
3EI4PEH I43BEIIITAJ 34 OCOEI4HT4TE FIA JIEKOT

1 I4ME HA JIEKOT

EMOCLOT/EMOKIIOT 1000IE/10 ml llpauron H BexHKylyM 3a pacrBop aa r'IH$y:uja

2 KBAJII4TATI{BEHI,IKBAHTI,ITATT4BEHCOCTAB

Xynran rJra3Ma KoafyJrauuoneu $axrop VIII, nuo$nnu3upaH.
Cercoja sujata coAp)nn 1000IE xyMaH KoafyJraqlronen $arcrop VIII.
EMOCLOT coApx(H npa6luxHo 1000 IE/10 rnl xyMaH KoafyrrarluoHeH
pexoHcruryuuja.
EMOCLOT e AocraneH KaKo rrpailoK 14 BexHKynyM 3a pacrBop sa uH$y:uja KOJ

BMOCLOT 1000IE/10 ml

xyMaH rrrra3Ma KoafyJrarlaonen $anrop VIII l000IE/nnja,ra

xyMaH rrJra3Ma KoafyJrarlnoHeu Qaxrop VIII
peKoHcrHTyHpaH co BoAa 3a zHjercqran

10018/ml

(1000IE/10 ml)

BoJryMeH Ha Bexr4KyJryMoT t0 ml

AxrusHocra (IE) e gerepMtHvrpana co Kopucrerbe Ha xpoMofeH recr ua Enponcnara Oapuaroneja.
Cneqrz$uuuara aKrHBHocr sa EMOCLOT asnecyea npu6luxcuo 80 IElrng rporeuH.
llpozsne4eH e oA rrna3Ma Ha xyMaHH AoHopr4.
Onoj upenapar coAp)KH xyMaH von Willebrand $arcrop.

Er<cqunneHc(u) co rro3Har e$exr: oeoj rex coAp)Kr 4o 41 mg HarprayM uauujata oa 10 ml.
3a qelocnara rvrcra Ha eKcrrr4rrrreHcu, BHAere Aen 6.1,

3 OAPMAUEBTCKA @OPMA

llparuon H BexHKynyM 3a pacrBop sa uu$y:uja.
Jlercor e 6en utu 6neAo )KoJrr, xnrpocKoneH npatrroK r4Jrn poHnuBa r{Bpcra marepuja.

4 KJII4HIIqI(M CBOJCTBA

$axrop VIII nocne

coAplKH HoMLIHUUIHO:

4e$nqur ua

BlrAeTe HcTo

a xenloQznr.rja

4,1 TepanenrcKrr HHArrKarIur{

TperuaH rE npo$unar<aa Ha KpBapeme xaj rarrfieHrlr co xenoQulzja A (xoureHrlTaJreH

Qarcrop VIII).
TpernaH Ha creKHar.qe$raqerr na $axrop VIII.
TperuaH Ha naqueHru co xer,to$utuja co aHrlrrerra rport{B $amop VIII (uHxn6r4ropu:
raxa ger 4.4).

4,2 ,{o:upame u HaqrrH Ha aAMuHucrpaquja

Tpernaauor rpe6a Aa ce 3anoqHe rroA HaA3op ua lercap rcoj

Cnedente ua mpemnauom

3a npeue Ha rperMaHor, ce [penoparryBa cooABerHa AerepMH
BoAHrr 3a Ao3ara rcoja rpe6a Aa ce aAMr,lHucrpr{pa a $pe

KTop
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AeMOHCTpHpaH pa3n}iqeH nony-)KHBor

Ao3ara 1azupaua Ha renecHara re)I(HHa

o3ApaByBaba. Mon<e Aa e rrorpe6Ho npuraroAyBarbe Ha

[aLIr{eHTH CO He.qOBOJTHA rlJLH rrpeKyMepHa Te)Kr{Ha.

na $arcrop VIII ue rpe6a 4a

14

Kaj

Oco6euo no cny.raj Ha roJreMr.r xupyprxKli HHTepBeHIIHH, HeorIXoAHo e npequ3Ho cJleAerbe Ha

cyncri4TyrrnoHara repanuja co noMorr Ha aHaJrlr3a Ha KoaryJragujara (anrznnocr Ha rJIa3MarcKHor

$arrop VIII).

Kora ce Kopucrr,r r,rH Blrrpo rpou6olracrl4HcKo BpeMe (aPTT)-6asupaHa eAHocrelreHa amaJru3a Ha

rcoarylaquja 3a oApeAyBalbe Ha aKTr4BHocra na Qaxrop VIII eo npuMeporlt4Te oA KpB Ha lrarlpreHTr,rre,

Bp3 pe3yJrrarnTe oA aKTr4BHocra Ha nJra3Ma tfarropor VIII rroxe 3HaqHTeJIHo ga ntmjae Ir rl4lror Ha

aPTT peareHcor tr pe$epeHrHuor craHAap.q ruro ce Kopr4crr{ Bo aHrurr{3ara. I4cro raKa, Mo)r(e Ia vMa
3HaqHTeJrHH pa3Jrr4KH novefy pe3yJrraruTe oA aHanr{gara Ao6ueHr4 co eAHocreneHa alr,aillasa Ha

roarylaqujara 6asupana Ha aPTT 14 xpoMoreHura a*arla3a corJlacHo Ph. Eur. Oea e oco6eno BaxHo
Kora ce MeHyBa la6oparopujarau/utu peareHcuTe KoH ce Kopncrar Bo aHaJru3ara.

