
3 EHPEH H3 BEIHTAJ 3 A OCOEHHHTE HA JIEKOT

1. 3 AIIITHTEHO HME HA ME^HHHHCKHOT nP O H 3 BOA
METALYSE® 1 0 .0 0 0 E, nparnoK h BexnityjiyM 3 a pacTBop 3a MHjeKTHpaite .

2. KBAJIHTATHBEH H KBAHTHTATHBEH COCTAB
- 1 Bpijana coflpaoi 5 0  m g  .JiHoc|)HJiH3HpaH np a m o K  3a noflroxoBKa Ha pacTBop 3a HHjeKxnpajbe co 
( 1 0 0 0 0  U) eflnmmn ( 5 0  mg) xeHCKxenjiaaa.
-1  npexxoflHO HanoJiHeT innpHii, co 10 ml BOfla 3a HHjeKU,HH.
- 1  MHJiHJiHTap Ha peKOHCTHTynpaH pacTBop sa HHjeKTHpaH>e coflpjKH 1 0 0 0 e n m m i v i (5 mg) 
TeHeKTenjia3a.
IloTeHTHOCTa Ha TeHeKTenJia3 a ce H 3pa3yBa bo eflHHHu;H (U) co KOpHCxeH>e Ha cnen,ncf)HHeH 
cxaHflapfl 3a xeHeicxenjia3 a h He ce cnopeflyBa co eflHHHU,Hxe hito ce Kopncxax 3 a H 3pa3yBaH>e Ha 
noTeHTHOCTa 3a flpyruxe xpomSojihxhhhh JieKOBH.

TeHeKTenJia3a e cjoHSpHHCKH-cneHHcj^iiMen aKXHBaxop Ha nJia3MHHoreH Koj hito e npon 3Be,n;eH bo 
jihhhja Ha OBapnjajiHH KJieTKH Ha KHHecKa BepBepHMKa (Chinese hamster) co npHMeHa Ha 
peKOM 0 HHaHTHa flHK xexHOJioraja.

JlncTa Ha noMouiHH cyncTaHU,HH: flex 6 .1 .

3. OAPMAHEBTCKA OOPMA
IlpamoK h pacTBopyBan 3 a pacTBop 3a HHjeKxnpatbe.
ripamoKOT e co 6 ena flo Sejinnecxa 6 oja. PeKOHCxnxynpaHHOX pacTBop e Sncxap m 6 e3 6 oeH 3 0  

CBeTJio acoJiT no 6oja.

4. KJIHHHHKH OCOBEHOCTH
4.1 TepaneBTCKH inijiifKaumi
Metalyse® e HaMeHeT 3a xpomSojotthhkh xpexMaH Kaj B03pacHH npn cycneKTeH aKyreH MHcjjapKX Ha 
MHOKap^oT ( A M M )  co nep3ecreHTHa ejieBannja Ha ST-cerMeHTOT mra 6jiok Ha JieBaTa rparoca bo nepnofl ofl 6 

naca no nojaBaTa Ha CHMirroMnxe Ha aKyreH HH(J>apKT Ha MHOKapflcnr (AMH).

4.2 JI|o3Hpaii>e h iiaHHii Ha ynoTpeSa
Metalyse® rrpe6 a fla ce aflMHHHexpHpa ofl cxpaHa Ha flOKXopn co ncKycxBO bo npnMeHa Ha 
xpoMSojinxHHKH xpexMaH h bo ycjioBH koh 0 B0 3 M 0 >KyBaax cjie/i,ehbe Ha ecjaeKxnxe ofl npnMeHaxa Ha 
xpexMaHox.
Jlpenopa'-miiBO e co xpexMaHox fla ce 3anoHHe rnxo e mo)kho nopaHo no nojaBaxa Ha npBnxe chmhtomh.

Metalyse® xpeSa fla ce aflMHHHexpHpa Bp3 ocHOBa Ha xeJiecHaxa xexniia Ha naipieHxox, npn m x o  
MaKCHMajiHaxa fl0 3 a Koja mo>kc fla ce npHMeHH H 3HecyBa 1 0 0 0 0  eflnHHipt (5 0 m g  xeHeKxenjia3a). 
BonyMeHox 3a aflMHHHCxpaii,Hja Ha cooflBexHaxa ,0,0 3 a M O * e  fla ce oflpeflH co KopncxeH>e Ha 
cxeflHaxa uieMa:

Tejiecua xe>KHiia 
(kg.)

TeneKxenxasa(U) TeHeKxenJia3a (mg) CooflBexeH BOJiyMeH Ha 
peKOHCXHxynpaH pacxBop 

(ml)
< 6 0 6 0 0 0 3 0 6

> 6 0  flo < 7 0 7 0 0 0 3 5 7

> 7 0  flo < 8 0 8 0 0 0 4 0 8

> 8 0  flo < 9 0 9 0 0 0 4 5 9

> 9 0 1 0 0 0 0 5 0 1 0

Bhah fleji 6 .6 : IIoceSHH MepKH Ha npexna3 JiHBOCX npn oxcxpanyBaibe Ha neHCKopncxeH neK 
0 flH0 CH0  oxnafleH Maxepnjaji Koj noxeKHyBa ofl jienox h HHcxpyicijHH 3a ynoxpeSa h paicyBaH>e
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J}o3aTa Tpe6a j;a ce aAMHHHCTpnpa KaKo e^HOKpaxHa HHTpaBeHCKa Sojiyc HHjeKU,nja bo iiepnoA oa 
10-HHa ceKynflH.
Bo cjiynaj Ha npeTxoflHo nocTaBeH cmctcm 3a HHTpaBeHCKa aAMMHMcrrpaii,Mja Ha 0.9% pacTBop Ha 
HaTpnyM xjiopHA (caMo!!), hcthot Moace fla ce hckophcth 3a aAMHHHCTpau,Hja Ha Metalyse®. 
^OKOJiKy ce KopncTH OBoj CHCTeM, hcthot TpeSa no  aamhhhctpau,Hj aTa Ha Metalyse® fla ce 
nponjiaKHe. IIpenapaTOT e HHKOMnaTnSHJieH 3a npHMeHa co pacTBop Ha AeKcrpo3a.
HnTy bo pacTBopoT co TeHeKTenJia3a, HHTy bo hHcjjy 3hohhot CHCTeM He CMee Ra ce A<WtBa Apyr 
JieK.

lledujaulpucKa uouynai^uja
Co oraeA Ha HeAOCTaTOK Ha noAaTon,H 3a 6e36eAHOCTa h ecf>HKacHocTa Ha JieKOT, HeroBaTa npHMeHa 
Ha ce npenopanyBa Kaj A^ija noA 18 toahhh Ha CTapocT.

AdjyHKiuueHa mepauuja (douosiHuiuesiHa iuepauuja)
Ce npenopanyBa npHMeHa Ha a hthtp o m6hhcka aAjyHKTHBHa Tepannja- hhxhShtoph Ha tpom6oijhth 
h aHTHKoaryjiaHTH, cnopeA bo momchtot pcJieBaHTHTe HHTepaHau,HOHajiHH HanaTCTBHj a 3a TpeTMaH 
Ha nau,HeHTHTe co ejieBHpaH ST-cerMeHT npn  aKyreH HHcjiapKT Ha MHOKapAOT.
Hec}3paKUHOHHpaHHOT xenapHH h eHOKcanapnHOT 6njie KopncTeHH KaKo aHTHTpoMSHHCKa 
aAjyHKTHBHa Tepannja bo KJiHHHHKHTe CTyAnn co Metalyse®.
ITpnMeHaTa Ha au,eTHJica.JiHu;H.JiHaTa KHcejiHHa TpeSa p,a ce 3anoHHe h i to  e mojkho nocKopo oa 
MOMeHTOT Ha nojaBaTa Ha CHMnTOMHTe h Tpe6a a s  ce npoAOJiacH KaKo AoxHBOTHa Tepannja ocbch 
Kora Toa e KOHTpaHHAHH,npaHO.

