaap (MuokapgujaneH nHMapkT).

- 33 crpevyBake Ha co3aaBarbe Ha KPBHWU 3rpylWwoun BO anapaTtoT 3a auvjanuaa

(koj ce kopucmu kaj nayueHmu co mewku bybpexHu owmemysarba).

2. WUTO TPEBA OA 3HAETE MNMPEQ OA N0 YNOTPEEUTE CLEXANE 6000
IU (60mg)/0.6 ml, 8000 IU (80mg)/0.8 ml, pacTBOp 3a MHjeKTUpaH:e

CLEXANE, pacTeop 3a uHjekTuparse HE CMEE ga ce ynotpebyBa BO cnegHute

cnyvam:

e aKO CTe anepridHi (MPedyBCTBUTENHK) HA EHOKCANAPUH HaTPUYM UK Ha Bruno
KOja 04 NOMOLUHWTE CYNCcTaHUWMK Ha NeKoT. 3HauwW Ha anepricka peakuuja ce;
ncun, npoénemu npu rontTake Ny OTEXHATO QULLeH€, OTEeKYBaHe Ha YCHUTE,
rPNOTO UMK Ja3UKOT.

e AKO CTe anepru4Hu (MpedyBeTBUTENHW) Ha XenapwuH UK Ha apyrurte
HUCKOMOMNEKYNapHU XeNapuHn Kako HagponapuH, TUH3anapuH UNK JantenapuH,

e aKo npeTxodHo (o MamuHaTuTe 100 geHa) cTe uMane peakuvja Ha xenapuH
NoBp3aHa Co Cepuo3HO Hamanyeare Ha BpojoT Ha TPOMBOUMTU (KPBHW NMNOYKK
KOW urpaaT 3Ha4vajHa yrnora Bo 3rpyTHyBarkeTo Ha KpBTa) HapedeHa xenapuH
MHAYUWpaHa TpoMBouMTONEeHW]ja U ako BO BallaTa KPB MMaTe NPUCYTHU
aHTuTEena NPOTUB EHOKCanapwH;




e aK0O UMAaTe TelIKO KpRapere UNu Hekoja cocTojfa koja & BUCOKOPpU3MYHa 3a
rnojaBa Ha kpeaperse (Kako Yup Ha XenygHuK, ako Bo 6nmMcko M1UHaTo BU
npaeeHa onepauuja Ha M300KOT UMW OKOTO), BKIYYWUTENHO U HEo4aMHeLLleH
XemMoparmyeH MHCYNT (MO30YEH yAap CO Kpeapere),

s aKo ro ynoTpebyeaTe NekoT 3a TPeTMaH Ha KPBHYW 3rpyLlyBara BO BalLaTa KpB a
Tpeba Aa npyMUTE CNMHANHA UNW enugypanHa aHecTeavja unw Aa Bu ce
Hanpaew NnymbanHa nyHkuuja Bo crnegHuTe 24 yaca.

MpepynpenyBata M MepPKU Ha NpeTnasnuMBocT

CLEXANE He Tpeba fa ce 3ameHyBa CO Apyru NEKOBW KOW Npunaraar Ha rpynara Ha
HUckomonekynapHw xenapuHu. OBue NekoBW He genysaar Ha LernoCHO UCT HauuH
HWUTY Nak UMaaT UCTa aKTUBHOCT W HA4UH Ha ynoTpeba.

WHbopMupajTe ro BaWMOT JOKTOp unK dhapmaueBT npef Aa ro ynotpebute nexkor

ako:

e [MPETXOAHO CTEe MMarne CepMOo3HO HamanyBare Ha OpojoT Ha TpoMBOLMTU (KPBHK
NNO4YKK) NOBP3aHO co ynoTpebaTa Ha XenapwH,

e ako Tpeba Aa NpUMWMTE CMWHanNHa MW enupypanHa aHecTesuja wuiv ga Bu ce

Hanpaeu nymbanHa nyHkuWja (BuaeTe gen onepauuu u aHecteTuuu): Tpeba da

ce NMoYWTyBa BPEMEHCKUOT npoctop nomery npumerata Ha CLEXANE n osue

npoueaypw.

aKo umare BeLUTa4Ku CPUEB 3amnuncTok,

aKko MMaTe eHgokapauTuc (MH@eKUmMja Ha BHaTpeluHaTa obBUBKa Ha CTPLETO),

aKko Mmare NCTopuja Ha racTpuYeH ynuep (YMp Ha MKenyaHuk),

HeogamHa CTe uMane mMo304eH yaap,

aKo MMaTe BUCOK KPBEH NPUTUCOK,

nmate gujabetec vnu npobnemu Co KpBHWTE CagoBM Ha OKOTO Kako nocneguua

Ha aunjabeT (cocTojba no3HaTa Kako gujabeTcka peTuHonaTtuja),

aKo HeoamHa CTe uMane onepayunja Ha MO30KOT UMK O4UTeE,

s @Ko CTe nMocTapo nuue (Hag 65 roawHu), ocobeHo ako CTe Ha Bo3pacT Hag 75
roAWHM,