[pezps]le

,{o:ara r.r BpeMerpaerbero Ha cyrrcrr4Tyrrl{oHara repanr,rja 3aBr.rcar oA Te}I(I4Hara na 4eSurlueuqujara
ua $anrop VIII, oa loxalnsaquj ura u cre[eHor Ha KpBaperbero H K,lMHp{qKara cocroj6a ua

NATHEHTOT.

Epojor Ha eAvffivrlu Ha Sanrop VIII KoH rrrro ce ap'v'vrHncrpvpaar ce r{3pa3yBaar Bo

tr4HrepuaqlroHnJrHlr Egurtutlu (IE), xolz oAroBapaar Ha MoMeHrurrure C3O craHAapAI4 sa $anrop VIII
npeilaparrrre. AxruaHocra Ha $axrop VIII so [na3Mara ce H3pa3yBa HJI].I KaKo rlpoqeHT (no o4uoc ua

HopMaJrHara xyMaHa nnasua) vilLr Bo I4HrepnaqaoHaJIHr,I Eruuut\u (IE) (urro oAfoBapa Ha

HHrepHarluoHiurHure craHAapAH :a Saxrop VIII so nla:naa).

E4ua I4urepHalrl{oHanHa EAunuqa (IE) ua Qarcrop VIII e

VIII eo eAeu ml HopMaJIHa xyMaHa IIJIa3Ma.

Tpemnau no nompe1a

eKBr4BaJIeHTHa Ha KoJrr4rrzlnura na (tanrop

flpecuerynaFbero Ha norpe6uara Ao3a Ha $axrop VIII ce 6azupa Ha eMnI{pHcKLITe HaoALI Aexa 1

I,lHrepuaquoH,urHa EAnsuqa (lE) Ha Sanrop VIII sa kg relecHa rernuua ja noKaqyBa aKTI{BHocra Ha

rJra3Ma $axrop VIII :a 1.5o/o lo 2%o ol HopMaJIHara aKrHBHocr.

llorpe6Hara Ao3a ce oApeAyBa co rloMotil Ha cJIeAHara $opirlyna:

florpe6nu e ilLrtlrt\rr : TenecHa rex(HHa Ho rroKaqyBarbe Ha Sanrop VIII (%) (IE/dl) x 0.4

ceKora[r ra 6uAe 6aznpana Ha KJ]rIHr,rr{KaraKo,ruqnHara
e$aracHocr

ra $percSenqujara ma

BO HHAIIBIIAYAJIHHOT

Bo cnyuaj Ha cJreAHare

AaAeHOTO HUBO Ha rIJIa3MaTCKa a

Taoena Mo)r(e Aa ce KoplrcTH KaKo

HHTepBeHTIHH:

alHoro) Bo /IaAeHr4or nepuoA.
fipu enI'{3OAI4 Ha KpBapeFr,e II

[aAHe noA
CreAnara

xupyprxKH



Crenen Ha xeMoparuja / Tut nu
xHpyprrrKa rporleAypa

Ilorpednu HrrBoa
na Qarcrop VIII

(%) (rE/dr)

OpercQeuquja Ha go:u
(uaconu)/BpeMerpaelbe na repanuj a

(aeHosLr)

Xerraoparuja
Pauu xenaaprpo3u, MyaKyJrHH n
opaJrHr4 KpBapeILa

lloreurxu xeMaprpo3r4, MycKyJrHr4

KpBapeH,a HJIH XeMaToM

XHsorHo -s arpo3yBarrKv
xeMoparvu

20-40

30-60

60 - 100

Ce nonropyBa ceKoz 12 lo24 qaca.

Hajvralny 1 4eH, AoAeKa enI43oAHTe Ha

KpBaperbe vHAlaL\upaHH cnopeA 6olnara He

ce nogo6par Hrrrz AoAeKa He ce flocrurHe
3a3ApaByBalbe.

I4n$yzujam ce roBropyBa ceKoLI 72-24 qaca

Bo reK sa3-4 !,eHauIrH nonefte, AoAeKa
6olxara H aKyrHura necnoco6uocr He ce

no4o6par.

kluSyzujna ce roBropyBa ceKou 8 to 24
Lraca, ce AoAeKa cocroj6ara ne ce no4o6pu.

Xrzpypruxu HHrepeeHuur,r

llolecuu xupyprxKr4 HHTepBeHTIHH

Kou BKJIy{yBaar eKcrparcrlrzja Ha

sa6u

30-60 Cexou 24 uaca, uajuanrcy 1 4en, AoAeKa He

ce nocflrrHe 3a3ApaByBarbe.

lloreilrxn xupypruxn HHrepeenqan 80 - 100
(np",q- H rrocr-
oneparunno)

kln$yznjna ce noBropyBa ceKoa 8- 24 qaca

AOAeKa He Ce nOCTI,IfHe aAeKBaTHO

3a3ApaByBalb e Ha panara, floroa repannj ara
rfpoAo)r(yBa yure HajuarKy AononHurentv. J
AeHa 3a Aa ce oAp?ItyBa aKTHBHocTa Ha

$arcrop VIII oa 30%o rc 60% (30IEldl - 60

IEldl).