4.3 KoiiTpamiAMKauHii
Metalyse He CMee a a ce npH.vienyBa Kaj nanHeiiTM Kaj koh nopaHO e 3a6ejie>KaHa aiia(|)HJiaKTHHiia (
>khbotho 3arpo3yBaHKa) peaKunja Ha TeHeKTeruia3a hjih HeKon eKcuwriHCHCM hjih Ha renTaMHUHH (ocTaTOK 
bo xparH KaKo nocjieAHua Ha np0H3B0AHH0T npoiiec). /(oKOJiKy ce nponeHH AeKa TpeTMaHOT co Metalyse e 
HeonxoAeH noTpeoHo e npeAX0AH0 m  ce o6e36eAaT ycnoBH h onpeMa 3a pecycnm anHja bo cjiynaj Ha 
noTpe6a oa MOMenrajiHa HHTepBeHunja.

TpoMSonHTHHHaTa Tepannja e npocneAeiia co pH3HK oa KpBapeita. riopaAH Toa, npnMeHaTa Ha 
Metalyse® e KompaHHAHunpaHa bo cne/im e cjiyHaHKOHTpaHHAHU,npaHa bo cjicahhtc cJiynan:
• CnrHH(|)HKaHTHO HapymyBatbe Ha xeMOCTa3aTa bo momchtot hjih bo npeTXOAeH nepnoA oa 6 

Meceu;H;
• Kaj nau,HeHTH co HanopeAHa Tepannja co opajiHH aHTHKoarynaHcn (INR>1.3);
• ncTopnja Ha onrreTyBaifce Ha ijeHTpajiHHOT HepBeH CHCTeM: hHTpaK pahnj ajiha Heonjia3nja,

aHeBpn3Ma, HHTpaKpaHHjajiHa hjih cnnHajraa xnpypuiKa HHTepBeHH,Hja;
• xeMoparHHHa AnjaTe3a;
• TeniKa h HeKOHTpoJinpaHa apTepncKa XHnepTensnja;
• rojieMH onepaTHBHH 3acj)arm , Snonarja Ha napeHXHMaT03HH oprami, hjih rojieMH TpayMaTCKH noBpeAH 

bo nepnoA oa A^a Meceu,H (BKJiyHHTejmo h TpayMa Koja Moace Aa 6uAe nocJieAHH,a Ha aKyTHHOT HHtJiapKT 
Ha MHOKapAOT);

• CKopeniHa noBpeAa Ha raaBaTa hjih KpamiyMOT;
• npojioHrnpaHa KapAHonyjiMOHapHa pecyoprraipija (> oa 2 MHHym) bo nepnoA oa 2 HeAejm npeA 

TpeTMaHOT co JieKOT;
• aKyTeH nepnKapAHT h/hjih cy6aKyreH SaKTepncKH eHAOKapAHT;
• aKyTeH naHKpeaTHT;
• TeniKO HapymeHa c})ynKii,Hja Ha npunoT Apo6 (u;Hpo3a, nopTajm a xnnepTeH3nja, aKTHBeH 

xenaTHTHC, e30cj)areajiHH BapHKcn);
• aKTHBeH nenTHneH yjiKyc;
• apTepncKa aHeBpn3Ma hjih no3HaTa apTepno-BeHCKa MajicjjopMaipija;
• HeonJia3MH co noKanen pH3HK oa KpBapeita;
• h3jihb bo M030K0T hjih M030MeH yAap oa Heno3HaTa npnpoAa;
• TpaH3HTopeH HcxeMnneH HanaA bo nepnoA oa 6 MeceijH npeA Tepannj Ta co JieKOT;
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•  ReMemjHja.

4 .4  n o c e S i m  M e p K d  i ia  n p e T n a 3 JiH B O C T  h  n p e f l y n p e f l y B a i t e  

K peapew e
HajqecTa KOMnjiHKaijHja Koja ce jaByBa npn Tepannja co TeHeKTenjia3a e KpBapeiteTO. 
HcTOBpeMeHaTa ynoTpeSa Ha xenapHH Moace fla flonpHHece 3a nojaBaTa Ha KpBapeite. IlopaflH 
pa3rpafl6aTa Ha cJjnSpHHOT bo TeK Ha TepannjaTa co TeHeKTenjia3a, Ha MecTaTa Ha HHjeKTnpaite 
Moace fla flojfle flo nojaBa Ha KpBapen,e. 3aToa e HeonxoflHO npn cnpoBeflyBaite Ha TpoMSojiHTHHKa 
Tepaniija, co oco6ena BHHMaTejraocT h npeTna3JinBOCT fla ce cjieflaT CHTe MoacHH MecTa ofl koh 
Moace fla flojfle flo KpBapeHbe (MecTa Ha nocxaByBaibe Ha KaTeTepn, MecTaTa Ha nyHKipija Ha 
apTepHCKHTe h BeHCKHTe KpBHH caflOBH - (\mcrynu , MecTaTa Kafle h ito  nocTon paHa ofl 
HHTepBempija, na flypn n MecTa nyHKTnpaHH co nrjia). ripn Tepannja co TCHeKTeiuiaaa TpeSa fla ce 
H36erHyBa ynoTpe6aTa Ha pnrHflHH KaTeTepn KaKO n aflMHHHCTpan,nja Ha HHTpaMycKyjiHH HHjeKii,HH. 
HajnecTO MO>i<e fla ce jaBH KpBapeite Ha m cctoto Ha HHjeKTiipaite Ha JieKOT, a nopeTKo 
3a6ejiexaHii ce cJiyqan Ha nojaBa Ha KpBapeite ofl reHHTajiHO-ypHHapHHOT TpaKT n rHHmBajiHo 
KpBapeifce.
Bo cjiyqaj Ha nojaBa Ha cepn03H0 KpBapeite, ocoSeHO n,epe6pajrao KpBapeite, TpeSa BeflHam fla ce 
npeKHHe co 6hjio KaKBO HanopeflHO aflMHHHCTpnpaifce Ha xenapnH. H c to  TaKa flOKOJiKy bo 
nocjieflHHTe 4 naca npefl noneTOKOT Ha K pB apeiteT O  6hji flafleH xenapHH n0Tpe6H0 e fla ce 
aflMHHHCTpnpa npoTaMHH. K aj naijneHTHTe Kaj koh He floafa flo n o flo S p y B a ite  co npnMeHa Ha 
HaBefleHHTe MepKn, HHflHn,npaHa e npnMeHa Ha TpaHccf)y3nja Ha KpBHH npoflyKTH. Ilocjie ceKoe 
flaBaite Ha TeHeKTenJia3a h iiocjtc npeTxoflHa TeMejiHa KJiHHHHKa eBajiyau,nja Ha cocTojSaTa 
flOKOJiKy e n0Tpe6H0 TpeSa fla ce flafle TpaHcc])y3nja co KpnonpeijnnnTaTH, cBeaco 3aMp3HaTa 
nJia3Ma n tpom6oli,hth. Bo TaKOB cjiynaj 3a 3aflOBOJiHTejieH ecJieKT ofl TpaHcc^ysiijaTa co 
Kpnonpen,HnHTaTH ce CMeTa Kora Ke ce nocTnrae hhbo Ha (J)H6pHHoreH bo njia3MaTa ofl lg/1. Bo 
cjiynaj Ha noTpeSa, K axo nocJieflHa ajrrepHaTHBa, Tpe6a fla ce 3eMe bo npeflBHfl MoacHocra 3a 
npnMeHa Ha aHTnc|)H6pHHOJiHTHHKH areHcn.