®  3Ko MMaTe HapylweHa dyHKumja Ha ByBpesuTe,

e aKo MMaTe HapylleHa dyHKUMja Ha LpHWUOT ApoDb,

e aKo MMate Mana urnu ronemMa TenecHa TeXuHa,

s KYMaTe BWCOKO HWBO Ha Kanuym BO KpBTa (OBa MOXE [a Ce MpoBepu co
natopartopucka aHanunsa Ha KpBTa),

e akro ynoTpebyBaTe NeKoBW KOV BMvjaaTt BP3 NPOLECOT Ha 3rpyTHyBake Ha KpBTa
(sngeTe gen Ynotpeba Ha Apyrv Nexkosw).

Mpen NOYETOK CO TPETMAHOT W 3a BPeMe Ha NekyBakeTo MHOTY € BaXHO perynapHo
[a Ce npasar aHanusu 1 TEeCTOBW 3a NpoBepka Ha BpPojoT Ha TPOMBOLMTU W HNBOTO
Ha Kanuym Bo BalliaTa Kps.

AKko Hekoe 00 npemxodHo HasedeHume npedynpedysara ce OOHecysa Ha Bac
uHgbopmupajme 20 Bawuom dokmop.

Oeua
He e npumeHnvso.

¥notpeba Ha Apyrv nekoBu

3apaan pu3MKOT Off KpBapewe cekorall WHdopMupajTe ro BawwoT goktop ako
3emare HeKoj of cnefHuTe Nekosu:

e BapdapwH - Ce KOPWUCTY 3a paspedyBake Ha KpBTa




e acnMpuH (NosHaT U Kako aueTuncanuumnHa kucneuda wnu ACA), knonugporen
WK 4pyr NEKOBW KOW ro cnpedysaart arpyTyyBakeTo Ha KpBTa (suaete Bo Aen 3
3a “[MpoMeHa Ha aHTuKoarynaHTHuTe nkosun”),

e [EKCTPaH KaKo MHjekumja (NeK Koj ce KopucTi BO MHTEH3WBHA Hera),

e ubynpocbeH, AuknodeHak, KeToponak WNM Jpyrv NeKoBM Mo3HaTh Kako
HecTepougHn aHTuMHnamatopHn nekosn (HCAWIT) kou ce kopwuctar 3a
TpeTMaH Ha 6onka n oTouw Npu apTpuTuc (BocnaneHve Ha arnobosuTe) U Opyru
cocTojoun,

e NPedHW30MOoH, [feKcameTas’oH WNWM [pyr nexosBu Kou ce ynoTpebysaaTr BO
TepanwvjaTta Ha acTma, peBMatouaeH apTpUTUC 1 ApYry COCTOjOM,

e [IEKOBW 3@ KOW € MO3HATO AeKa ro 3rofemysar HUBOTO Ha KanuyM BO KpPBTa Kako
KarnuymoBW conn, Tabnetu 3a MOKpEHE, HEKOW NEKOBW 3a TpeTMaH Ha CpLeBu
HapyLyBarba.

Onepauuja U aHecTeTULMU

Ako Tpeba pga BM ce HanpaBW CnWHanHa NyHKUWja vnu onepauuja npu koja ce
npUMeHyBa enuaypanHa wnu cnuHanHa aHecTesvja, WHdopmupajTe ro Bawwot
OOKTOp Aeka cTe Ha Tepanwja co CLEXANE. Bugete gen “He ro ynoTpefysajTe
nekoT”. MHhopMUpajTe ro BalWUMOT AOKTOR aKko MMaTe Hekakoe npobnem co salivuoT
pOeT unNK ako Hekorall BW e npaBeHa onepauuja Ha pbeToT.

Be monume da 20 uHghopmupame Bawuom dokmop unu cghapmayesm ako semame
unu ako do HeodamHa cme 3emane Koj 6uno Opye ek, Oypu U OHUE KOU He ce Ha
dokmopcku peyenm. Bo coanacHocm co moa, Bawuom Ookmop Ke 2o npunazodu
Bawuom mpemmaH.

Ynotpeba co xpaHa U nujanoum
He e npumeHnuvBo

BpemeHOCT U Aoek:e

BpemeHocm

Ako cTe BpemeHa, ce COMHeBaTe Jeka cTe BpemMeHa wnu nnaHupate BpeMeHoCT,
npea Aa nodHeTe Aa ro ynotpebysaTe NekoT, MH(opMUpajTe ro BalnoT AOKTOP UK
thapmaLesT.