Ilpocbunarcca

3a 4onrorpajna npo$zlaKca Ha KpBapen,ero rcaj naqueHru co rerxKa xenro$rzruja A, noo6uuaeHl,tre

Ao3H lr3Hecysaar 20 ao 40 IE Ha $axrop VIII Ha kg relecHa re)r(HHa Bo rzHTepBaJru or,2 Ao 3 Aesa"
Bo ueroa cIryqav, noce6uo naj nouragr4Te narrueHrla, nolrce 4a e norpe6Ho cKparyBarbe Ha Ao3HHTe
uHTepB€urH I,lJrI{ 3IOJIeMyBaE,e Ha AO3aTa.

II e duj antpucrca nonynaw.i a

Ee:6e4nocra u e$uxacHocra sa EMOCLOT naj Aerla noA 12 ro4uutua Bo3pacr ceylxre He e

ucrrvraHa. MonrenrarnnTe AocrarrHu rroAarorlu ce onutlIaHu Bo Aer 5.1, Ho He Mo)Ite Aa ce Aa4ar
npenopaKH 3a Ao3uparbeTo.

lo:upamero naj a4onecrreHTr4 (12-lB rogaura) :a cexoja uupnr<agtEa ce rpecMeryBa cofJlacHo
TEJIECHATA TE}I(VHA.

Hauuu u a adtvtuuucntp aLtuj a

I4u'rpaneucra [prrMeHa, rrpeKy uuj emupame uru
i.q :

Bo cnyuaj Ha HHTpaBeHcKo lzHjexrupame,
arMpr:unHnarpaquja oa 3 lo 5 unrryru, npoBepKa Ha tr

aAMHHHcrpa\vJara unu Aa ce HaMaJrkr Op3uHara Ha vH.

HA BpeMeTO Ha

peoa Aa ce [peKHHe co

sg
-cxonJ9rryJrcoT.

a

e AO 3foneMyBan e Ha



6p:nHara Ha ra$y:ujara ce oApeAysa noce6Ho:a cexoj rau,lleHr,

3a rlHcrpyrqlru 3a peKoHcrvrry\u1a Ha JIeKor npeA aAMHHucrpayula, BuAere rct 6.6.

4.3 Kourpanu4IrKaIIHrr

XunepceHsurr4BHocr Ha aKTHBHara cy[craHlla unn Heroj oA eKcIIIanHeHcHTe AaAeHa eo Aer 6.1.

4,4 fioce6nn rrpeAyrlpeAyBarba H MepKIr Ha rrperrla3JrlrBocr npu ynorpe6a

CreArueocr
Co qel Aa ce no4o6pz cJreAJruBocra Ha 6nololrlKure JIeKoBLI, I{Mero u 6pojor ua cepujara ua

aAMr4HHcrpHpaHHor nerc rpe6ajacHo Aa oe eBureHTupaar.

XHnepceu:urusHocr
llpz ynorpe6a Ha EMOCLOT Mo)I(HH ce peaKIIlrI4 Ha xurepceH3uTl{BHocr.
flpou:nogor coAplKn rparr Ha xyMaHH nporerrHz pasilurrHr4 og Qamop VIII. Arco ce janar cHMITToMLI

Ha xHnepceH3HTHBHocr, rrauueHTHTe rpe6a Aa6urar coBeryBaHpl BeAHaIIT 4aja npexunar ynorpe6ara
HaJreKorHAaroKoHTaKTHpaarceojorneKap. llaquenrarerpe6ara6u!.ar ranSopuupalr'r3apaHVTe

3HaIIr4 Ha XI{nepCeH3HTttBHH peaKur4H KoH BKryr{yBaaT ocHrl, feHepaJII43HpaHa ypTHKapvrja, cTefa}r,e Bo

rpaAr..rre, cBHpeFbe Bo rpaAUTe. xunoreH:uja H aHadtularcca.

Bo clyuaj Ha nojaea Ha [roK, norpe6uo e Aa ce npHMeHH craHAapAeH MeAI4III4HoKH TperMaH 3a IrIoK.

Baxnn r.rn

Oeoj nex coAplrtIa 4o 41 mg Harpr{yM eo nrljara o4 10 ml, eKBLIBaJIeHTuo ua2.05o/o oA flpenoparlaHara

oa C3O MaKcI4MarHa AHeBHa Ao3a oA 2 guarpuyw 3a Bo3paceH.

I4sxn6uropu
Co:.4asaH,ero Ha HeyrpurJru3npaqKu aHTureJIa (uuxu6uropu) ua $axrop VIII e no3Hara xoltn,ruraqnja
roja r,loxte aa ce jazu 3a BpeMe Ha rperMaHor Ha naqaeHrlr co xernro$unuja A. Osue uuxu6uropu
o6uqso ce IgG HMHyHorno6yl:zuu Hacor{eHl{ IrporHB $ar<rop VIII npoxoaryJlaHTHara aKrI{BHocr, KoH

ce rceauru$ur\vrpaHv eo Bethesda Units (BU) na ml nnasN{a rcopucrejrtra nno4IEQuqzpaHLI recroBl{.

