YNATCTBO 3A NAUMEHTOT

Mpepn ynotpe6a Ha NekoT, BHUMaTENHO NPOYMUTAj ro ynaTcTBoTo!
Yyeajme 20 ynamcmeomo. Moxebu Ke mpeba da 2o npo4umame nosmopHO.
Ako umame dononHumenHu npawarka, obpameme ce kaj Bawuom dokmop unu
ghapmaueam.

Oeoj nek Bu e npenuwarn Bam nuyHo u He mpeba da um 2o dasame Ha Opyau

nuya budejku moxe da um Hawmemu Oypu U ako HUSHUMeE CuMnmomu ce ucmu

kako Bawume.

» AKko ce jasu Cepuo3HO HecakaHo 0ejcmeo unu ako 3abenexume HecakaHo
dejcmeo koe He e onNuLWAaHO 60 08a ynamcimeo, gedHaw Kaxeme My Ha Bawuom
nekap unu chapmavyesem. Budeme den 4.
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YnaTtcTBOTO 32 NAaLUEeHTOT COAPKH:

1. Wmo npemcmasysa CLEXANE 2000 |U(20mg)/0.2 ml, 4000 IU (40mg)/0.4
ml, pacTBop 3a WHjeKTupare U 3a wmo ce ynompebysa

2. Ulmo mpeba da 3Haeme niped da 2o ynompebume CLEXANE 2000 U
(20mg)/0.2 ml, 4000 IU (40mg)/0.4 ml, pacTBop 3a WHjekTupame

3. Kako da 20 ynompebysame CLEXANE 2000 IU (20mg)/0.2 ml, 4000 U
(40mg)/0.4 ml, pacTeop 3a UHjeKTUpaHe

4. MoxHu HecakaHu defcmea

5. Yysare u pok Ha ynompeba Ha CLEXANE 2000 U (20mg)/0.2 ml, 4000 |U
(40mg)/0.4 ml, pacTBop 3a UHjeKTUpare

6. [HononHumenHu uHgopmayuu

Clexane 2000 IU (20mg)/0.2 ml, pacTBOp 3a UHjeKTUpPaHe BO NPEeTXOAHO
HanoONHeT WnpuL,.
(enoxaparin sodium)

Clexane 4000 IU (40mg)/0.4 ml, pacTBOp 3a UHjeKTUpare BO NPeTX0AHO
HanonHeT Wnpuu,.
(enoxaparin sodium)

AkmueHa cyncmaHyuja: eHokcanapuH HaTpuym.

Clexane 2000 [U/0.2 mi, pacmeop 3a uHjekmupare 80 rpemxodHo HaronHem
wnpuy,

EneH npetxoaHo HanonHeT wnpuy of 0.2 ml uma 2000 U (ekBuBaneHTHO Ha 20 mg
@HOKCanapwH HaTpuym).

Clexane 4000 [U/0.4 mi, pacmsop 3a UHjekmuparse 80 Pemxo0HO HarofiHem
winpuy.

EneH npeTtxogHo HanonHeT wnpuy o 0.4 ml uma 4000 U (ekeneaneHTHo Ha 40 mg
EHOKCanapwH HaTpuym).

lMoMowHU cyncmaHyuu:
Bopa 3a uHjexkuun

HocuTten Ha ogo6peHueTo 3a npomeT Bo Penybnuka MakegoHuja:
CAHO®W-ABEHTWUC Makenonuja gooen, yn. Jlyj Mactep 11/1/4, 1000 Ckonje,
Penybnuka MakegoHuja

Mpou3soguTen:
e Sanofi Winthrop Industrie,
Boulevard industriel




Zone Industrielle
76580 Le Trait, France

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

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

1. WWTO NPETCTABYBA CLEXANE 2000 1U/0.2 ml, 4000 I1U/0.4 ml, pacTBOp
3a uHjekTupare M 3A LUTO CE YNOTPEBYBA
®apmakoTepaneBTCcKa rpyna: aHTUTPOMBOTUUYHM NEKOBWM, XenapuHcka rpyna,
ATC kopn: BO1AB05.

OBOj Nek e aHTWUKoarynaHc Koj Kako akTUBHa CymncTaHuuja COAPXKM eHOoKcanapuH
HaTtpuym W npuriara Ha NexkoBUTE KOW Ce HapeKyBaaT HUCKOMOMNEKYNAPHN XenapuHu
(LMWH).
Nekot CLEXANE penyea Ha gBa Ha4uHW:
1) ro cnpevyBa 3ronemMyBar-EeTO Ha NOCTOSYKMTE KPBHW 3rpyTyyBarka BO BEHWUTE WK
aptepunTe (Tpomb03a), CO WTO My Nomara Ha BaleTo Teno MonecHo ga
pa3rpagyea. Ha oBoj Ha4YWH ce cnpedyBa nojasaTa Ha OLTEeTyBaba BO OPraHu3MoT.
2) NPEBEHTUBHO, 3a Aa ce cnpeyy hopMUParETO Ha KPBHW 3rpyTYyBaka BO KPBHUTE
CajoBM;
CLEXANE ce npvmMeHyBa 3a:

e TpPETMaH Ha KpBHW 3rpyTYyBak-a NPUCYTHW BO BallaTa KpB

e 3a[a crnpeyv co3faBare Ha KPBHU 3rpyTyyBatsa BO CreaHUTe CUTyauuu:

- npeg 1 no XvpypLuka MHTepeeHUuWja (onepauuja),

- aKo umate akyTHa DONecT W CTe CO orpaHu4eHa NoaBIKHOCT,

- aKo umarte HectabunHa aHruHa nekropuc (rpagHa bonka-cocTtojba kora BaleTo
cpue He gobuea JOBOMHO KPB),

- No cpues yaap (MuokapaujaneH WHAapKT).