Bo cjieflHHTe cocTojSn pn3HKOT ofl npHMeHaTa Ha TpeTMaHOT co TeHeKTenJia3a Moace fla e noKaneH, 
nopafln ihto npeTxoflHO e HeonxoflHO fla ce npou;eHH hcthot bo oflHoc Ha oTieKyBanaTa noJi3a:

• cncTOJieH KpBeH npnTncoK > 160 m m  Hg
• n,epe6poBacKyjiapHH 3a6oJiyBaH>a;
• CKopeuiHH racTpoHHTecTHHajiHn hjih reHHTaJiHO-ypHHapHn Kpsapeita (bo nepnofl ofl 10 fleHa 

npefl eBenryajiHaTa Tepannja co TeHeKTenxasa);
• BHcoKa BepojaTHOcT 3a npncycTBO Ha TpoM0 Ha JieBOTO cpu;e KaKO nocjieflnu,a Ha MHTpajma 

CTeH03a co aTpHjajma c|)H6pHJiaii,Hja ;
• HHTpaMycKyjiapHa napeHTepajiHa Tepannja bo nepnofl ofl 2 fleHa npefl noneTOKOT Ha TepannjaTa 

co TeHeKTenjia3a;
• B03pacT Ha naijnenr Hafl 75 roflHHH;
• TejiecHa TexnHa < 60 kg;

TpoM6oJiHTHHKaTa Tepannja Moace fla 6nfle npocnefleHa co apnTMnja KaKO nocjieflHija Ha 
penepcJ)y3HjaTa. IlopaflH Toa e npenopanjiHBO npn Tepannja co Metalyse® fla Snfle Ha pacnojiaraite 
aHTHapnTMHHKa Tepannja bo cxynaj Ha 6paflHKapflnja h/hjih BeHTpnKynapHa TaxnapnTMHja (nejc- 
MejKep, flec^nSpnjiaTop)

JI,ocera He e 3a6ejieacaHO fleKa npn nocjie Tepannja co TeHeKTemm™ n--------—
aHTHTena. M efyroa, He nocTojaT kjihhhhkh co3HaHnja 3a eBeHTyajimrre ecjaeKTH koh 6h ce nojaBHJie

ApUUlMUU

TIpuMena na ijiuKO-upomeun Ilb/IIIa aHwaionucuiu
HcTOBpeMeHaTa npnMeHa Ha rnHKO-npoTenH Ilb/IIIa aHTaroHHCTH 
KpBapeite.

KaKO pe3yjrraT Ha n0BT0pH0 flaBaite Ha Metalyse®. Ilpn  flaBaH>e Ha JieKOT Ha Jinn,a co no3HaTa

3



xnnepceH3HTHBHOCT (co HCKJiynoK Ha He caMO aHacJjHnaKTHHHa peaKijnja) koh  aKTHBHaTa 
cyncTaHU,a, Hexoj oa eKcijnnneHTHTe, hjih Ha reHTaMnu^HH (ocTaTOK bo Tparn KaKo nocjieAHija Ha 
np0H3B0AHH0T npoijec) noTpe6Ha e npeTna3JiHBOCT. B o cjiynaj Ha nojaBa Ha aHacjjHJiaKTHHHa 
peaKU,nja, TpeSa BeAHaui a& ce npeKHHe co aAMHHHCTpaipijaTa Ha JieKOT n TpeSa Aa ce npnMeHH 
cooABeTHa Tepannja. B o cexoj cjiynaj, He TpeSa Aa ce npncTann koh  n0BT0pH0 aAMHHHCTpnpaifce Ha 
JieKOT 6e3 npeTXOAHO Aa ce HanpaBH npou,eHa Ha xeMOCTaTCKHTe cjsaKTopn - h h b o to  Ha 
(|>H6pHHoreH, njia3MHHoreH n  ajicfja 2 aHTnnjia3MHH.

TIpuMapna uepKyiuana Koponapua uniuepeeHifuja (PCI)
A ko npnMapHaTa nepKyTaHa KopoHapHa HHTepBeHH,nja - PCI e 3aKaacaHa bo CKJiaA co TeKOBHHTe 
pejieBaHTHH boahhh, Metalyse® He TpeSa Aa ce AaBa KaKo bo CTyAnjaTa ASSENT-4 PCI (IlpoHHTajTe 
bo AeJi 5.1: OapMaKOAHHaMCKH KapaKTepncTHKn).

riedujampucKa uouyjiai^uja
Co oraeA Ha HeAOCTaTOK Ha noAaToii,H 3a 6e36eAHocTa n ecj}HKacHOCTa Ha JieKOT, HeroBaTa npHMeHa 
Ha ce npenopanyBa Kaj Aeu,a noA 18 roAHHH Ha CTapocT.

4.5 HHTepa^wja co Apyrn jickobh h Apyrn tJiopMii Ha HHTepaKijnja
JJocera He ce cnpoBeAeHH HcmiTyBaita co koh  6h ce ncJieAyBajie m ojkhh tc  HHTepaKijnn koh 6h 
HacTaHajie KaKo nocjieAnu,a Ha HanopeAHO AaBaite Ha Metalyse® n  Apyrn jickobh koh  BooSnnaeHO ce 
npnMeHyBaaT npn Tepannja Ha nau,neHT co aKyTeH MHc^apKT Ha MHOKapAOT. CenaK, cnopeA 
nocToenKHTe co3HaHnja bo TeK Ha TpHTe c|>a3H oa HcnnTyBaitaTa cnpoBeAeHH Ha OBoj JieK, co Koj 
6njie onc|)aTeHH 12000 naipieHTH He Shjic yTBpAeHn k jihhhhkh 3HanajHH HHTepaKi^nn.
IlpHMeHaTa Ha jickobh koh  HMaaT BJinjaHHe Ha Koaryjiau,njaTa hjih Ha (JjyHKipjaTa Ha 
TpoM6on;HTHTe ( th k jio h h ah h , KJionnAorpeji, LMWH), M oxaT Aa ro  3roJieMaT pH3HKOT oa KpBapeite 
AOKOJiKy ce a a m h h h c t  p h p a a t  npeA, bo TeK hjih nocjie Tepannja co Metalyse®.
HcTOBpeMenaTa npHMeHa Ha rjinKO-npoTenH Ilb/IIIa aHTaroHHCTH ro  3roJieMyBa pn3HKOT oa 
KpBapeite.