Pttslzxor o4 nojana sa uuxu6uropu e Bo r(openauwja co re)I(I4Hara ua sa6olynalLero, KaKo Ir

H3Jro)r(eHocra na $ar<rop VIII, co uajroreM pH3HK Bo npBvre 50 aesa Ha I43JIo)KeHocr, Ho

npoAorDr(yBa Bo rer(or Ha xr4Boror HaKo pn3hKor e neeoo6uqaeH.

K,runnqxara peJreBaHTHocr Ha pa:eojor saunxu6vrop fte:aeucl4 oA Tnrapor sa usxu6aropor, IrpL{

rrrTo HLCKHOT Tr{Tap npeTcTaByBa rroMzur pH3IIK oA HeAOBOJIeH KJIIIHI4qKH OA|OBOp OA UHXIA6nTOpHTe

co Br4coK TI4Tap.

feHepa,.luo, cHTe [aqheHTH TpernpaHH co KoafyJ]alrr4oHeH $axrop VIII 'rpe6a BH]IMareJIHo Aa ce

MoHHTopHpaar ilopaAu Mox(Hara nojaea ua ssxu6vropu, ilpeKy cooABerHa KJII4HI4qKa o6cepeaqnja r,t

la6oparopucKr.r recroBu. Axo se ce rrocrurHar orIeKyBaHI4Te nna3MarcKu HnBoa Ha aKTI'IBHocr Ha

$anrop VIII nnu aKo KpBaperbero He ce KoHTpoJIupa co cooABerHa Ao3a, rpe6a Aa ce HarIpaBH Tecr 3a

npucycrBo sa usxu6urop Ha Sarcrop VIII. Kaj naqr{eHTu co BI,IcoKH HI'IBoa Ha rlnxu6urop,

repannjara co $arcrop VIII rr.roxe Aa He e e$unacua u rpe6a Aa ce pa3fJreAa Mo)ItHocra 3a ApyrLI

Tepangcr(H orrqr4u, TpernaaHor Ha oBue nallfieHTlr rpe6a Aa 6uAe cneAeH oA JIeKapI4 co I4cKycrBo Bo

TperMaHor na xento$uruja u $anrop VIII aHxu6uropu.

KapAuosacxyrapul4 FlacraHu

Kaj naqlreurl{ co ilocroeqKu KapAzoBacKynapHu rpaxroprz Ha

FVIII nroxe Aa ro 3roneMn KapAhoBacKynapHuor pH3HK.

pkr3u

BEHCKI4

flr,rJa co

KoNrn:ruxauan noepsauu co yuorpe6a Ha xarerep
Aro e norpe6Ho MeAnLII4HcKo cpeAcrBo 3a qeHTpaneH

pH3HKOT OA KOMnnI4KallAI4 IrOBp3aHH CO MeAAIIIIHCI(OTO

rpeABr4A

cpeAcTBo B nQercquu,



6axrepevrrzja a rpolr6osa Ha Mscroro Ha Karerepor.

BuparHa 6eg6elsocr
CraH4ap4urEre MeroAr{ 3a lpeBeHrluja ua au$exquu Kor{ ce pe3yJrrar Ha ynorpe6uta Ha JTeKoBLI

Ao6raeuu oA xyMaHa KpB r.rJrrr rrJra3Ma BKryrryBaar cenenquja Ha AoHoprr, cKpI,IHI4Hr Ha IIoeAnHerIHHTe

AoHarluu H rrJra3Ma 6azesu 3a nocroelbe Ha cfler1u$uuHr,r MapKepr{ ua nH$ercquz H BKnyLIyBaIbe Ha

e$exrnnHz npor.r3BoAcrBeHu rreKopH3avHaKTrnaquja,/orcrpauyBarbe Ha BHpycHTe.

floxpaj oBa, Kofa ce aAMr{Hr.rcrpHpa lex 4o6ueu oA xyMaHa KpB rin}r [JIa3Ma, Mox(Hocra 3a npeHoc Ha

uHSerrunnu areHcr{ He Mo)Ke rIorrIoJIHo Aa ce HcKJI1lru. Osa ce oAHecyBa u Ha Heno3Haru HJIH HoBo

nojaneuu Bupycu v qpyrv rraroreHH.

Mepxure Kou ce npe3eMaar ce cMeraar sa e$uxacHu3aBupyaure co o6sHsKa KaKo rrrro ce xyMaHuor
wvryno4e$uqueHTeH Br4pyc (HIV), xerraruTrrc 6 nrapycor (HBV), u xeilarvrzlc I{ eupycor (HCV),
KaKo Ir 3a Br,rpycHTe 6e: o6eusKa KaKo urro e xerarurr4c A nrapycor GIAV). Meprure Mo)Ke Aa ce

AeryMHo e$uxacHu 3a Bupycr{Te 6es o6eHBKa KaKo urro e napBoBHpycor B19. l{n$ercqrajara co

napBoBr4pyc B19 rvroxe [a6une cepao3Ha rcaj 6peueHu xceuu (Sera,rna uu$exqrzja) u xaj nalrpleHTure
co t{MyHoAeSuqueuqzja HJIH 3l-oJreMeHa epuTpo[oe:a (np. xeMorururrKa aueurzja).