- 33 crpevyBame Ha co3faBarbe Ha KPBHM 3rpylloun BO anapartoT 3a Aujanusa
(koj ce Kopucmu Kaj nayueHmu co mewku 6yspexHu owmemysarba).

2. WUTO TPEBA OA 3HAETE NPEQ OA MO YNOTPEBUTE CLEXANE 2000
IU (20mg) /0.2 ml, u 4000 IU (40mg)/0.4 ml, pacTBOp 3a UHjeKTUpaHe

CLEXANE, pacTteop 3a uHjektuparwse HE CMEE na ce ynotpebyBa Bo criegHute

cnyyaum:

® KO CTe arnepruyHu (MpeyvyscTBUTENHW) Ha eHoKCanapuH HaTpuyMm unu Ha 6uno
KOja o4 NOMOLUHWTE CyncTaHUMK Ha NeKoT. 3HauuW Ha aneprucka peakuuja ce:
neun, NpodnemMu nNpv ronTakbe UK OTEXHATO OULLEHE, OTEKYBarke Ha YCHUTE,
rProOTO UMK jasuKoT.

® QKO CTE aneprnyHu (MpevyBCTBUTENHN) HA XenapWH U1 Ha gpyruTte
HWUCKOMOTIIEKYTapHW XenaprHi Kako HaaponapuH, TMH3anapuH WNu ganTtenapuwx;

e ako npeTxodHo (8o uamuHatTute 100 geHa) cTe MMane peakuuja Ha XxenapuwH
noBp3aHa Co CepUo3HO Hamanyeare Ha GpojoT Ha TPOMOOLMTI (KPBHM NOHKA
KOW WUrpaar 3HavajHa ynora Bo 3rpyTYyBaH-eTO Ha KPBTa) HapeyeHa XenapuH
WHAYyUMpaHa TpoMmbouuToneHja unu ako Bo BalLaTa KpB MMaTe NpucyTHW
aHTUTENa NPOTUB EHOKCaNapuH;




e aKo MMaTe TEeLLKO KpBapehe WNK Hekoja cocTojba Koja e BMCOKopU3MYHa 3a
rnojaBa Ha kpBapere (Kako YuMp Ha XenygHUK, ako Bo BriMCKO MUHATO BU €
npaseHa onepauuja Ha M300KOT UMK OKOTO), BKITYYUTENHO U HeodaMHeLLeH
XemMoparmyeH MHCYNT (MO304YeH yaap Co KpBapere),

e axo ro ynoTpebysaTe NeKoT 3a TPETMaH Ha KPBHW 3rpyTyyBama BO BaluaTa Kps a
Tpeba Aa npyMWTE CNMHANMHa UK envaypanda aHecTesvja unu ga Bu ce
Hanpasu NymbanHa nyHkuuja Bo cnegHute 24 yaca.

Mpeaynpenyeama U MepKM Ha NPeTNasnMBOCT

CLEXANE He Tpeba fa ce 3ameHyBa co Apyrv NEKOBU KOW NpunaraaT Ha rpynaTta Ha
HUCKOMONEeKynapHu xenapuHu. OBWe NeKoBW He OenyBaaT Ha LenoCHO UCT HauvH
HWUTY Nak UMaat UcTa akTUBHOCT W Ha4uH Ha ynoTtpeba.

WHdbopmupajTe ro BaliMoT AoKTOp wnu thapmMauesT npeq 4a ro ynoTpebuTe nekoTt

ako:

e MPEeTX0fHO CTE UMane Cepuo3HO Hamarnysarke Ha BpojoT Ha TPOMOOUUTH (KPBHW
NNoYK1) NOBP3aHo co ynoTpebara Ha xenapuH,

e aKko Tpeba ga npUMWTE ChNMHaNHa WNWM enugypanHa aHecTesuja Wnu ga Bu ce
Hanpaew nymdanHa nyHkuwja (BugeTe gen onepauuv wn aHecteTuum):. Tpeba aa
Ce NoYnTyBa BPEMEHCKMOT npocTop nomery npumeHata Ha CLEXANE wn osue
npoueaypu.

®  aKO MMaTe BelUTaqKW CPLUEB 3anucTOoK,

e aKko UMmaTe eHAokapauTUC (MHEeKUMja Ha BHaTpellHaTa obBKMBKa Ha CTPLETO),

® aKO MMaTe UCTOoPWja Ha racTpuHeH ynuep (41p Ha XxenyaHuk),

* HeodaMHa CTe MMane Mo3o4eH yaap,

®  aKO MMaTe BUCOK KPBEH MPUTUCOK,

s umMaTe gujabeTec unu npobnemu Co KpBHWTE CaAO0BWM Ha OKOTO Kako nocnegvua
Ha gujabeT (cocTojba no3Harta kako gujabeTcka peTvHonaTtuja),

* Ko HeogamHa CTe umane onepauuja Ha MO3OKOT UNn o4nTe,

¢ 2KO CTe nocrtapo nuue (Hag 65 roguHu), ocobeHo ako CTe Ha BO3pacT Hag 75

TOAVHY,

aKko umare HapylweHa dyHkuuja Ha BybpesuTe,

aKko umare HapyleHa dyHKUMja Ha UpHWOT Apob,

aKo uMaTe Marna W rorema TeflecHa TexuHa,

MMaTe BMCOKO HWBO Ha Kanuym BO KpBTa (OBa MOXe [a ce nposepu co

naBopaTopucka aHanmsa Ha KpsTa),

e aKo ynoTpebysBaTte NeKOBW KOW BMWjaaT BP3 NPOLECOT Ha 3rpyTyyBake Ha KpBTa
(BugeTe gen Ynotpeba Ha gpyry NekoBw).