AKo cTe DpemeHa M MMaTe BelTavyky CpLeB 3anvCcToK, MOXe Ja CTe U3NOMEHW Ha
NOBWCOK PU3WK Of NojaBa Ha KPBHM 3rpyllyBarwa v Tpeba Aa nobaparte coBeT of
OOKTOP.

Loere

AKo fowTe WNK nNnaHuparte Aa AowTe, Nped Aa NoYHeTe ga ro 3emarte nekot Tpeba
fda nobapare COBET 0f BaLUWUOT JOKTOP.

Cosemysajme ce co Bawuom dokmop unu ghapmayesm nped da 3ememe Kaxkos
buno nek.
BnujaHve Bp3 cnocoGHOCTa 3a BO3eHe UK paKkyBake CO MallnHn

Clexane Hema BnujaHne Bp3 cnocoBHOCTa 3a BO3eH:E U yNpaByBarbe CO MaLUWHU.

Ce npenopavyBa BalwmoT nekap fa BoAW eBMAeHUMja 3a TproeckaTa mMapka 1 6pojor
Ha cepwja Ha NekoT KOj LITO ro ynotpebysare.




3. KAKO OA CE YNOTPEBYBA CLEXANE 6000 IU (60mg)/0.6 ml, u 8000 1U (
80mg) /0.8 ml, pacTBOp 3a UHjeKTUPaAHE
Cekoralw ynoTpebygajTe ro NeKOT TOYHO OHaKa Kako LWTO BW Npenopadan BalmoT
OOKTOp unn chapmaueBT. AKO He CTe CWUrypHW Kako aa ro ynotpebyearte nekoT
obpaTeTe ce 3a COBET Kaj BallMOT AOKTOP UK chapMaLeBT.

e Jlekor CLEXANE ce annuuupa npeky wHjekunja 1 oBu4HO ke BW ro gage
BaLLUMOT AOKTOP UMW MeaWNLUMHCKa CecTpa.

o Kora ke ja HanywTuTe BonHuuaTta, Moxe fa uma notpeda Aa npogormkuTe Aa
ro ynotpefyeaTe nekoT. Bo BakoB cnyyaj moxe ke TpeBa camu da cu ro
annuuuparte (BuaeTe rm MHCTPYKUMKUTE 3a ynoTpeba HaBegeHw ngoony).

o CLEXANE ce gaea kako noTkoxHa (cybkyTaHa) uHjekumja.

o CLEXANE moxe ga ce ynoTpefyBa W kako MHTpaBeHcKa (BO BeHa) WHjeKuuja
No OAPEOEHN TUMNOBK Ha CPUEB yaap Unu no onepauuja.

o CLEXANE moxe pga ce annuumpa BO LeBkaTta (apTepuckarta nuHuja) of
CMCTEMOT 3a AMjannaa, Ha NOYeTOoK of TPETMaHoT.

He cvmeeTe ga ro nHjekTMpaTe NekoT UHTPaMYyCKyNHO (BO Myckyn).

Hoaupatse
e [losata v BpemeTpaeHeTO Ha TPeTMaHoT v ogpedyea BawumoT gokTop Bp3
OCHOBa Ha Tepanvckara nHaukauwja.
e AKo umaTte HapylleHa dyHKuuja Ha BybpesuTe BawmoT AOKTOp MoXe Aa Bu
npenuLle nomana 403a oA NeKoT.

1. TpeTmaH Ha KPBHW 3rpyTHyBatsa NPUCYTHU BO Bawara KpB
e BoobuyaeHaTa goza usHecyea 150 IU (1.5 mg) Ha cekoj kunorpam TenecHa
TexuHa, egHaw Ha geH wunm 100 1U (1 mg) Ha cekoj Kunorpam TenecHa
TeXwHa, ABa NaTh Ha AeH.
o Bawwot gokTop ke ogny4u konky gonro tTpeba Aa ro ynotpedbyeaTte NeKoT.

2. MNpeBeHuMja Ha co3naBak-e HAa KPBHU 3rpyTYYBaka BO ClIeAHUTE CUTYaLIMUK

Onepayuja unu nepuod Ha ozpaHuveHa nodewxHocm 3apadu 6onecm

» [losarta Koja ke Tpeba fAa ja npumaTe Ke 3aBUCK Of PUSWKOT 3a MojasBa Ha KPBHO
srpyTyyBame. Ke su 6ugat annuyupanun 2 000 [U (20 mg) unu 4 000 U (40 mg)
CLEXANE, cekoj geH.

e Ako Tpeba ga Bv ce Hanpaew onepauuja, npeata uHjekuuja CLEXANE ke Bu
twae gageHa 2 Yaca npeg nnv 12 4aca no xmpypLukata uHTepeeHuuja.