Coo4aerHa naxquuaqnja (xenaruruc A u B) rpe6a ra 6uye 3eMeHa npeABHA naj naqueuru KoH

pe4onuo/noBropyBaHo nplrMaar JreKoBlr Ha xyMaH {laroop VIII ao6uenu oA nJIa3Ma,

Crporo ce npenopaqyBa npr4 cenoja aAMrzHr4crpaquja Ha EMOCLOT Ha IIaITHeHT) Aa ce 3aIIHIIre

riMero u 6pojor ua cepujara Ha JreKor co qeJr Aa ce BocnocraBu BpcKa nonrefy [aql4eHTor u 6pojor Ha

cepujara Ha JreKor.

Ilearj arp ra c r<a no n-vn a urzj a

He ce AocranHn cnequ$HrrHri [oAaroLIH 3a negnjarpracxa nonylaqrja.

4.5 I{nrepanqlru co Apyru JreKoBn lr Apyru {ropmu ua unrepamqnja

He ce nprajaBeHu r4HTepaKquu Ha xyMaHrror KoarynarlnoHeu Sarcrop VIII co Apyfu JIeKoBIi.

lleauj arpzcxa nonyrauraj a
He ce 4ocranHv cneqnSuqHu roAarorra 3a negujarpucxa nony.rraquja.

4,6 fkogHocro 6pe*renocr rr Aoerbe

He ce rnBeAeHH penpoAyKTrzBHlr cryAuw xaj xtunorHn co Saxrop VIII. flopagu perKara nojana ua

xenao$unnja A raj xteHrE, HeMa HcKycrBo sa ynorpe6ara na $axrop VIII ga BpeMe ua 6peueHocr vr

Aoerbe, llopaga roa, $axrop VIII rpe6a Aa ce ynorpe6yna 3a BpeMe Ha 6peueHocr H JlaKrauuja cavo
AoKonKy e jacuo HHAr4uHpaHo.

4.7 E$ercru ua cnoco6nocra 3a yflpaByBame co MoropHo Bo3HJro HJru Ma[rIrHH

EMOCLOT He erniae na cnoco6uocra 3a vrrpaBvBaH,e co Bo3HJro r rv Maul

4.8 Hecarcanu gejcrna

Pesu^,{e Ha 6eg6eAuoculror npo$LIr
XunepceusuraBHocr r4rrw areprvcKr4 peaKr-Iun (rcoa Molr(e Aa B z 6ouxame
Ha M9CTOTO Ha VHQy3HJa, MOpHI4UI'I, IIpBeHaJ'lO, feHepZUII43H

XI4IOTeH3HJa, JIeTaplHJa, laAeH,e, BO3HeMHpeHOCT, TaXI{KapAH

Ka, ocHn,
fterlKalbe,

nonpaftane, cBnpelbe eo rpa4rzre) perKo ce sa6erexaHLr Lr Bo HeK

Ao rerrrKa aua$uraxca (exny.rynajrtu urox).

6;::.;R($.*j::..,4
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3a6e.nex<aua e r{cro raKa H nojana Ha rpecKa.

rpofpecr4paar



Itaj naqueHTn co xeMo$um1a A Ha rperuaH co dranrop Vl[, nrnyuyeajrtrz EMOCLOT, lroxe ga ce

co3AaAar Heyrpanu3apaqKr4 aHTr{TeJIa (raHxu6rzropra). fiono,'rrcy ce nojaear uuxu6vnopu. oBaa

cocroj6a ce naHu$ecrr4pa Kar(o HeAoBoneH KJrr4HHrrKr4 oAfoBop. Bo rarcsu cryqan, ce flpetropaqyBa Aa
ce KoHTaKTT{paar cneuzj alln3vpaHkr IIeHTprl :a xenaoQunnja.

3a 6e:6eAHocHn uH$oplaarlan Bo oAHoc Ha npeHocJIIrBpITe areHcll, BHAere let 4.4.

Ta6elapHa rzcra sa secarcasnre pearcqaz

Ta6erara npnKa)r(aHa rroAoJry e corJracHo MedDRA xlacuQuraqujara na opfaHcKu clrcreMz (SOC) u
Ilpe$epupaHr.rre repMnuu (PT). Ta6enara AaBa u3Berxraj na HecaKaHzre 4ejcrra noBp3aHr4 co
ynorpe6ara Ha xyMaH rIJra3Ma KoaryJlalluoneH $axrop VIII.

@pexneHllujara e eBanykrpama corJracHo cJIeAHHor peAoc,'reA: MHofy qecrn (>1/10); qecrn (>l/100 ao
<l/10); Hesoo6uqaeuu (>1/1,000 ao <1/100); perl(n (>1/10,000 ao <1/1,000); MHofy perKu
(<1/10,000); Heno3Haro (He nroxte Aa ce yrBpAI4 oA Aocranuure no4aroqv).