4.6 EpeMeiiocT, Aoeibe h  cJiepTHJiHTeT
EpeMeHociu
H e nocTojaT aobojihh noAaTou,n 3a ecJieKTHTe koh  ynoTpeSaTa Ha TeHeKTenjia3aTa rn  
npeAH3BHKyBa Kaj 6peMeHH >kchh. B o H3BeAeHHTe CTyAnn Ha x h b o th h  (bhah AeJi 5.3) 6hji 
3a6ejieaKaH noKaneH pH3HK oa nojaBa Ha BarHHaJiHO-njiaH;eHTapHO KpBapeH>e n npeKHH Ha 
6peMeHocTa, nopaAH h ito  Tpe6a Aa ce HanpaBH npaBHJiHa npou;eHa Ha o a h o c o t pH3HK/KopHCT oa 
npHMeHaTa Ha TpeTMaHOT co JieKOT n eBeHTyajiHOTO BJioinyBaite Ha aKyraaTa acHBOTHO- 
3arpo3yBanKa cocTojSa Kaj SpeMeHH aceHH.

Hoewe
H c to  TaKa He e no3HaTo AaJin TeHeKTenJia3a ce eKCKperapa bo m jickoto . T peS a Aa ce npeKHHe co 
AoeiteTO bo nepnoA oa npBHTe 24 naca no  npnMeHaTa Ha TpoMSoJiHTHMKaTa Tepannja.

0  ep m un uiueiu
H e ce H3BeAeHH npeTKJiHHHHKH CTyAnn 3a yTBpAyBaHbe Ha BJinjaHneTO Ha TeHeKTenjia3a bo norjieA 
Ha (J)epTHJiHTeTOT. B o H3BeAeHHTe HcmrryBaHba 3a yTBpAyBaite Ha BJinjaHHeTO oa npHMeHaTa Ha 
noBTopeHH ao3h co TeHeKTenjia3a, He 6njie yTBpAeHn xncTonaTOJioniKH npoMeHH bo 
penpoAyKTHBHHTe opraHH Kaj ManiKHTe eAHHKH.

4.7 Et})eKTH Bp3 ynpaByeaibe co motopiio B03HJI0 hjih MauiHHa
HeMa noAaTou,H. (co orJieA Ha HHAHKan,HOHOTO noApanje Ha JieKOT n HannHOT Ha HeroBaTa npHMeHa 
ec|oeKTHTe bo norjieA Ha 3anyBaBaHbeTO Ha cnocoSHaTa bo norjieA Ha ynpaByBaHbe co motopho 
B03HJI0 hjih MainnHa He ce oa SHaneHbe n HHTepec.)

4.8 HecaKaiin ^ejcTBa
KaKo h npn ynoTpeSa Ha cnTe Apyrn tp o m S o jih thhhh  jickobh, xeMOparnjaTa e HajnecT HecaKaH 
ecJjeKT noBp3aH co yno i’peSaTa Ha Metalyse®. X eM cparnjaTa B0 0 6HnaeH0 npeAOMHHaHTHO e
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noBpixiHO (cynepc|)Hii,HjajiHo) KpBapeite, BooSnnaeHO Ha MecTOTO Ha HHjeKTHpaite. H cto TaKa 
Moace Ra flojfle flo nojaBa Ha exHM03H, ho npHToa Hajnecro HeMa noTpeSa ofl HHKaKOB 
flonoJiHiixeJieH TpeTMaH. Jlp  CMpTeH Hcxofl hjih TpaeH hhbaJiHflHTeT M oxe fla flojfle Kaj naijneHTH co 
M030neH yflap (HHTpaKpaHHj ajiHO KpBapeite) KaKO h flpyra coxoj 6h npocnefleHH co TeuiKH enH30flH 
Ha KpBapeite.
rioflojie e npHKaxaHa nojaBaTa Ha HecaKaHH flejcTBa Kjiacnt})HUHpaHH cnopefl; cnopefl (J)peKcj3eHHHjaTa 
Ha jaByB3H,e h opraHCKHTe CHCTeMH Kafle hito ce MaiiHc])ecTHpaaT. PpynHpaibeTo Ha (JjpeKBeHTHOCTa e 
fletj)HHHpaHa cnopefl cjieflHHTe KOHBeHnnn:
MHory necTn: >1/10;
Mecra: >1/100, <1/10;
IIoMajiKy necTH: >1/1.000, <1/100;
PeTKH: >1/10.000, <1/1.000;
MHory peTKH: <1/10.000
Heno3HaTH: He Moace fla ce nponenaT  cnopefl flocTanHHTe noflaTOHH.

Hapyiuyeawa ua luiynoJioiUKUoiu cuciueM
PeTKn: aHacjjHJiaKTOHflHH peaKHHH (BKJiynyBajKH ocnn, ypraK apnja,

6poHxocna3aM, napHHreajiHa efleM).

nopeMeiuyeah,e na Hepenuoiu cuciueM
IIoMajiKy necTH: HHTpaKpaHHjaJiHa xeMoparnja (KaKO nepeSpajm a xeMoparnja, nepeSpaxeH

xeMaTOM, xeMoparnneH M030neH yflap, xeMoparHHHa TpaHcc^opMannja Ha mo3ohch 
yflap, HHTpaKpaHHjajieHxeMaTOMH cySapaxHOHflajma xeMoparnja)
BKJiyHHTeJiHO CHMnTOMH KaKO coMHOJieHnnja, a(J)a3nja, xeMHnape3a, KOHByji3HH

nopeMeiuyeahbe eo onuuie
IIoMajiKy necTH: KpBapeH>e bo onnTe.

KapdiionoiUKueacKynapHU uopeMeiuyeawa
IIoMajiKy necra: penep4>y3HOHa apHTMHja (KaKO acncTOJia, 3a6p3aH HflHOBeHTpHKynapeH

pHTaM, apHTMHja, eKCTpacHCTOjin, aTpnjajiHa (fmSpHjannja, AV Sjiok ofl npB 
CTeneH - flo KOMnneTeH aTpnoBeHTpHKyjiapeH 6jiok, SpaflHKapflnja, 
TaxHKapflnja, BeHTpHKyjiapHa apHTMHja, BeHTpnKyjiapHa c|)H6pHJiaHHja, 
BeHTpHKynapHa TaxnKapflnja) koh ce jaByBaaT bo peJiannja co npHMeHaTa Ha 
TpeTMaHOT co TeHeKTenJia3a. Penepcf)y3HOHHTe apHTMHH Mo*e fla flOBeflaT flo 
nojaBa Ha 3acToj Ha pa6oTaTa Ha cpneTO Moace fla 6nflaT jkhbotho - 
3arpo3yBanKH npn ihto Moace fla Snfle noTpeSHa npnMeHa Ha 
KOHBeHHHOHanHa aHTMaphtmhhHa Tepannja.

PeTKo: nepnKapflnjajiHa xeMoparnja

BacKyjiapnu UopeMeiuyeawci
MHory Hecra: xeMoparnja.
PeTKH: e M 6 oJiH3 aM (TpoMSoTHHHa e M 6 ojiH3annja).

Pecuupaiuopnu, wopaKcumu u MedujacitiuHaAHU uopeMeiuyeawci
HecTn: enncTaKca;
PeTKH: SenoflpoSHa xeMoparnja.

/ C ^yC Te o
racuipouHMecwuHcuiHU uopeMemyeawa
Hecra: racTponHTecTHHanHa xeMoparnja (KaKO racTpnnHa xeMoparnja,

xeM oparnja ofl racTpnneH yjiKyc, peKTaJiHa xeM oparnja, xeMaMeTe3a,
MejieHa, KpBapeite ofl ycTa);

IIoMajiKy necTH: KpBapeH>e bo peTponepHTOHeyM (KaKO peTponepnTOHeajieH xeMaTOM);
Heno3HaTn: rafleite, noBpaKaite.
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Kookhu u uouikomhu IUKU6HU napymyeawa  
He cth: exHM03a.