* AKO UMaTe orpaHWYeHa NOABMXHOCT Kako nocrieguua Ha bonecT, BoobuuyaeHaTa
Ao3a ke 8 nsHecysa 4 000 IU (40 mg) CLEXANE, cekoj aeH.

¢ Bawwot gokTop ke oany4w konky gonro Tpeba ga ro ynotpebysaTe NekoT.
Mo cpyee ydap (MmuokapdujaneH uHghapkm)

CLEXANE moxe ga ce ynoTpefyBa npu gBa pasnuyHU TUMOBM HAa Cpues yaap:
STEMI (MuokapauvjaneH uHdapkT co enesauuja Ha ST cerMmeHToT) unwv NSTEMI
(MUoKkapaujaneH uHopapkT 6e3 enesauwja Ha ST cermenToT). [lozata of nNekoT koja
ke Tpeba ga ja npumuTe Ke 3aBMCK Of BallaTa BO3PaCT W TUMOT Ha CpUeB yaap
KOjLUTO CTE ro umane.

NSTEMI muokapdujaneH UuHgpapkm:




s BooBuyaeHara gosa usHecysa 100 |U (1. mg) Ha kunorpam TenecHa TexuHa,
Ha cekou 12 vaca.

o BalwunoT OoKTOp Ke BM npenopaya ga 3emarte W acnupuH (auetvncanuuunHa
KnucenuHa).

e BalwmoT fokTop ke ognyyu konky gonro Tpeba aa ro ynotpebysarte Nexor.

STEMI muokapdujaneH uHhapkm Kaj nauueHmu Ha eozpacm n1od 75 200uUHU:

e Ke Bu 6uge nageHa nodeTHa Aosa oa 3 000 IU (30 mg) CLEXANE npeky
WHjekyunja BO BeHa.

e Bo ucTo Bpeme ke npumute CLEXANE npeky noTkoxHa (CybkyTaHa) nHjekuuja.
BoobuyaeHata gosa e 100 1U (1 mg) Ha kunorpam TenecHa TeXWHa, Ha
cekon 12 vaca.

e Bawwot goktop ke BM npenopada fa 3emarte W acnupuH (auetuncanvuunHa
KNCEnuHa).

» BawwoT fokTop ke oany4u konky gonro Tpeba ga ro ynotpebysaTte nekor.

STEMI muokapdujaneH uHghapkm kaj nauueHmu Ha so3pacm od 75 200uHu_unu
noseke:

¢ BoobuyaeHa nosa e 751U (0.75 mg) Ha Kunorpam TenecHa TeXuHa, Ha CceKou
12 yaca.

¢ MakcumanHaTa fosa koja Tpeba ga ja npuMuTe Npeky NpeuTe ABE WHjeKunKn e
7 500 U (75 mg).

¢ Bawwot goktop ke ogny4u konky gonro Tpeba ga ro ynotpebysare Nnekor.

Onepauuja nosHaTa Kako nepkyTaHa kopoHapHa uHTepseHuuja (PCI)

Bo 3aBMCHOCT 0f Toa Kora cTe ja npumune nocnegHata gosa o nekot CLEXANE
BalWOT AOKTOp Moxe Aa oanyuw npeg PCl ga Bu gage fononHuTenHa nosa of
NeKoT NpeKy UHTPaBeHCKa NHjeKuuja (Bo BeHa).

3. CnpevyyBake Ha co03[3aBak€ Ha KPBHW 3rpyTyyBatba BO CWUCTEMOT 3a
pujanuaa

BoobuyaeHa pgdosa e 1001U (1 mg) Ha kunorpam TenecHa TexuHa. [lpu
xemogujanusa nekor CLEXANE Tpeba pga ce wHjekTupa AMPEKTHO BO apTepuckara
MNWHWja Ha NOYEeTOKOT Ha AujanuaaTta. Osaa fo3a obu4yHO e JoBOMHa 3a Aujanusa co
Tpaewe of 4 Yaca. [Jokonky € noTpedHo, BaWLMOT JOKTOP MOXe Aa oanyyu Aa faae
gononuuTenHa gosa og 501U go 1001U (0.5 go 1 mg) Ha kwnorpam TenecHa
TEXWHA.