Mpea NnoYeTok CO TPETMAaHOT U 3a BPeMe Ha NEeKYBareTo MHOMY € BaXXHO perynapHo
[a ce npaBaT aHanuau U TECTOBW 3a NpoBepka Ha BpojoT Ha TPOMBOLWUTM U HUBOTO
Ha Kanuym BO BallaTa Kpe.

AKo Hekoe 00 npemxodHO HagedeHume npedynpedysara ce odHecyga Ha Bac
UHGhopmMupajme 2o Batuuom dokmaop.

Oeua
He e npumeHnueo.

Ynotpe6a Ha Apyru nekosu
3apagu puavKOT Of KpBapewe cekoraw WHopMMpajTe ro BalvoT JoKTop ako
3emaTe Hekoj 04 cregHWUTe NeKoBU:

e BapapWH - ce KOPUCTU 3a paspedyBatbe Ha KpBTa




* acnupwH (No3HaT W Kako aueTuncanuuunHa kucneuHa unu ACA), knonuaporen
VAW Apyrv NeKoBW KOW ro cnpevyeaaT 3rpyTYyBakeTo Ha KpBTa (BUaeTe BO Aen 3
3a “[lpomMeHa Ha aHTuKoarynaHTHUTE nkosu”),

* [eKCTpaH Kako MHjeKuuja (NeK Koj ce KOPUCTU BO MHTEH3NBHA Hera),

o ubynpodheH, AuKNodeHak, KeToponak WM APYyrd NeKkoBUM MO3HATU  Kako
HECTepoWaHW aHTUMHpnamaTtopHu nekosu (HCAWJT) kou ce KopuctaT 3a
TpeTMaH Ha Bonka 1 oTouM Npu apTPUTUC (BocnaneHwe Ha 3rnobosuTe) U Apyru
cocTojoun,

¢ NPEOHW30MOH, OeKcamMeTasoH Wan Apyr NekoBW Kok ce ynoTpebysaaTr BO
Tepanujara Ha acTma, pesMaTouaeH apTpUTUC 1 JPYr CocTojbun,

® JIBKOBW 32 KOW € NMO3HATO AeKa ro 3ronemMyBaT HUBOTO Ha Kanuym BO KPBTA Kako
KanuymoBu conu, Tabret 3a MOKpere, HEKOW NEKOBU 3a TpeTMaH Ha CpLeBw
HapywyBama.

Onepauuja v aHecTeTULM

Ako Tpeba fa BM Ce Hanpasu CnNWHanHa MyHKUWja unu onepauuja npu koja ce
npuMeHyBa enuaypandHa wiu chuHanHa aHecTesWja, wHopMupajTe ro Bawwor
AOKTOp Aeka cTe Ha Tepanuja co CLEXANE. Bugete gen “He ro ynoTpebysajte
nexot". MHdopmunpajTe ro BalLMOT JOKTOP aKo UMaTe Hekakos npobremM co BalvoT
pGeT unn ako Hekorall BY € NpaBeHa onepauuja Ha p6eToT.

Be monume da eo uHghopmupame Bawuom Gokmop unu hapmauesm ako semame
unu ako 0o HeodamHa cme 3emane Koj 6uno Opye fek, dypu U OHUE KOU He ce Ha
dokmopcku peuenm. Bo coanacHocm co moa, Bawuom dokmop Ke 20 npunazodu
Bawuom mpemmat.

YnoTpeba co xpaHa 1 nujanoum
He e npumeHnuso

BEpemeHoCT 1 goewe

Epemernocm

Ako cTe BpemeHa, ce comHesaTe Aeka cTe GpemeHa uUnu nnaHwupate GpeMeHocCT,
npea Aa novHete fa ro ynotpefysarte NekoT, MHPOPMUPA|TE Mo BALLMOT LOKTOP WK
chapmMaLesBT.

Ako cTe BpemeHa 1 MUMaTe BelTauku CPUEB 3arMCTOK, MOXKEe Aa CTe W3MOXKEHW Ha
MOBWCOK PU3MK Of MojaBa Ha KPBHW 3rpyTyyBawa u Tpeba aa nobapaTte coseT of
OOKTOP.

Loere

AKO AOWTE UNKM NnaHupaTe Aa gouTe, Npeq 4a NoYHeTe fa ro semate nekoT Tpeba
Aa nobapare coBeT of BaLMOT JOKTOP.

Cosemysajme ce co Bawuom dokmop unu ghapmauesm nped da 3ememe Kakoe
buno nek.

BnujaHue Bp3 cnoco6HocTa 32 BO3eHe UK pakyBaHe CO MallMHM
Clexane Hema BnnjaHne Bp3 cnocoBHOCTa 3a BO3EH:E U YNpaByBare CO MaLLWHW.