Penajmu u ypunapm i CiopeMeuiyeai-ba
Hecra: yporeHHTajiHa xeMoparaja (KaKo xeMaTypnja, xeMoparnja bo

ypHHapeH TpaKT).

Ouuiulu Hapyuiyeahba u Hapyiuyeawa na Mecluouio na aunuKai^uja
HecTii: xeMoparaja Ha mcctoto Ha anJiHKaipija, xeMoparaja Ha M e c T O T O  Ha

nyHKU,Hja.

Mcnedyeahba
PeTKH: HaMaJiyBaH>e Ha kpbhhot npHTHCOK;
H e n o 3 H a T o :  3rojieMeHa Te;iecHa TeMnepaTypa.

Tloepeda, ulpyewe u up o it, edyp an hu komujiukcihuu.
Heno3HaTH: MacHa eMSoJinja, h ito  Moace fla ocTaBH nocjieflnu;H bo sacjjaTemrre

opraHH.

Kaxo h npn npHMeHaTa Ha flpyrn tpomSojihthhkh areHcn cjiefliiHTe HecaKaHH flejcTBa ce oijeHeTH 
KaKo ceKBejiH or HHcfjapKTOT Ha MHOKapp,OT h/hjih aRMHHHCTpan,njaTa Ha tpomSojihthhkhot 
TpeTMaH

MHory necTH (>1/10): xnnoTeH3Hja, HapyinyBaite Ha pnraMOT h (JjpeKBeHijHjaTa, aHrnHa 
neKTopnc;
necra (>1/100, <1/10): peKypenTiia ncxeMHja, HHcycJ)Hii,HeHU,Hja Ha cpneTO, MHOKapfleH 
HH(|)apKT, KapflHoreH moK, nepnKapflHT, 6ejioflpo6eH ejeM;
noManKy necra: >1/1.000, <1/100: 3acToj Ha cpn,eBaTa aKU,nja, MHTpajma nncyc})Hi;HeHLi,Hja, 
nepHKapAnjajina ecj)y3nja, BeHCKa TpoM6o3a, TaMnoHafla Ha cpu,eTo, pynTypa Ha MHOKapflOT; 
peTKn (> 1/10.000, <1/1.000): SenoflpoSHa eM6ojinja 

OBne HecaKaHH flejcTBa Moace fla SnflaT }KHB0TH0-3arp03yBaHKH n MoacaT fla SnflaT npnnnHa 3a 
CMpT.

4.9 IIp efl03H p aH > e
Bo cjiynaj Ha npefl03npaH>e pH3HKOT ofl nojaBa Ha KpBapeita e noKaneH. ,n,0K0JiKy flojfle flo OBa 
TpeSa fla ce H3Bpnra KopeKiprja co cooflBeTHa cyncTHTynnoHa Tepannja (njia3Ma, tpom6ou;hth) 
(BHfln flen 4.4).

5.0 OAPMAKOJIOIUKH OCOBEHOCTH
5.1 <DapMaKOflHiiaMCKH CBojoTBa
O apM aK O T epaneB T C K a r p y n a :  A h t h t po m S ojihthk (aHTHKoaryjiaHc).
ATU koa: B01 ADI 1

M e x a H H3aM Ha  flejcTBO
TeHCKTenjia3aTa e peKOMSnnaTen (J)n6pnH-cneHH(J)HHeH nJia3MHHoreH aKTHBaTop floSneH ofl 
HaTHBHHOT tPA (TKHBeH aKTHBaTop Ha mi a 3 m hh o re h ) no naT Ha MOflnc|)HKari;Hja Ha Tpn MecTa bo 
npoTenHCKaTa CTpyKTypa. Ce Bp3yBa co (JjnSpnHCKaTa KOMnoHeHTa Ha TpOM0oT (KpBeH 3rpyniOK) n 
cejieKTHBHO ro npeo6pa3yBa nJia3MHH0reH0T, Bp3aH bo tpomSot, bo nna3MHH, uito pesyjiTnpa co 
pa3rpafl6a Ha (JjhSphhckhot MaTpnKC Ha tpomSot. TeHeKTenjia3a ce oflJiHKyBa co noroJieMa 
4)ii6piiHCKa cnen.ncJjHHHOcT n OTnopHocT koh HHaKTHBHpaite nofl BJinjaHne Ha eHfloreHnoT 
hhxh6htop (PAI-1) bo cnopefl6a co  npnpoflHnoT tkhbhhot aKTHBaTop Ha njia3MHHoreH t-PA.

<J>apMaKOflHiiaMCKH ecfieKTH
IIo  aflMHHHCTpau,nja Ha TeHeKTenJia3aTa, floafa flo fl03H0-3aBHCHa noTpomyBaHKa Ha ajix|ia2- 
aHTnnjia3MHH (hhxh6htop Ha njia3MHH bo TeHHa cjmsa), co  nocjieflOBaTejiHO noKanyBaifce Ha hhboto 
Ha CHCTeMCKHOT nJia3MHH. OBaa oncepBaiprja e bo corjiacHOCT co OHeKyBaHOTO flejcTBO Ha
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aKTHBaipija Ha nJia3MHH0reH0T. Bo KOMnapaTHBHH eryflHH, npn npnMeHa Ha MaKCHMajiHH fl03H op; 
TeHeKTenJia3a (10000 U hito  cooflBeTCTByBa Ha 50 mg.) yTBpfleHO e HaMajiyBaite Ha hhboto Ha 
cJ)H6pHHoreH 3a noMajiKy ofl 15%  h Ha hhboto Ha nn a3M H H oreH  3a noMajixy ofl 25% , bo cJiynan Kafle 
npHMeHaTa Ha ajiTenJia3a pe3yjiTHpa co HaMajiyBaH>e hhboto Ha (JmSpHHoreH h njia3MHHoreH 3a 
OKOJiy 50% . TpneceT fleHa no TpeTMaHOT co JieKOT He e 3a6ejieacaHo o6pa3yBaite Ha THTap Ha 
aHTHTejia ofl kjihhhhko 3Haneifoe.

TepanncKa etJjHKacHocx
JJpSneHHTe noflaTOHH ofl cjiasa I n II aHrnorpacjjcKHTe eryflHH, ynaTyBaaT Ha Toa fleKa 
a fl m h h h CTp h p a it  e t  o Ha eflHOKpaTHa 6onyc fl03a Ha TeHeKTeiuiasa e ecJoeKTHBCH TpeTMaH 3a 
pa3rpafl6a Ha tpom6 bo 3acf)aTeHaTa co HHcf)apKTHa Jie3nja apTepnja npn aKyreH HHcjsapKT Ha 
MHOKapflOT.