HMHCempykuu 3a ynompeba Ha npemxodHo HanoaHemume wipuuesu

LnpuuesuTte tpeba npasunHo Aa ce ynoTpebyBaaTt co uen ga ce Hamanu pusvkoT
oA nojasa Ha Borka U MOAPWHKM Ha MecToTo Ha WHjekTupare. Mopa aa ce cnegar
MHCTRYKUMUTE 33 ynoTpeBa Ha npeTxoaHO HanoMHeTUOT WnpuL.

MogroToBKa HAa MECTOTO 32 WHjeKTUPaHe :

Mpen Aa ro WHjeKTMpaTe NeKoT U3MWjTe MM paueTe W ucyweTte ri. MNpebpuliete ro
(HO HemojTe Aa ro  TPWETE) CO ankoxon [AenoT of Koxarta kaje WTo ke ja
annuuunparte WHjekuwjara.

PotupajTe ro mMecTo Ha WHjeKTUpake W ceKkoja WHjekuuja annuuupajte ja Bo
pasnuyeH aen og abaoMeHoT.




e QTCTpaHeTe ro 3alWTUTHOTO Kanaye of urnarta.

o [okonky e moTtpeBHo npunarogeTe ja gosata og CLEXANE koja Tpeba ga ce
WHjeKTupa:
KonuuuHaTa oa nekoT koja TpeGa ga ce annuMuupa mMopa ga ce npunarogu
cnopeg TenecHaTa TeXWHA Ha NauMeHTOT. 3apaau Toa, npen MHjeKTUpareTo
Tpeba ga ce ucchpny BUIWOKOT BOJNTYMEH Of, NEKOT CO HacovyyBaH-e Ha urnara
Hapony (3a ga ce 3aapXaT MeypUnHa BO3AYX BO WNPULIOT).

* Annukauwja Ha MHjekuMjaTa:

MpeTXoAHO HamoMHeTUOT LWnpul e crnpeMeH 3a ynotpeba. He TpeBa pa ce
WCTUCHYBa BO3AYX OF LUNPWLOT Npeq AaBareTo Ha WHjekuujaTa. Hajoobpo e nexkot
Aa My Ce [aBa Ha NauMeHTOT BO nexeuka nonoxba, BO MOTKOMHOTO TKMBO Ha
aHTeponarepanHMoT W nocTeponarepanHWoT CTOMadYeH sSwhh, anTepHaTuBHO Ha
neeaTa W Ha fecHaTa cTpaHa. Llenata gomkuHa Ha wrnarta Tpeba aa ce BHece
BepPTUKaNHO BO KOXaTa, Noj npaB arof, Co HEXHO NpuTuUcKkamke nomery naneuoT u
nokasaneuoT. He ja BHecyBajTe urnarta Bo Koxarta HakoceHo. Koxarta He TpebGa pa
ce ocnodopau ce Aoaeka LenocHO He ce 3aBplUM UHjeKTUpaHeTo.

e BepgHall oTCTpaHeTe ro WNpUUOT BO COOABETEH KOHTEjHEP 3a OTCTPaHyBake Ha
TAKOB TWN Ha OTNageH maTepujan.




HeynoTpebeHaTa KoMwW4MHa Of MEKOT unu oTnagHWoT MaeTpujan Tpeba na ce
OTCTPaHW BO COrMACHOCT CO BaXeYKUTE NPOMNULK.

MpomeHa Ha aHTUKOArynaHTHaTa Tepanuja

° [MpomeHa o8 CLEXANE Ha aHmukoazynaHmu o3Hamu Kako aHmasoHucmu
Ha sumamuH K (np. sapghapuH).

BaluvoT QOKTOp Ke BU KaxKe A4a HanpaeuTe TECTOBM 3a ucnutyearse Ha INR u cnopen

pes3ynTatuTe o4 OBME aHanvau ke Be COBEeTYBa Kora e COOABETHO Aa ja NpekuHeTe

Tepanvjata co CLEXANE.

° lMpehpnare 00 aHmMukoazynaHmu Mo3Hamu Kako aHmaaoHucmu Ha sumamuH
K (np. sapghapuH) Ha CLEXANE

MpeknHeTe Oa ro 3emMaTe aHTaroHWCTOT Ha BUTaMuH K. BalnoT JOKTOp Ke BU Kaxke

0a HanpaeuWTe TeCTOBM 3a wucnutysBamwe Ha INR W cnoped pesyntatute o oBsue

aHanuan Ke Be COBETyBa Kora € COOABETHO [a ja NpeKkMHeTe Tepanwjata co

CLEXANE.

o MpomeHa o8 CLEXANE Ha OupekmHa repopanHa (npeky ycma)
aHmukoazynaHm+a mepanuja

MpeknHeTe ga ro 3emate CLEXANE. [loyHeTe co npuMeHa Ha OUPEKTHWOT

nepopaneH aHTukoarynaHT 0-2 4aca npes BOODMYAEHOTO Bpeme 3a HapedHaTta

MHjeKumMja U NoToa MPOACITKETE ja HOpManHo BallaTa Tepanvja.

o Mpegppnae 00 dupexkmHa nepopanHa (Mpeky ycma) aHmukoazynaHmHa
mepanuja Ha CLEXANE

MpeknHeTe co ynoTpeba Ha AMpeKTHaTa nepopanHa Tepanwja. He ja nodHyeajTe

Tepanunjata co CLEXANE gopgeka He uamuHaT 12 yaca no nocnegHara [03a of

OWpeKTHaTa nepopanda Tepanuja.