Ce npenopayysa BawwoT nekap Aa Boauv eBuaeHuuja 3a Tproeckata Mapka 1 6pojoT

Ha cepuja Ha NeKoT Koj LWTO ro ynotpebysare.

3. KAKO [OA CE YNOTPEBYBA CLEXANE 2000 (20mg) IU (20 mg)/0.2 ml, u
4000 U (40 mg)/0.4 ml, pacTBOp 3a MHjeKTUpate




Cexoraw ynotpefyBajTe ro NekoT TOMHO OHaKa Kako LWTO BW Mpenopadan BaluuoT
AOKTOP Unn hapmauesT. AKO He CTe CUrypHu Kako ga ro ynotpebyeate nekoT
obpareTe ce 3a COBET Kaj BaLLMOT AOKTOP UK hapmaLeBT.

e Jlekor CLEXANE ce annuuupa npeky wHjekuuja 1 obW4HO ke BW ro gage
BaLIMOT JOKTOP WNKu MedWLMHCKa cecTpa.

e Kora ke ja HanywTuTe 6onHuuata, Moxe da uMma notpeba ga npogonkute ga
ro ynotpebysare nekoT. Bo BakoB cryyaj Moxe ke Tpeba camu Aa cu ro
annuuupare (BUAETE M MHCTPYKUMUTE 3a ynoTpeba HaseaeHu ngoony).

* CLEXANE ce paaBa Kkako noTkoxHa (cyGKkyTaHa) uHjekuwvja.

e CLEXANE moxe aa ce ynotpeSyBa U kako UHTpaBeHCKa (BO BEHA) nHjekuuja
Mo oApefeHn TUNOBM Ha CpUeB yaap Wnv no onepauwja.

¢ CLEXANE moxe pa ce annuuupa BO UeskaTa (apTepvckara NuHKWja) opa
CUCTEMOT 3a AWjaninsa, Ha NOYeTOK OF TPETMAaHOT.

He cmeeTe fa ro nHjekTupate NekoT UHTPAMYCKYMHO (80 MycKyn).

Oo3npame
e [losata u BpemeTpaekeTo Ha TPETMaHOT M oapeaysa BalumoT AoKTop Bp3
OCHOBa Ha TepanuckaTa uHgunkauuja,
* AKO umaTte HapyweHa tyHkumnja Ha ByGpeanTe BalumoT AoKTOp MOXe Aa Bu
npenuwie nomana Ao3a oA Nekor.

1. TpeTMaH Ha KpBHM 3rPYTYYBatba NPUCYTHU BO BawaTa KpB
e BoobuvaeHata fosa usHecysa 150 IU (1.5 mg) Ha cekoj kunorpam TenecHa
TexuHa, eaHaw Ha geH unm 100 1U (1 mg) Ha cekoj kunorpam TenecHa
TexuHa, ABa nati Ha geH.BawvoT gokTop ke ognyyw Konky gonro tpeba aa
ro ynotpebyeaTe NekorT.

2. lpeBeHuUW|a Ha co3gaBak-e Ha KDBHM 3rpyTYyBatba BO CNEAHUTE CUTYaLUM

Onepayuja unu nepuod Ha ozpaHuYeHa ModeuwxHocm 3apadu 6onecm

¢ [losaTta koja ke Tpeba Aa ja Npumare ke 3aBWUCK Of PU3UKOT 3a MojaBa Ha KPBHO
srpyTyyBare. Ke Bu 6ugat anmuumpann 2 000 IU (20 mg) unu 4 000 IU (40 mg)
CLEXANE, cekoj AeH.

* Ako Tpeba ga BM ce Hanpasu onepauuja, npeata uHjekumja CLEXANE ke su
Bune fagerHa 2 vaca npea wnu 12 Yaca no XMpypLUKaTa MHTEPBEH uuja.

e AKO vmaTe orpaHvyeHa nofBWXHOCT Kako nocneguua Ha 6onecT, BoobuyaeHara
A03a Ke BU naHecysa 4 000 IU (40 mg) CLEXANE, cekoj aeH.
» Bawwot goktop ke ognyuu konky gonro Tpeba Aa ro ynotpebysarte nekor.

Mo cpyee ydap (MuokapdujaneH uHghapkm)

CLEXANE moxe fga ce ynotpefyea npu ABa paanuuHu TUNOBM Ha CPLEB yAap:
STEMI (muokapanjaneH uHdapkT co enesauuja Ha ST cermeHToT) wnu NSTEMI
(MuokapawvjaneH nHgapkT 6e3 eneeauuja Ha ST cermenToT). [losaTa oa nekoT Koja
ke Tpeba fa ja npumUTe Ke 3aBUCKU Of BallaTa BO3PACT W TUNOT Ha CpueB yaap
KOJLLTO CTE ro umane.

NSTEMI muokapdujaneH uHchapkm:

* Boobuyaenata gosa msHecysa 100 IU (1 mg) Ha kunorpam TenecHa TexuHa,
Ha cekou 12 yaca.

e BalwwoT pokTop ke BU npenopaya ga 3emarte W acnupuH (aueTtuncanuuunHa
KUcenuHa).




¢ Bawwuot gokTop ke ognyuu konky gonro Tpeba ga ro ynotpebysaTte nekor.