HcniiTyBaitaTa no oflHoc Ha MopTaJnrreTOT (ASSENT 2) Ha OKOJiy 17000 nanneHTH noKaxajie fleKa 
nocTon TepaneBTCKa eKBHBaneHTHOCT Mefy TeHeKTenjia3aTa n ajiTenJiasaxa bo nornefl Ha 
peflyu.HpaH.eTO Ha MopTajiHTeTOT (6.2% 3a flBaTa TpeTMaHH, 30 fleHa nepnofl Ha cjiefleite) h fleKa 
npHMeHaTa Ha TCHeKTenjiasa e noBp3aHa co 3HannTejiHa noHHCKa HHnnfleHna Ha boh 
HHTpaKpaHHj ajiHH KpBapeita (26.4% Hacnpora 28.9%, p=0.0003). OBa pe3yjiTnpa co
cHrHH(J)HKaHTHO noMaJia noT peS a ofl TpaHC(j3y3nja (4.3% HacnpoTH 5.5%, p=0.0002). 
HHTpaKpaHHjaJiHHTe KpBapeita npn npnMeHa Ha TeHeKTeiiJia3a bo oahoc Ha a jrren jia3 a  ce jaByBaaT 
bo CTanKa ofl 0.93% HacnpoTH 0.94%.

np00flH0CTa Ha KopoHapHHTe KpBHH caflOBH h orpaHnneHHTe noflaT onn 3a kjihhhhkhot hcxoa, 
noKaacyBaaT fleKa nanneHTHTe co aKyTeH HHcJjapKT Ha MHOKapflOT AMI ycneuiHO ce JieKyBaHH h 
nocjie 6 n aca  ofl nojaBaTa Ha CHMnTOMHTe.

ASSENT 4 PLUS CTyflnja T a  6 n J i a  ocMncjieHa fla noKaace flajin Kaj 4.000 naH,neHTH co rojieM 
MHOKapflnjajieH H H (|)a p K T  n nojiHa fl03a TeHeKTenJia3a n HCTOBpeMeHa npnMeHa H a  e f le H  Sojiyc flo
4.000 HE HecJjpaKHHOHnpaH xenapHH Koj ce flaBa n p e f l  nepKyraHa KopoHapHa H H T e p B eH U ,n ja (PCI) 
Koja c e  paSoTH b o  p o K  ofl 60 flo 180 MHHyTH, flOBeflyBa flo nofloSap ncxofl ofl caMHOT PCI. OBa 
ncnHTyBaite S h j i o  npeKHHaTO nopaHo K a j 1.667 paHflOMH3npaHH naipieHTH nopafln HyMepnnKH 
noroJieM MopxaJiHTeT Kaj rpynaTa Koja co PCI npnMana n  T e n e K T e i i J i a s a .  IIojaBaTa H a  npHMapHaTa 
KpajHa neJi, K0Mn03HTHH0T noKa3aTeji Ha CMpT h j i h  KapflnoreH i h o k  h u h  KOHrecTHBHa c p n ,e B a  

HHcy(|)HHHeHH,nja b o  p o K  ofl 90 f le H a ,  S n j i a  3HanajHO n o r o n e M a  b o  rpynaTa Koja ro npHMajia 
HcnnTyBaHHOT p e a a i M  3 a  npnMeHa H a  T e n e K T e n J i a s a ,  nocne h i t o  e  paSoTeH pyTHHCKH PCI: 18.6% 
(151/810) b o  cnopeflSa co 13.4% (110/819) b o  rpyna b o  Koja e paSoTeH caMO PCI, p=0.0045. 
3 H a H a jH a  p a s j iH K a  noMefy rpynaTa b o  BpcKa co npHMapHaTa KpajHa neji no 90 fleHa 6njia npncyTHa 
b o  6ojiHHii,a B e lc e  h  no 30 f le H a .  HyMepiiHKii cnre k o m h o h c h t h  H a  KJiHHHHKaTa K0Mn03HTHa KpajHa 
neji 6njie b o  KopncT H a  pejKHMOT caM O  co PCI: CMpT: 6.7% c n p e M a  4.9% p=0.14; KapflnoreH moK: 
6.3% c n p e M a  4.8% p=0.19; K O H re c T H B H a  c p u ,e B a  H H cy c jD H n n e H ijH ja : 12.0% c n p e M a  9.2% p=0.06. 
C e K y H f la p H a  KpajHa T O H K a, n o B T o p e H  H H cfjap K T  n  n o B T o p y B a H a  peBacKyjiapH3annja H a  u,eJiH H O T 

KpBeH cafl 6njie 3HanajHO 3rojieMeHH b o  r p y n a T a  Koja e HeonxoflHO T p e r a p a H a  co T e H e K T e n j ia 3 a : 

n o B T o p e H  H H t|)a p K T : 6.1% cnpeMa 3.7% p=0.0279; noBTopyBaHa p e B a c K y j i a p n 3 a u ,H ja  H a  nejiHHOT 
KpBeH cafl: 6.6% cnpeMa 3.4% p=0.0041.

CjieflHHBe HecaKaHH ccJickth ce jaByBane necTO Kora ce aflMHHHCTpnpajia TCHeKTeiuiasa npefl PCI: 
HHTpaKpaHHjajraa xeM oparnja: 1% cnpeMa 0% p=0.0037, yflap: 1.8% cnpeMa 0% p=0<0.0001; 
rojieMH KpBapeifca: 5.6 cnpeMa 4.4% p=0.3118; noMajin KpBapeifca: 25.3%  cnpeMa 19.0% p=0.0021,

i • /■ s -\ r \  /  a <->n/ a  A n n ' i  - i r \  r \  /

TeHeKTenJia3aTa npeTCTaByBa peKOM6nHaHTeH npoTenH Koj ro  aKTHBHpa nna3MHH0reH0T n  ce flaBa 
no  HHTpaBeHCKH naT. TeH eKTenjia3a ce e jihm hhhpa ofl u,npKyjiannjaTa npeK y BpsyBaibe 3a 
cneflHc})HHHH p en en T o p n  bo npHHOT flpoS n  nocJieflOBaTeJiHO p a s rp a fly B a ite  Ha MaJiH nenHflH. Ho, 
OBa Bp3yBaH.e bo cnopeflSa co  npnpoflHHOT xyMaH tk h b c h  aKTHBaTop Ha nJia3MHHoreH t-PA e bo

TpaHcc|)y3Hja Ha KpB: 6.2%  cnpeMa 4.2%  p=0.0873; Har.no 3 aTBopanbe Ha KpB^H cafl: 1.9% cnpeMa
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noMaji CTeneH, Ha hito ce aojekh npoflOJixeHHOT nojiyacnBOT Ha TeHeKTenjia3aTa. noflarfou,HTe 3a 
AHCTpH6 yn;HjaTa h ejiHMHHau,Hj a Ha JieKOT ce floSneHH bo HSBefleim HcnHTyBatb a Kaj CTaopijH co 
pa^HoaKTHBeH MapKep, npn hito 6 h.tio yTBpfleHO fleKa rjiaBHHOT opraH Ha flHCTpnSyHHja 6 hji 
HpHHOT flpo6. He e n o 3HaTO fla™ h  bo kojik3b CTeneH JieKOT ce Bp 3yBa 3a njia3MaTCKHTe npoTeHHH 
Kaj JiyfeTO.

n o c n e  e^HOKpaTHa 6ojiyc HHjeKipija Ha TeHeKTenjia3a Kaj nau,neHTH co aKyTeH HHfjiapkt Ha 
MHOKapAOT, JieKOT ce KapaKTepH 3Hpa co 6HcJ)a3Ha ejiHMKHannja ofl njia3MaTa. noneTHOTO 
nojiyBpeMe Ha e JiHMHHaipija e 24±5.5 MHHyTH, h i to  e 5 naTH nara  noflonro  noJiyBpeMe Ha 
ejiHMKHannja bo cnopeflSa co npHpoflHHOT xyMaH tk h b c h  aKTHBaTop Ha njia3MHHoreH t-PA. 
KpajHOTO nojiyBpeMe Ha ejiHMnHannja H3HecyBa 129±87 MHHyTH, flOfleKa KJinpeHcoT Ha njia3MaTa 
H3HecyBa 119±49 ml./MHH.