YnoTtpeba Kaj geua u afonecueHTH
He e ucnutaxa 6esbegHocta M echukacHocTa o ynotpeba Ha CLEXANE kaj aeua
U1 afonecLeHTH.

Ako cTe 3ene noBeke CLEXANE og konky wTo e notpe6Ho

AKO cTe 3ene noronema KomuduHa of NEeKoT WHdopMupajTe ro BalMoT [OKTOP,
MeaMLUMHCKa cecTpa uiv dapmauesT Aypyv W ako HemaTe CUMMNTOMW. AKO aerte
CMyuajHO ro WHjeKTMpa Uy NPoronTa BallWoT nek Tpeba BegHall Aa ro ofHeceTe BO
HajbnvckaTa 34paBCcTBEHa YCTaHoBa.

Ako cTe 3abopaBune aa semete CLEXANE

Ako cTe 3abopaBune Aa ja 3emeTe BallaTa [03a 3eMeTe ja BefHalw Kora ke ce
ceTuTe 3a nponycTtoT. He 3emajTe ABojHa [03a 3a Aa ja HagoMecTuTe Josarta Koja
lwTO cTe ja nponywTune. BogeTte BenexHuk 3a ga He 3abopasuTe Aa ro npumure
MeKoT.

AKko npectaHeTe ga ro ynotpedoysate CLEXANE
Oa ronema BaKHOCT € [a ce NpuapkysaTte [0 NpenopakvTe 3a BpemMeTpaeHe Ha
TPETMaHOT Koj BU M1 Jan BalMOT AOKTop Buaejkyu BO CNPOTMBHO, OCKOMKY Camu
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oAnyuuTe Aa ja NpekMHeTe BallaTa Tepanuja Moxe Aa CTe M3NOXEeHW Ha PU3WK of
nojaea a arpyTyyBakbe Ha KpBTa.

AKO umame Hekou npawarka 3a ynompebama Ha CLEXANE koHcynmupajme 2o
Bauwuom dokmop, ¢hapmayesm unu meduyuHcKka cecmpa.

4. MOXXHW HECAKAHW OEJCTBA

Kako W cuTe CAWYHW NEKoBW (KoM ro HamanyBaaT 3rpyTyyBaweTO Ha KpBeTa),
CLEXANE moxe Oa noBege A0 NojaBa Ha KpBapeke Koe MOXe [a ro 3arposu
XWMBOTOT Ha nNaumMeHToT. Bo Hekou cnydawn KpBaperweTo MoXe 4a He € BUAMNBO.,
AKO BUM ce jaBu OWMO KaKBO KpBapere KOe He 3anupa CroHTaHO Wnu LOKOIKy
3a0eneXnTe 3HaUM Ha MW3paseHo KpBapetse (UcknyyuTenHa cnabocT, 3amop,
6neguno, BpTornasula, rnasobofka WNM HeobjacHeTa nojaBa Ha oTok) Tpeba
BeAHaLl Aa ce obpaTuTe Kaj BallnoT AoKTop. Toj MOXe Aa oAny4un BHUMATENHO Aa ja
cneau ealuarta cocTojfa Unu 4a ro NPoMeHwW NeKoT Koj ro ynotpebyeare.
MpekuHete Oa ro semate nexkot CLEXANE w BegHaw obpateTe ce Kkaj BawuoT
OOKTOP UMM MedWUMHCKA CecTpa ako BW ce jaBaT BWNo KakeW 3HALM Ha Tellka
aneprucka peakuuja (Kako oTexHaTo Aullese, OTeKyBare Ha YCHUTe, ycTara,
rPNOTO UMK O4UTE).
WHdopmupajTe ro BedHall BaWWOT JOKTOP ako BW ce jaBaT BWNo Kaksu 3HauW Ha
Brnokupare Ha HEKO] KPBEH caf O KPBHO 3rpyTvyBarbe BKyYUTENHO!