STEMI muokapdujaneH uHgapkm Kaj nauuesmu Ha 8ospacm nod 75 200usuy:

e Ke Bu Buge pageHa noveTHa gosa og 3 000 IU (30 mg) CLEXANE npeky
UHjeKuMja BO BeHa.

* Bo ucto Bpeme ke npumute CLEXANE npeky noTkoxHa (cybkyTaHa) nHjekumja.
BoobuuaeHaTta gosa e 100 1U (1 mg) Ha kumnorpam TenecHa TexuHa, Ha
cexkon 12 vaca.

* Bawwnot goktop ke Bu npenopa4a Aa 3emare v acnupuH (auetuncanuuunHa
KMcenuHa).

e BawwoT gokTop ke oanyyu konky gonro Tpeba aa ro ynoTtpedysaTe NekoT.

STEMI muokapdujanes uHghapkm kaj nauueHmu Ha eospacm 00 75 20duHu Uy
nosexe:

» BoobuyaeHa aosa e 75 IU (0.75 mg) Ha kunorpam TenecHa TeXWHa, Ha CeKom
12 vaca,

» MakcvumanHata fosa koja Tpeba Aa ja npuMUTe npeky npevTe 4Be WHjeKUWW e
7 500 IU (75 mg).

e Bawwot pokTop ke oanyuu konky gonro TpeGa Aa ro ynotpebyeaTte Nekor.

Onepayuja nosHata kako nepkyTaHa KopoHapHa HTepseHuUwnja (PCI)

Bo 3aBucHoOCT oA Toa Kora cTe ja npuMune nocnegHarta gosa og nekoT CLEXANE
BalLUKOT AokTop moxe Aa oanyqw npeg PCl ga Bu gapge gononHwTenHa Josa of
NEKOT NpeKy UHTPaBEHCKa MHjekuuja (BO BeHa).

3. CnpeuyBatbe Ha co3gaBakwe Ha KPBHW 3rpyTYyBawa BO CUCTEMOT 3a
auvjanusa

BoobuyaeHa posa e 1001U (1mg) Ha kunorpam TenecHa Texkua. [lpu
xemoaunjanusa nekor CLEXANE Tpeba aa ce wHjekTvpa QUPeKTHO BO apTepuckata
NWHWja Ha NOYETOKOT Ha Anjanusata. OBaa [o03a 0BWYHO e J0BOMHA 3a AWjanusa co
Tpaewe of 4 Yaca. [lokonky e noTpebHo, BaLLMOT AOKTOP MOXE 4a oAnyyn ga gage
AononxutenHa gosa of 501U go 1001U (0.5 go 1 mg) Ha kunorpam TenecHa
TEXWHa.

MHempykyu 3a ynompeba Ha npemxodHo HanoqHemume Wnpuuesy

Wnpuuesute Tpeba npasunHo fa ce ynotpebyBaaTt co Uen Aa ce Hamanu pusmkoT
oA nojasa Ha Gonka U MOAPWHKA Ha MECTOTO Ha WHjekTuparee. Mopa aa ce cnegar
WHCTPYKUMUTE 3a ynoTpeba Ha NPeTXOAHO HaNOMHETUOT LUMPULL.

¢ [logroToBKa Ha MECTOTO 3a WHjeKTUparse :

Mpea fa ro vHjekTMpaTe NeKoT UamujTe ru paueTe W ucylueTte ru. MpeBpuweTe ro
(Ho HemojTe fga ro TpueTe) Co ankoxon AenoT Of Koxara Kage WTo ke ja
annuuupare nHjekuujaTa.

PoTupajTe ro Mecto Ha uHjekTMpawe W cekoja WHjeKuMja annuuupajte ja Bo
paznu4yeH gen og abaoMeHOoT.

° OTCTpaHeTe ro 3awTUTHOTO Kana4ve og urnara.




Ha BpBOT 04 Mrnarta Moxe fa ce nojasw kanka o nekoT. Bo Bakos cnyyaj npes ga
ro annuumpaTte NexkoT OTCTPaHETE ja KankaTa Co HEXHO Tankare Ha LNPULoT 1
wrnata Tpeba fa e HacoyeHa Hagony.

» Annukaumja Ha WHjeKkuMjaTa:

peTX04HO HamoMHeTWOT LNpuL, e cnpeMeH 3a ynotpeba. He Tpeba ga ce
WCTUCHYBa BO3AYX Of LUMPWULIOT Npes faBareTo Ha uHjekuuwjata. Hajoobpo e nexor
4a My Ce [aBa Ha NauWeHToT BO NeXevka nonoxba, BO NOTKOMHOTO TKWBO Ha
aHTeponartepanHMoT 1 NOCTeponarepanHWoT CTOMayeH Ssui, anTepHaTWBHO Ha
neeaTta W Ha fgecHarta cTtpaHa. Llenata gomkuHa Ha wrnaTta Tpeba Oa ce BHece
BepTMKanHO BO KOXaTta, NoA NpaB aron, CO HEXHO NPUTUCKaE NoMery naneuoT 1
nokasaneuoT. He ja BHecyBajTe wrnata BO KoxaTta HakoceHo. KoxaTta He Tpeba aa
ce ocnoboau ce AoAeka LeNIOCHO He Ce 3aBplUMN WHjeKTUPaHEeTo.