He nocrojar noAarorrpr 3a SpexneHqHjura Ha HecaKaHHTe peaKIII4I4 ro6uevu oA KrIr.rHHrrKlr

IdCnr4'IyBAILA.

C"ire4uure noAaror{H ce Bo couracHocr co 6es6eAHocHnor npo$ur Ha xyMaH RJIa3Ma KoaryJlalrnoHeH

Sarcrop VIII n ce AeryMHo :a6erex<aun rro craBa[Le Ha JreKor Bo npoMer (nocr-uapreruHlrlro
ucrycrao); 6uaejku nocr-MapxeruHrrrKoro npujanysarre Ha HecaKaHr,r peaKrrzu e 4o6ponorHo rz oA

HeoApeAeH 6poj na nonylarlnja, He e Mo)KHo BepoAocrojHo ga ce nporreHrr $percneHqrzjara Ha oBr{e

peaKrIH14.

MedDRA Craugap4eH clrcreM
Klaca Ha oDranr{

Hecarcaun peamquH Open{enquja

Hapylrynarra Ha KpBHIror u lunrSuuor
cncTeM

klmxu1wluja Ha $anrop VIII Heno:saro
(PTPs)o
Muory vecro
(PUPs) n

Hapyruynam a Ha HMy Huor czcreM XuneoceH:arlrBHocr Helo:uaro
Alepracru peaKrlr{}r
(XanenceugrarusHocr) *

Henosuaro

AHaSruarcrzqna peaxquia Heno:Haro
AnacbzraruHr{eH rrroK Henogsaro

flcaxui arpucKI4 HapylxyBarba Bo:Heunpeuocr Henognaro

Hapyuryrama Ha HepBHHor cucreM frano6olrca HenosHaro

Ilerapruja HenosHaro

llapecre:r,rja HenosHaro

upueBu HapymyBaE'a Taxunap.uuia HenosHaro

BacrcynapHIz HapylxyBalba IfpseHraro HenogHaro
Xanoreu:uia HenosHaro

PecnuparopHI4, TopaKanHI{ h

nae4u j acruHanHI4 HapyuyBarba
Ceupen e no rpa4ure* Heno:saro

f acrponure c'rvnarnpr Hapy[ryBana l-aAerue HenosHaro

flospartarse ,f\at*" "J€/rd', Senosnaro

Hapyruyaama Ha Ko)I(a u IIorKo)I(HI4

TKHBA

AHruoenev I *d .,'z#9';V\. T Hhno:saro
feHepar a:u pana jigfira hwlu( ( ),"'li
(yrprarcapr,ria)* \\B'.- \r\r11;.,11:'

I4dhosHaro
;i,

Ocran (yrprar<apnia )l\-"t-T.r^ -r-''"'v o) dI6nosHa-ro
Onurru HapyrlyBals a u cowoj6u na
Mecroro Ha arutlucrpaqrz ja

9yscrso Ha ronruudhrl'&gdTomf?D ' _

uudv:uia (6onxa 
"u 

*SJfdEdatl
ftfenozsaro



andv:aia)
lleqxame Ha Mecroro na rzH$ysraja
(6onrca Ha Mecroro na zHdygaia)*

HenosHaro

MopHuuu HenosHaro

Creran e Bo rpaAHTe (uelaroguocr
eo rpaArare)

Henosuaro

flnperccuia HenogHaro
I TepuuHolorujara oA [oHr{cKoro HlzBo MedDRA (LLT) e rocooABerHa 3a oIIHc Ha oBue HecaKaHH

peaKurir4: Hr,rBHHTe MedDRA npeQepupaur4 repMuHlr (PT) ce AaAeHlz. Bo 3arpaAu.
u @perseHrlujara ce 3acHoBa Ha cryLvrv co cr,rre FVIII npou3BoAu Kor4 BKJIfIyB€uIe nauI4eHTI{ co
relrKa xevro$ralraja A. PTPs : [perxoAHo rperr.rpaHw ila\HeHlt, PUPs = [perxoAHo HerperupaHl{
flaqrreHT]r.

fleauj arpucxa non)rlauuj a

He ce Aocranuu cnequ$rzqHn rroAarorru 3a ne4ujarpracrca norryraquja.

llpujasyearbe ua laoxHra HecaKaHra peaxunu
Ilpujanynarsero Ha Mo)r(Hr.r HecaKaHIl peaKr-lur{ no 4o6unarue ua o4o6peHne 3a craBarbe Ha JIeKor Bo

npoMer e BzDKHo. Toa oeosN{o)KyBa KoHTHHyupaHo creAerbe Ha oAHocor rcopucr/pusl,tK Ha JIeKor.

34paacrneuure pa6oruugu rpe6a ra rv npnjaayeaar HecaKaHHTe peaKrrHu npeKy Haqaosaruuor
ueHTap sa Qaprr,raxoBurnnaHua npz AreHrrujara 3a JreKoBpr H MeAr{r-lHHcKr{ cpeAcrBa (yr. Cn. Kupul a
Mero4raj 6p. 54, Kar 1) Hnv ro eneKTpoHcKH nar npeKy ee6 crpaHara Ha Areuqrzjara
h"tlp-;/lry,aln-e-d*gil-r:rulsl.