- nojaea Ha BOMHW rpyYeBW, LUPBEHUNO, TOMMNHA UMK OTEKyBake Ha edeH of

[OMHUTE EKCTPEMUTETU-0BA CE& CMMNTOMM Ha Anaboka BeHcka Tpombo3a;
- HepgocTaTok Ha 3aus, Bonka BO rpaguTe, HecsecTuua WUNW UckallnyBamwe Ha
KpB-OBa ce cumnTomu Ha 6enogpobHa embonuja.

AKo BW ce jaBn BoneH Wcun co co3gasBarbe Ha TeMHO LPBEHW TOYKM nog eBawlata
KOXa KOV He ce NoBnekyeaT Mof NMPWTUCOK BALLMOT AOKTOp Moxe Aa nobapa aa
HanpaeuTe MCNWTyBara 3a Aa BW o nposBepu BpojoT Ha TPOMOOUWUTU (KPBHM
NIIO4KN).

Bryrien npuka3s Ha HecakaHume eghekmu:

MHory YecTH HecakaHu fejcTBa (npujaseHn kaj noseke of 1 o4 10 nayneHTw):
o KpBapere
e 3ronemMeHo HWBO Ha xenaTanHu eH3uMu

YecTn HecakaHu gejcTea (npujaBeHu kaj nomanky og 1 og 10 nauneHTu):

e [lonecHa nojaBa Ha MOAPWHKW of BOOOUYaEHO LUTO HajBepojaTHO Ce AOMKu
Ha HM3oK Bpoj Ha TpPeMBOLUTU (KPBHUW MIIOHKHN).

e [lojaBa Ha pO3EBM NNaKKU NO KOXaTa KoW HajuecTo ce jaByBaat BO AenoT kaje
LITO & UHJeKTUPaH NEeKoT.

o KoxeH ucun (ypTukapuja).

e [lojaBa Ha Borka UM MOOPUHKA Ha MECTOTO Ha WHjeKTMpar-e.

e HamaneH ©poj Ha UpBEHW KPBHW KNETKN.

e Bucok Bpoj Ha TpombBouunT!.

e [napobonka.

Momanky uYecTu HecakaHu pejcTBa (npwjaseHn kaj nomanky o 1 op 100
nauneHTn):
e Harna nojaea Ha TelWwka rnaBobosnka (oBa MoXe [a € 3HaK Ha KpBaper-e BO
MO30KOT).




PeTkn

MpeoceTnMBOCT MNKM OTEKyBake Ha CTOMAakoT (oBa MOXE [a € 3HaK Ha
KpBapeHr-e BO CTOMaKCT).

[onemun LUpBEHW KOXHW Ne3nn co HenpaeunHa dopma co unu 6e3 NNukosu.
WpwTauwja Ha koxaTta (nokanHa uputayuja).

MoxonTyBare Ha Koxata wunu Benkute Of4 O4YMTE W MNOTeMHyBake Ha
BojaTa Ha ypuHaTa (OBa MOXe [a € 3HaK Ha olTeTyBarke Ha (yHKUujaTa Ha
LpHWOT ApoDb).

HecakaHu AejcTea (npujaseHn kaj nomanky og 1 og 1000 naumeHTH):

Tellkn anepruckn peakuuv. CUMNTOMWUTE BKIy4yBaaT: UCWM, NojaBa Ha OTOK
UK npoSnemMn co AULLEHETO, OTOK Ha YCHWUTE, NMULUETO, FPNOTO UK Ja3nKoT.
3ronemeHo HUBO Ha kanuym Bo kpeta. OBa HecakaHO AejCTBO MOYecTo ce
jaByBa Kaj nauyueHTW co HapyleHa dyHkuuja Ha ByBepesute unu gujaber.
BawwnoT gokTop ke BW HanpaBu UCMKWTyBaka 3a da ro ogpeau HWBOTO Ha
KarnvyMm BO Ballara Kps.

3ronemeH 6poj Ha eo3nHodunW (TUN Ha Benu KpBHW KNeTKW) BO KpBTa.
BawwoT gokTop ke BW Hanpaeu MCMWTYBaka 3a Aa BW ro ogpefu SpojoT Ha
€03WHOhKNK BO KPBTA.

Onarane Ha kocarTa.

OcTteonopo3a (cocTojba npu koja € 3ronemeHa KpLUMBOCTa Ha KOCKUTe) no
JonroTpajHa NnpyMMeHa Ha NekoT.

UyBCTBO Ha CKOKOTKare, TanocT UMW MyckynHa cnabocT (ocofeHo BO
[onHaTa nonoBWHa of TenoTo) ako BWM Buna m3BegeHa cnuHanHa nyHkuuja
Unn cTe NpUMWUNIe CnHanHa aHecTesavja.