KjinpeHCOT Ha TeHeKTejia3a e bo 3aBHCHOCT ofl TejiecHaTa xeiKHiia, hmcho co noKanyBaite Ha 
TejiecHaTa TeacHHa floafa flo yMepeHO noKanyBaifce Ha KJinpeHcoT. Co orjiefl Ha Toa, nopafln 
noMajiaTa TejiecHa TeacHHa Kaj xeiiHTe KJinpeHcoT e co noHHCKH BpeflHOCTH bo cnopeflSa co 
MajKHTe. YTBpfleHO e fleKa co sroJicMyBaibe Ha B03pacTa, KJinpeHcoT yMepeHO ce HaMajiyBa. 
Ec|)eKTHrre ofl HapymeHaTa cjjyHKipij a Ha uphhot flpo6 n  6y6pe3HTe bo norjiefl Ha 
cJjapMaKOKHHeTHKaTa Ha TeHeKTenna3a bo xyMaHaTa nonyjiaipija He ce no3HaTH. He nocTojaT 
cneu,Hc]iHMHH HCKycTBa h co3HaHHja koh 6n ce ncKopncTHJie KaKo HacoKa 3a npnjiaroflyBaite Ha 
fl03aTa Ha TeHeKTenjia3a Kaj naijHeHTH co TeniKO HapymeHa c^yHKunja Ha ijphhot flpo6 n 
6y6pe3HTe. M efyToa cnopefl co3HaHnjaTa flo6neHH ofl H3BefleHHTe (J)apMaKOKHHeTCKH HcmiTyBaita 
Ha jkhbothh, mo>kc fla ce H3BJiene 3aKJiynoK 3a Toa fleKa HapymeHaTa (JjyHKHHja Ha 6y6pe3HTe He 6h 
TpeSajio fla ce oflpa3H Ha c apmakokhhe thkat a Ha TeHeKTenJia3a bo xyMaHaTa nonyjiaipija.

5.3 IIpeTKJiHHHMKH noflaTOun 3a cHrypnocTa Ha j ic k o t
CTyflHHTe 3a yTBpflyBaite Ha TOKCHHHOCTa Ha TeHeKTenJia3aTa nocjie eflHOKpaTHa aflMKHHCTpannja 
6 njie H 3BeflyBaHH Ha cTaopHH, 3ajnn n Kynnita n Snjia 3a6 ejie:acaHa nojaBa Ha fl0 3 H 0 -3aBHCHH 
peBep3H 6 njiHHH n p o M e H H  Ha napaMeTpnre Ha Koaryjiannja co JioKajmo KpBapeite Ha MecTOTO Ha 
n Hj e k t h p a f t e Ha JieKOT, ihto e oneHexo KaKo nocjieflnna Ha c|3 ap Ma k oflHH a M  CKHTe KapaKTepncTHKH 
Ha JieKOT TeHeKTenjia3aTa.
CTyflHHTe 3a yxBpflyBaite Ha xoKcnnHocxa Ha TeHeKTenJia3aTa npn  aflMHHHCxpau,Hja noBTopeHH 
fl03H, H3BefleHH Ha KyMHiba h CTaopnn th noTBpflHJie n o ro p e  HaBefleHHTe oncepBaijHH, ho 
BpeMeTpaetbeTO Ha CTyflHHTe 6hjio JiHMHTnpaHo Ha 2 HefleJiH co orjiefl Ha cf)opMHpaitexo Ha THTap 
Ha aHTHTejia.

Ee36eflHocnoT npocjjnji Ha JieKOT 6 hji HcnHTyBaH Ha HHHOMOJiryc MajMyHH. Ehjio yTBpfleHO fleKa 
TpeTMaHOT flOBeJi flo HaMaJiyBan>e Ha kpbhhot npHTncoK , hito 6 hjio npocJiefleHo co npoMeHH Ha 
EKE-3anncoT, ho OBHe npoMeHH ce cjiynnjie npn  npHMeHa Ha fl03H 3HaHnxejmo noBncoKH ofl fl03HTe 
npeflBHfleHH 3a npHMeHa bo kjihhh h karra npaKca Kaj xyMaHaTa nonyjiaipija.

CTyflHHTe 3a penpoflyKTHBHaTa tokchhhoct Snjie H 3BeflyBaHH Ha >kchkh ofl 3ajau,H, npn ihto 6 hjio 
yTBpfleHO fleKa TeHeKTenjia3aTa He flejiyBa TepaTOreHO. n p H M e H a T a  Ha TeHeKTenJia3a bo cpeflHHaTa 
ofl eMSpHOHajiHHOT p a 3Boj npeflH3BHKajia CMpT Ha CHTe eflHHKH. n p H M e H a T a  Ha JieKOT bo 
cpeflnniHHOT hjih 3aBpniHHOT nepnofl ofl e M 6 pHOHajiHHOT pa 3Boj, flOBejia flo nojaBa HaBarnHajiHo 
KpBapeite efleH fleH no aflMHHHCxpnpaitexo Ha npBaTa fl0 3 a Ha JieKOT. CeKyHflapeH MopTaJiHTeT 6 hji 
3a6ejie>KaH 1-2 fleHa noflonHa.Bo HeKOJiKy cjiynan Shjio 3a6ejiejKaHo h aSopxnpaite. He nocTojaT 
noflaTonH koh ce oflHecyBaaT 3a BJinjaHneTO Ha JieKOT Bp 3 cjjexajmnox p a 3Boj.
C o  oraefl Ha npnpoflaTa Ha JieKOT h HeroBaTa HaMeHa, npn  npHMeHa Ha OBaa KJiaca Ha 
peKOMSHHaHTHH npoTeHHH He ce oneKyBa nojaBa Ha KamjeporeHH n MyrareHH ecfjeKXH, nopafln ihto 
e oijeHexo fleKa He e noxpeSHo fla ce H 3BeflaT cooflBeTHH ncnnxyBaita 3a MyrareHHOT n KaHHeporeH 
noTemjnjaji Ha TeHeKTenJia3a.

Bo H3BefleHHTe n cn n x y B aita  e  oijeH exo fleKa HHTpaBeHCKaTa, HHTpa-apTepncKaTa h jih  napaBeHCKa 
aflMHHHCTpaHnja Ha c|)HHaJiHaTa c]iopMyjiaii,Hja Ha JieKOT He npeflH3BHKyBa jioKajiHa H pnxaipija Ha 
KpBHHTeCaflOBH.



6.0 O A P M A IJE B T C K H  O C O E E H O C T H
6.1 JlncTa na eKiuiimciicii
IIpainoK: L-arginine, Phosphoric acid, Polysorbate 20 
PacTBopyBan: Bofla 3a HHjeKipra.

6 .2  HlIKOMnaTn6nJIH()CTH

PacTBopoT Ha fleKCTposa e HHKona.TH6n.neH co Metalyse®. M cto  Taxa He ce npenopanyBa 
KOMSnHHpaKbe Ha flpyrn JieKOBH bo hhc}3y 3 hohh  o t  pacTBop co TeHeKTenjiasaTa.