4.9 flpe4orupar*,e

He ce npujaeeuu crrMrrroMlr Ha npeAo3uparbe npu ynorpe6a Ha xyMaH rlrra3Ma KoafyJlalf,noHeH

$axrop VIII.

OAPMAKO JIOIIIKI4 CBOJC TBA

5.1 Oapruaxo4r{HaMcKrr ceojcrna
@apuaxoreparreBrcKa fpyila: aHTHXeMopafvqH, KpBeH KoaryraqlroHeH $anrop VIII, ATI{ rcog:

B02BD02.

@ar<rop VIII/von Willebrand Saxrop KoMrrJreKcor e cocraBeH oA ABe MoreKyJIIr (Qarcrop VIII u von
Willebrand $axrop) co pa3rHLrHH Sz:uolorrxz Synxqnrz.

Kora ce a1Mzr:nncrpupa xaj raLIr{eHTu co xeuo$urraja, $axrop VIII ce Bp3yBa 3a von Willebrand

$arcropor Bo qnpKynagwjara Ha nauneHror.
Axrunupaurzor $arcropor VIII 4ejcrnyea xaro ro$arcrop 3a aKTHBr4paHr4or $arcrop IX, sa6psynajkn ja
roHnep:ujara Ha Saxrop X no aKTHBHpaH $ar<rop X. ArcrzezpaHr4or $amop X ro xoHseprHpa
nporpou6vrHor Bo rpoM6rau. Tpo6uHor fo KoHBeprnpa $z6puHoreHor Bo Sn6pIzH H Moxe Aa ce

co3AaAe KoaryJryM. XerraoSuruja A e noroeo-noBp3aHo HacJreAHo HapymyBarbe Ha KoaryJlatluiara ua
KpBra KaKo pe3yJrrar Ha HaMuureHr4Te HHBoa ua $axrop VIII:C, ilpr4 rxro pe3ynrlrpa co o6ulHu

pe3yJrrar Ha cryvajnu HJrr{ xapypuKa TpayMa. Co cyn NJIA3MATCKHTE HHBOA HA

Qaxrop VIII ce 3roreMyBaar, oBo3Mox(yeajftu npueperra I{TIHTOT Ha QaKTOpOT H

KOpeKqHJa Ha CKJTOHOCTa KOH KpBapeF,e.

3a6e.neurna, foAurrrnara crarrKa Ha KpBapelr,e (
KoHlreHTparrr.ru Ha Sarcropu n nonaefy pa3J'rHrrHH rsruH

{onolHurenHo Ha HeroBara yrrora rano drarrop VIII n Willebrand

novefy pa3ruqHr

$arcropor
ynora BorrocpeAyBa ao rpouboqurHara aAXiluJa Ha Mecroro Ha

rpov6oqzruara arpera qr,rj a.

L-\ry:i:,8
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10 naquernu co rerrKa xerr.lo$u-rruja A (cpe4Ha Bo3pacr oA 15 roAusrr, orrcer 5-51) co BucoK rkrrap Ha

uuxu6uropu, BKryqeHH Bo perzcrapor PROFIT ynpaeynas oA PlrarzjaHcnara acoqujaquja Ha

ueHTpH sa xeuo$uruja (AICE), 6zle rperupaHu co EMOCLOT 3a epaAaKaqujawa unxu6uropnre co
noMorrr Ha prugyrquja Ha HMyHoro:repanquja (ITI). 8 naqueurn oA oBHe 10 ao6rlne npna nrzHuja ITI,
a 2 6une noAJro)KeHr4 Ha ITI sa nogo6pyBaFle Ha cocroj6ara, ilo nperxoAeH Heyc[emeH o6n4 co
pa3rr4qeH FVIII rconqeHrpar, 5 naqueHru 6ure rperzpaHx co pexr,rMr4 ua cpe4Ho/BucoKo AHeBHo

Ao3uparbe (1001200 IElKg), a 5 6nte rperl4paHu Bo Haz3MeHHrrHr,r AeHoBkr yrIrw3 naru HeAeJrHo co
npoMeHnuBu ao:u (50-150 lE/kg). I{e,roceH I4itH AeJryMeH oAroBop, nep3ncreHTeH rro rpocer{Ho
cneAeFl,e oA 9 roAnHu, 6utr :a6enemas so 50yo oA cJryqar4Te. Kaj 4 nauzeHru KoH nocrHfHuure
rreJroceH ycflex, [pocer{Horo BpeMe Ao epaAr4Kaqraja Ha uHxu6uropor 6ul 26 Mecequ.