NHKOHTWHEHUWM]a (ryBerse Ha KOHTpOMa Bp3 MOKPEH-ETO UK AdedekalunjaTa).
MpucycTBO Ha TBpAA Maca UMK ja30M4nHba Ha MEeCTOTO Ha MH]EKTUpar-e.

lNpujasysame Ha HecakaHume dejcmea

Ako 3abenexume nojasa Ha Hekoe HecakaHo Jdejcmeo, Be wmonume da 2o
uHghopMmupame Bawuom dokmop, chapmayesm unu meduyuHcka cecmpa. Osa au
sKnyyYysa U HecakaHume OJdejcmea kou He ce HasedeHU 80 8HampewHomo
ynamemeo. HecakaHume peakyuu 00 nekosume Moxe 0a eau npujasume 8o
HauyuornanHuom ueHmap 3a ¢hapmakosuasuiaHya npu AzeHyujama 3a flekosu u
meduyuHcku cpedemea (yn.Ce.Kupun u Memoduj 6p.54 kam 1) unu no
efIeKmpOoHCKU 1am npeky eeb cmpaHama Ha AzeHyujama http://malmed.gov.mk/. Co
npujagysare Ha HecakaHume Oegjcmsea npudoHecysame da ce Komnnemupaam
nodamouvume 3a 6e3bedHocma o0 ynompeba Ha nekom.

5. YYBAHE HA CLEXANE 6000 IU (60mg) /0.6 mil, 8000 IU (80mg)/0.8 ml,
pacTBOp 3a UHjeKTHUpame

Jlekom da ce 4yysa Ha mecma HedocmanHu 3a deyal

Pok Ha ynoTpeba

[lekom He cmee Ga ce ynompebysa no ucmexkom Ha damymom Ha yrnompebda wmo e
HaeedeH Ha nakysaremo. Vicmekom Ha damymMom Ha ynompeba e 0o nocnedHuom
deH 08 meceyom WMo e HagedeH Ha fakysaH-emo.

HauuH Ha yyBake Ha nekoT
JlekoT 4a ce 4yyBa BO OPUrMHANHOTO Nakysake Ha Temnepatypa go 25°C.
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MHcTpyKkuMK 3a pakyBake CO OTNagHUOT MaTepujan
MeauuuHckn npoussoan He TpeDa ga ce OTCTpaHyBaaTt Mpeky KaHanusauuoHata
Mpexa Unv co gomawiHwoT otnag. MNpawajte ro BawwoT dapmauesT kako da ro
OTCTpaHWTE OTMaAHWOT MaTepujan o4 MeauuMHcKMTe npoussoan. OBue MepKu
nomaraar Aa ce 3awTuTuTe cebecu 1 BawaTta okonuHa.

6. ONONHWTENHU WHOOPMALIUA

CodpxuHa Ha nakyear-emo:
Clexane 6000 IU (60mg) /0.6 ml, e pacTeOp 3a WHjeKTUpaHe 1 e AOCTaneH Kako:
e 0.6 ml pactBop 3a WHjeKTUpake BO MNPETXO4HO HanonHeT LWnpu
(cTakneH) - kyTuja co 2 unu 10 wnpuua.

Clexane 8000 IU (80mg)/0.8 ml, e pacTsop 3a WHjekTUpame 1 e JoCTaneH Kako:
¢ 0.8 ml pactBOp 3a WHjekTUpawe BO MNPETXOAHO HanomnHeT LwWnpuy
(cTakneH) - kyTnja co 2 unwu 10 wnpuua.

HauuH Ha uzpaBame Ha NeKoT:
NekoT ce NpuMeHyBa camo BO 34paBCcTBeHa ycTaHoea (3)

daTym Ha nocnegHaTa peBU3uWja Ha BHaTPeWHOTO ynaTcTBo:
MapT, 2018

Bpoj Ha opobpeHneTo 3a cTaBakse Ha NeKOT BO NpoMeT:

o Clexane® pacteop 3a uHjekTupare, 6000 IU (60mg)/0,6 ml; 2 HanonHeTw
WHjekumckn wnpuua x 0,6 ml + 2 wrnw/kytuja — 15-4845/14 oa 11.11.2014
roa.

o Clexane® pacteop 3a uHjexkTuparse, 8000 IU (80mg)/0,8 ml; 2 HanonHeTw
nHjekumckn wnpuua x 0,8 mi+ 2 urnu/kytuja — 15-4846/14 og 11.11.2014 rog.

3a ApyrM WHGOpMauMM BO Bpcka cO OBOj nek, Be MonuMe KoHTakTupajte ro
HocuTenoT Ha ofobpeHWeTo 3a npomeT Bo Penybnwuka MakegoHwja Ha cnegHWoT
TenedoH: 02/ 3239 232
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