6.3 Pok na T paeite
2 roflHHH ofl flaTyMOT Ha np0H3B0flCTB0 osHaMCH Ha naKyBaiteTO.

6.4 H am m  na nyuaibe
JieKOT TpeSa ce nyBa npn  TeMnepaTypa flo 30° C, bo opnrHHajiHOTO HaflBopeniHO naKyBaite, 
3auiTHTeH ofl BJinjaHHe Ha flHpeKTiia cBeTJiHHa.

PeKOHcmpyupan pacuieop :
JieKOT TpeSa fla ce npHMeHH BeflHaui no peKOHCTHTynpaH>eTO. JlpKonKy He ce ynoTpeSn BeflHam, 
M oxe fla ce nyBa Hajflojiro 24 naca Ha TeMnepaTypa ofl 2-8°C hjih 8 naca Ha TeMnepaTypa ofl 30°C.

6.5 naK yB aite
- 20 ml. cTaKJieHa BHjana Tnn I, co (B2-42) ryMeH saTBopan co chbb 6oja: npainoK 3a pacTBop 3a 
HHjeKTHpaH>e;
- npeTxoflHo nanojiHeT uinpHu; co 10 ml CTepnnHa BOfla 3a HHjeKHHn;
- CTepnjieH aflanTep 3a Bnjana h crepnniia nraa 3a eflHOKparaa ynoTpeSa.

6 .6  IIoce6H H  M epKH H a npeT na3JiiiB O C T  n p n  O T C T p aH yB aite H a h c h c k o p h c t c h  JieK  

0flH0CH0 O T n a a en  M a T e p n ja j i Koj noTeKHyBa oa JieKOT h imcrpyKunn 3a ynoTpeSa h paicyBaibe
Hamm na yuoiupeda / paicyeawe
Metalyse® Tpe6a fla ce peKOHCTHTynpa co flOflaBaite Ha neJiHOT BOJiyMeH Ha BOflaTa 3a hhj eKU,nn ofl 
npeTxoflHo HanoimeTHOT nxnpnn, bo BnjajiaTa co npamoKOT .

1. PIpoBepeTe flajxn ere ja H36pajie cooflBeTHaTa roneMHHa Ha BHjajia bo oflHoc Ha TejiecHaTa 
TejKHHa Ha nan,neHTOT:

TenecHa 
TeiKHHa (kg.)

CooflBeTeH BOJiyMeH Ha 
peKOHCTHTynpaH pacTBop (ml) TeHeKTenJia3a (U) TeHeKTenjia3a (mg)

<60 6 6000 30
>60 flo <70 7 7000 35
>70 flo <80 8 8000 40
>80 flo <90 9 9000 45

>90 10 10000 50

2. IlpoBepeTe flajin 3aTBopanoT Ha BHjanaTa e HeonrreTeH.
l\& <**■ V. < ~ i

3. OTCTpaHeTe ro flenoT ofl 3aTBopanoT Koj ce KHHe.
T.“ -V«

4. OTCTpaHeTe ro 3antTHTHHOT saTBopan ofl HinpHU,OT. IloToa BeflHam HaBpTeTe ro m npnnoT  Ha 
aflanTepoT Ha BHjanaTa h  npoSofleTe ro nenoT Ha BnjajiaTa bo  cpeflHHa co BpBOT Ha aflanrepoT Ha 
BHjanaTa.

5. J^oflaflCTe ja BOflaTa 3a HHjeKU,HH bo BHjanaTa noTHCHyBajkh ro KJinnoT Ha mnpnu,OT noneKa 3a fla
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ce H30erHe co3flaBaite Ha neHa.

6. P e K O H C T p y n p a jT e  c o  G j ia rn  K p y a c H H  flB H JK e ita .

7. PeKOHCTpynpaiiHOT pacTBop e 6e36oeH flo Sjieflo skojit, SncTap pacTBop. CaMO SncTap pacTBop 
6e3 necTHHKH CMee fla ce ynoTpeSyBa.

8. H e n o c p e f lH O  n p e f l a f lM H H H C T p a ip ija ,  c B p T e T e  ja  B H ja n a T a  c o  n p H U ,B p c T e m io T  m n p n u ;  HaflOJiy.

9. IIpeHeceTe cooflBeTeH BOJiyMeH op, peKOHCTpynpaHHOT pacTBop Ha Metalyse® bo ninpni],, Bp3 
ocHOBa Ha T e j ie c H a T a  T e a cH H a  H a  naipieHTOT.

10. H3BafleTe r o  m n p m j o T  o fl a ; ;a i iT e p o T  Ha BHjanaTa.

11. Metalyse® xpe6a fla ce aflMHHHCTpnpa HHTpaBeHCKH bo TeK Ha 10 ceKyHflH. H e CMee fla ce flaBa
HH3 BeHCKa JiHHHja 3aeflHO co pacTBop Ha fleKCTpo3a.

12. H e j ra T a  ireHCKopHCTena kojihhhhb Ha pacTBopoT Tpe6a fla  ce nccjjpjiH.

AjiTepnaTHBHO, peK0HCTpynpaH.eT0 Moxe fla ce H3BpniH h co KopncTetbe Ha Hraa ofl naKyBaiteTO.

7.0 HME H AAPECA HA IIPOH3BOAHTEJIOT
Boehringher Ingelheim Pharma GmbH,
Binger Strasse 173
D-55216 Ingelheim am Rhein
Germany

8.0 HOCHTEJI HA O^OBPEHHETO 3A I1POMET
3ErHH ,Z],00 CKonje yn.HapofleH OpoHT 6p.5-3/1, 1000 CKonje, P. MaKeflOHnja

9.0 BPOJ H ^ATYM HA OftOEPEHHETO 3A nPOMET
15-10328/12 ofl 08.02.2013

10.0 AATYM HA (JJEJIYMHA) PEBH3HJA HA TEK
HoeMBpn 2011.
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METAL YSE®/METAJIH3E 
npaiuoK h  BexHKyiiyM 3a pacTBop 3a HHjeKTHpaike 10 000 IE

(tenecteplase)
ATC Ko/i B01AD11
1 BHjana co n p a m o K  coflpm i 50 mg (10 000IE) TeHeKTenjia3a, 1 hhj ckhhckh hi n p n  14 co 
BexHKynyM coflpacn 10 ml BOfla 3a HHjeicipiH. llaKyBaite: 1 BHjana x  50 mg + 1 
HHjeKHHCKH HinpHU, x 10 ml . 4yBan>e: JieKOT TpeSa fla ce wyBa Ha TeMnepaTypa flo 30°C, 
3auiTHTeH ofl BJTHjaHHe Ha CBeTJiHHa. JieKOT fla ce nyBa Ha MecTa iieflocxamiH 3a fleua! 
Ilpefl ynoxpeoa BHHMaxenHO nponnxajxe ro  ynaTCTBOTO. JieKOT Moace fla ce npHMeHyBa 
caMO bo 3flpaBCTBeHa oprairasaiiH ja (3). Bpoj h  flaTyM Ha ofloSperoie 3a npoMeT 
IIp0H 3B 0flH T eji: Boehringer Ingelheim Pharma GmbH & Co.KG -  HHrenxajM, 
FcpMaiiHja. Y b o 3 h h k : 3EFH H  J \0 0  CKonje, y j i .”HapofleH O ponx” 6p 5/3-1 CKonje