* BepnHalw oTcTpaHeTe ro WNpULIOT BO COOABETEH KOHTEJHEP 3a OTCTpaHyBake Ha
TakoB TUM Ha OTNageH marepujar.
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HeynoTpeGeHara konuunHa of NekoT Wmu oTnagHWoT MaeTpujan Tpeba ga ce
OTCTPaHW BO COMMACHOCT CO BaXEYKUTE NPOonuLu.

MpoMeHa Ha aHTUKOarynaHTHaTa Tepanuja

o lMpomera 00 CLEXANE Ha aHmukoazynaHmu nosHamu kako aHmazoHucmu
Ha sumamuH K (np. eapghapliH).

BaluvoT gokTop ke Bu kaxe Aa HanpaBuTe TECTOBM 3a MCMUTYBake Ha INR U crnopeq

PesynTaTuTe o4 OBWE aHanWau ke Be COBETYBa KOra € COOABETHO Aa ja NpeKkuHeTe

Tepanujata co CLEXANE.

° lMpegppnarbe 00 aHmukoazynaHmu Mo3Hamu Kako aHmazoHUCMU Ha sumamuH
K (np. sapchapuH) Ha CLEXANE

NpekvHeTe Aa ro semaTte aHTaroHWCTOT Ha BUTaMuH K. Bawwmor OOKTOP Ke BU Kaxe

Aa HanpaBuTe TeCTOBW 3a ucnutysawe Ha INR wu cnopeg pesyntatute og owe

aHann3y ke Be COBETYBa Kora € COOABETHO [a ja MpekuHeTe Tepanujata co

CLEXANE.

° [lpomena 00 CLEXANE Ha OupekmHa nepopanHa (npeky ycma)
aHmukoazynaHmHa mepariuja

MpeknHeTe pa ro 3emate CLEXANE. [ModHeTe co npumeHa Ha OWPEKTHMOT

nepopaneH aHTukoarynaHt 0-2 4yaca npes Boobu4aeHOTO Bpeme 3a HapegHaTta

VHjeKUMja 1 NOoTOa NPOAOMKETE ja HOPManHO BalaTta Tepanuja.

. lpegppnatbe 08 dupekmHa nepopanHa (Mpeky ycma) aHmukoazynaHmHa
mepanuja Ha CLEXANE

MpeknHeTe co ynotpeba Ha AupekTHaTa nepopanHa Tepanuja. He ja nouHysajte

Tepanujata co CLEXANE poaeka He msmuHaT 12 4aca no nocriegHaTta go3a og

AWpeKTHaTa nepopanHa Tepanuja.

¥notpeba Kkaj geua u agonecueHTu
He e ucnutana GesbenHocta v edukacHocTa of ynoTpeba Ha CLEXANE Kaj geua
UNY agonecLUeHTH.

Ako cTe 3ene noseke CLEXANE oa konky wTo e notpe6Ho

AKO CTe 3ene rorofiemMa KonnuuHa of NekoT WHPOPMUPAjTe ro BaLUMOT OKTOP,
MeAWUMHCKa cecTpa unuv gapmaueBT AypU W ake Hemarte cUMnToMu. Ako Jete
Cry4ajHO ro WHjeKTUpa U nNporonTa BalWWOT nek Tpeba BegHall 4a ro ogHeceTe BO
Hajénuckata 3apaBCcTBEHa yCcTaHoBa.

AKo cTe 3abopaBune aa semete CLEXANE

Ako cTe 3abopaBune ga ja semeTe Ballata [o3a 3eMeTe ja BegHaw Kora Ke ce
cetuTe 3a nponycToT. He 3emajTe ABOjHa 4032 33 fa ja HagomecTuTe fosaTta Koja
WwTo CcTe ja nponywTune. BogeTte GenexHuk 3a aa He 3abopasuTe Aa ro npumMmuTe
NeKoT.

Ako npecTtaHeTe Aa ro ynotpe6ysate CLEXANE

Of ronema BaXHOCT € Aa ce NPUAPKYBaTe A0 NPENOPaKuTe 33 BpeMeTpaehe Ha
TPETMaHOT KOj BW MW Jan BalWOT AOKTOP BUAEjKM BO CNPOTWBHO, AOKOMKY Camu
OANy4uTe fAa ja NpekMHeTe BalaTta Tepanuja MoXe 4a CTe W3NOXEHW Ha PUSVK oA
rnojasa a 3rpyTyyBatbe Ha KpeTa.

AKO UmMame Hekou npawarka 3a ynompebama Ha CLEXANE KoHcynmupajme zo
Bawuom dokmop, chapmariesm unu MeduuuHcka cecmpa.




4. MOXXHWU HECAKAHU AEJCTBA

Kako u cute cnudHu nekoBu (koW ro HamanysaaT 3rpyTyyBameTo Ha KpsTa),
CLEXANE moxe ga poseae [0 nojaBa Ha KpBapere Koe MOXe Aa ro 3arposm
KWBOTOT Ha nauveHToT. Bo HeKon cryyaun KpBapereTo MOXe 4a He € BUAUBO.
AKO BM Ce jaBu GMNO KaKBO KPBapeH-e KOe He 3anupa CMOHTaHO WU [OKOMKY
3abenexuTe 3HaUW Ha U3paseHo KpBapewe (UCkyunTenHa cnabocT, 3amop,
Gneguno, Bprornasuua, rnasobonka unM HeobjacHeTa nojaea Ha oTok) Tpeba
BeAHall fa ce obpaTtuTe Kaj BawmoT A4OKTOp. Toj MOXe Aa OANyYM BHUMATENHO A4 ja
cnefu Bawara cocTojfa unu Aa ro NpoMeHW NeKoT Koj ro ynoTpebysare.
MpekuHete ga ro semate nexor CLEXANE v BegHaw ofpateTe ce kaj BalmoT
AOKTOP WINW MeAWLMHCKa CecTpa ako BW Ce jaBaT Buno KakeBu 3HaUW Ha Tellka
aneprucka peakuuja (Kako OTeXHAaTo AWlUere, OTeKyBake Ha YCHWTe, ycTara,
rPNoTo WK o4YnUTE).
VHbopmmpajTe ro BegHall BAWWOT JOKTOP ako BU Ce jaBaT GUNO KakeW 3HaUM Ha
Groknparbe Ha Hekoj KPBEH Caf 0f KPBHO 3rpyT4yBaHe BKMYyYUTENHO:

- nojaea Ha GOMHW rPYEBM, LPBEHWMO,TONNMHA WM OTEKyBake Ha edeH of

AONHUTE EKCTPEMUTETN-0BA C& CUMMTOMUW Ha Anaboka BeHcka TpomBosa;
- HedocTaTok Ha 34vB, DOsKa BO rpaguTe, HECBECTULA WNW UCKALLNyBarbe Ha
KpB-0Ba ce cumnToMu Ha benogpobHa embGonuja.

Ako BU ce jaBn BONEH McUN CO CO3AaBatbe Ha TEMHO LpPBEHW TOYKM Mof BallaTa
KOXa KOW He ce NOBMEeKyBaT nog NPUTUCOK BalLMOT LOKTOP Moxe Ada nobapa aa
HanpaBuTe uCnWTyBakba 3a 4a BU o Npoeepu OpojoT Ha TPOMOOUMUTU (KpPBHW
NI04KN).

BkyneH npukas Ha HecakaHume echexmu:

MHory yecTu HecakaHu aejcTBa (NpujaseHu kaj noseke og 1 oa 10 nauneHTw):
 KpBapere
o 3ronemMeHo HMBO Ha XenaTanHu eH3uMu

YecTu HecakaHu gejcTBa (NpujaBeHn kaj nomanky og 1 og 10 nauweHTw):
* [lonecHa nojaBa Ha MOAPUHKM 0f BOOBWYAEHO LUTO HajBEPOjaTHO Ce AOCMKU
Ha HW30K BpOoj Ha TPOMBOLMTI (KPBHU MMOYKM).
* [lojaBa Ha po3eBW NNakK No KoxaTta KoW Haj4ecTo Ce jaBysaar BO AENoT Kage
LUTO € MHjeKTUpaH NekoT.
o KoxeH ncun (ypTukapuja).
* [lojaBa Ha Gonka UMY MOAPUHKM Ha MECTOTO Ha UHjeKTUparse.
HamaneH 6poj Ha UpBeHy KpBHW KNETKH.
Bucok 6poj Ha TpomGouuTu.
MmasoGonka.

Momanky uecTW HecakaHW pejcTBa (npujaseHn kaj nomanky og 1 og 100
nauuveHTn);
e Harna nojaBa Ha Telwka rnasoboska (oBa MOXe Aa € 3HaK Ha Kpsapere Bo
MO30KOT).
e [lpeoceTnMBOCT WNW OTEKYBare HA CTOMaKOT (OBa MOXE A3 € 3HaK Ha
KpBapere BO CTOMaKoT).
o [onemu UpBeHW KOXHW Ne3nn co HenmpasunHa popma co Uni 6ea nnnkosu.
e lpuTauwja Ha koxaTa (nokanHa uputauwja).
e [loxontyBarwe Ha KoXaTa wunu BenkuTe of o4YWTe W NOTEMHyBake Ha
GojaTta Ha ypuHaTa (0Ba MOXeE [a € 3HaK Ha OLTETYBame Ha (yHKUMjaTa Ha
LpHUOT Apob).




PeTku HecakaHu pejcTBa (npujaseHu kaj nomanky od 1 og 1000 naumeHTh):

e Tewku anepruckn peakuun. CumnToMUTE BKyYyBaaT: MCWM, nojasa Ha OToK
Wy NPoSnemMu Co ANLLEHETO, OTOK Ha YCHUTE, NUUETO, rPrOTO UMK jasuKoT.

e 3ronemeHo HWBO Ha kanuym Bo kpeTa. OBa HecakaHO AEjCTBO NOYEcTO ce
jaByBa kaj naumeHTV co HapylleHa dyHKUuja Ha ByBepeauTe unn gujaber.
BalwwoT AoKTOp ke BM HanpaBu UCMUTYBaka 3a Aa ro oApeaAn HUBOTO Ha
Kanuym Bo BallaTa KpB.

* 3ronemeH 6poj Ha eosnHoUNKM (TN Ha Genu KPBHU KNeTKW) BO KpBTa.
BawwmoT gokTop ke BM Hanpasu UCNUTYBara 3a Aa BM ro oapean 6pojoT Ha
€03WHOMUNK BO KpBTA.

e Onarame Ha KocaTa.

¢ OcTeonoposa (cocTojba npu Koja e 3roneMeHa KpLUNUBOCTa Ha KOCKWTE) no
AONroTpajHa NprMeHa Ha nekKor.

e UYyBCTBO Ha CKOKOTKarse, TanocT WnM MyckynHa cnabocT (ocoBeHo BO
AonHata nonoBuHa of TenoTo) ako Bu Guna ussedeHa cnuHamHa nyHkuwja
UK CTe NPUMKUNE CNHanHa aHecTeawja.

* VIHKOHTWHeHUWja (ryGerse Ha KOHTPONa BP3 MOKPEH-ETO Unu Aedekauujara).

e [lpncycTBO Ha TBpAA Maca Unu jasonyukba Ha MEeCTOTO Ha UHjeKTUpaHse.

lpujaeyesar-e Ha HecakaHume dejcmea

Ako 3abenexume nojasa Ha Hekoe HecakaHo Oejcmeo, Be Monume da 20
uHgopmupame Bawuom dokmop, ghapmauesm unu mMeduyuHcka cecmpa. Osa au
8KMyyysa U HecakaHume Oejcmea Kou He ce HasedeHU 80 HamMpPewHomo
ynamcmeso. HecakaHume peakyuu o0 rekosume Moxe 0a au fpujasume 8o
HayuoranHuom uyenmap 3a ¢hapmakosuzunaHya npu AzeHyujama 3a f1ekosu u
meduyuHcku cpedcmea (yn.Ce.Kupun u Memoduj 6p.54 kam 1) unu no
e/1eKmpPOHCKU ram npeky eeb cmparnama Ha AezeHyujama http:/malmed.gov.mk/. Co
npujasysare Ha HecakaHume Oejcmea npudoHecysame Oa ce Komnaemupaam
nodamouyume 3a 6e3bedHocma od ynompeba Ha nekom.

5. HYBAHBE HA CLEXANE 2000 IU (20mg) /0.2 ml, 4000 IU (40mg)/0.4 ml,
pacTBOp 3a MHjeKTUpaHe

Jlexom da ce 4ysa Ha mecma HedocmanHu 3a deua!

Pok Ha ynoTpeba

Jlekom He cmee Oa ce ynompebysa o ucmexkom Ha damymom Ha ynompeba Wmo e
HaseldeH Ha nakysaremo. Klcmekom Ha damymom Ha ynompeba e 8o nocnedHuom
GeH 00 Meceyom wmo e HasedeH Ha naKysaremo.

HauuH Ha yyBare Ha nekoT
JlexoT pa ce yyBa BoO opurnHanHOTO NakyBare Ha TemnepaTypa oo 25°C.

WHCTpyKUMKM 3a pakyBake CO OTNagHMOT MaTepujan
MeauumnHekn nponssoau He Tpeba Aa ce OTCTpaHyBaaT NpPeKky KaHanuaauvoHaTa
Mpexa Wnu co AOMalUHWOT oTnaa. Mpawajte ro BawwoT capmauesT kako ga ro
OTCTpaHuTe OTNagHMOT MaTepujan oA MeAuUMHCKUTE nponssogn. OBue Mepku
nomaraar ga ce 3awTutuTe cedecn 1 Balwara okonuHa.

6. AOMONMHUTENHA UHOOPMALAU

CodpxuHa Ha nakysaH-emo:
Clexane 2000 IU (20mg)/0.2 ml, e pacTBOp 3a WHjeKTUpare 1 e 4OCTaNeH Kako:
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e 0.2 ml pacTBOp 33 WHjeKTUpake BO MPETXOOHO HanoMHeT LWnpuL
{cTakneH) - kytnja co 2 unm 10 wnpuua.

Clexane 4000 1U/0.4 ml, e pacTBop 3a WHjeKTUpamwe 1 & 4OCTaneH Kako:
e 04 ml pactBOp 3a WHjeKTUparwe BO MPETXOAHO HanonHeT LwWnpuy
(cTakneH) - kytuja co 2 unn 10 wnpuua.

HauuH Ha u3paBare Ha NeKkoT:
NekoT ce npumeHyBa camo BO 34paBCTBeHa ycTaHoBsa (3)

[aTtym Ha nocnepHaTa peBU3nja Ha BHaTPELWHOTO yNaTCTBO:
MapT, 2018

Bpoj Ha opobpeHneTo 3a cTaBake Ha NEKOT BO NPOMET:

e Clexane®, pacteop 3a uwHjekTuparee, 2000 1U(20mg)/0,2 ml;2 HanonHeTw
MHjekumckn Wwnpuya co urna x 0,2 ml/ikytuja — 15-4480/13 og 28.11.2013

e Clexane®, pacteop 3a wHjektuparee, 2000 IU(20mg) /0,2 ml;10 HanonHeTw
MHjekumckm Wwnpuya co urna x 0,2 ml/kytwja - 15-4480/2-13 o 28.11.2013

e Clexane®, pacteBop 3a WHjekTupare, 4000 IU (40mg) /0,4 ml;2 HanonHeT
wHjekuuckn Wwnpuda co urna x 0,4 ml/kytuja - 15-4479/13 og 28.11.2013

¢ Clexane®, pacTBop 3a WHjekTupare, 4000 1U(40mg) /0,4 ml;10 HanonHeTu
WHjeKkUyuckmn Wwnpuua co urna x 0,4 mlfkytuja - 15-4479/2-13 og 28.11.2013

3a gpyrv vHbopmauMM BO BpPCKa CO OBOj nek, Be monume KOHTakTupajTe ro
HocuTenoT Ha opobpeHneTo 3a npomeT Bo Penybnuka MakenoHuja Ha crnegHuoT
TenecdoH: 02/ 3239 232
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