[ononHnreJrHo, Bo JruTeparypara e otrHIUaHo HcKycrBoro Ha 11 naqueHra (cpegua nospacr 17

ro4uHn) co BHcoK rurap lnavHxu6pfiopl4 KoH 6nre noArolr(eHu Ha ITI co EMOCLOT; ceexynuo, ITI
6nr ycnemea xaj 9111 naquesrn (82%), co IIeJIocHa epaguxarynja sa usxu6uropor naj a Q6%) u
AerryMeH ycnex xaj 5 (45%).

flear.rj arpracrca nonyna uraj a

125 rcrya noA 6-roAuurHa Bo3pacr 6ez uvxu6uropn, 6e: HJra co Mr{Hr{MzrJrHa nperxoAHa r43Jro)r(eHocr

Ha FVIII, 6ute rperr{paHrz co FVIII Ao6aeH oA nJra3Ma Bo paMKr4Te Ha KoHrpornpaHa,
paHAoMH3Hpaua cryguja (SIPPET), vuja qel 6uta Aa ce npoqeHa r4HqHAeHrIara sa unxu6rtroprE xaj
rrarlneHTlr rperupaHr,r co ITJIzBMa-Ao6ues unu peKoM6uuaures Saxrop VIII. 61 [auHeHT oA

ropeHaBeAeuwre 725 6ute rperupaHn co EMOCLOT cnopeA pexr4M no norpe6a unu lpo$uJraKca.
tr4veuo, 34 naqueHTr4 oa 61 npHMt4,'Ie rperMaH no norpe6a, 5 cran4ap4ua npo$ranaxca (3

uu$yzuuluegera), 15 nao4u$nqupaHa npo$unaxca (2 w:e'$yzuulueger'a) u 7 paznnuun xorv6usar\wu
Ha pelKr,rMH Ha TpeTMaH.

Iocr-xox aHarn3a, HacoqeHa KoH eBaJryagt'tja ua foAuulHara crarKa Ha KpBapeH,e (ABR) cano naj

rrarlHeHTr.r rpernpaHz co EMOCLOT, perucrpnpaJla ABR oa 4.2 (342 enrno4u) naj naqueuru Koa
6ute aa pexuM lo norpe6a, 1 .5 (25 elr.I:o4Iz) raj naqueHru KoH 6une sa craHAapAHa npo$ularca
(sa nr<ynno 25 ermsoru Ha KpBapelbe pefucrpupaHu Bo oBaa fpyra, 24 ce jasune rej 1 rarrr4eHr; co
r4cKryrroK Ha onoj nauueHr oA aHzlrru3ara, ABR ce HaM€LrrHJr a na 0.24), 5 .8 (92 enzsogu) rcaj naqzeHrrz
no uo4u$raqr4paHa npoSunaxca m 5.9 (60 enusogu) rcaj rarlueHTlr rperrrpaHr co pa3nHqHH

rcon6uHaquu Ha pe)KuMH.

{t (DapmarcorcrrHercxlr cnoj crna

flocle a4unHnarpauaja ua JreKor, npu6lurtHo ABe rperzHlr Ao rpr,r rrerBprt4Hz o4 $axrop VIII ce

3aAp)KyBa Bo rtr4 pKyJrauraj ara.

Husoro Ha aKrHBHocr ua rpar<rop VIII Bo nJla3Mara Bapvpa noueiy 80 - 120% oA npeABr4AeHara

nJra3MarcKa aKTLrBHocr na Sarcrop VIII.
lllaguarcrara aKTuBHocr Ha $arcrop VIII ce HaMaryBa co 4no-rpasno eKcroHeHqujaluo pacnaiane.
Bo unuqrzjanua'ra $a:a, 4rzcrpu6yuujara noueiy r{HTpaBacKyJrapHHTe AeJrroBu r{ ApyfHTe reJrecHa

TeqHocru ce oABaBa co rroJry-xuBor Ha eru HlzHaquja oA IIJIa3Mara ol3 Io 6 saca.
Bo uape4uara no6aeFra $a:a (roja nepojaruo ro pe$renrr4pa r.rcKopucryBarbero ua $axrop VIII)
rroJry-)KaBoror Bapnpa nonrefy B-20 uaca, co rpoceK oE 72'aaca. Oea cooAeercrByBa co Br4crr.rHcKr.ror

6uoronnu noJry-xrzBor.

@apuarcorzHercKr4Te ceojcrna na EMOCLOT 6une eBanynpaHu 3a KIUHHT{KaTa CTyAkrJa

"Eealyaqaja Ha $apmaKoKnHercKara u KJIHHHLII(a e$uracHocr @artrop VIII,
EMOCLOT D.I., r<aj nar,tueHru co xeuo$uruja A" (xo4 Ha

rarrueHTr{ co rerxKa xenro$unvrja A (co FVIII uuno <1),

rpecMeryBaHu Ha Ase noce6Huuu$yzuu (npa 4osa oa 25 IE/k
3-6 ueceqn. Bo nepuo4or vreiy geere uu{ry3Lrkr, ral'1lz-

cofJracHocr co soo6r4qaeHl,ior repaneBTcKlr pex(nM (rpervau ro

llpoceuHure BpeAHocrH na Saprr,raxoKuHercKl4Te rlapaMerpu Ha

ua Ha 15
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ary4eiara ce Aa.4eHr4 Bo HapeAHarara6era.

flealrj arpracxa non)'naunj a

Zano nena cnequ$u.ruu [o.{arorlr4 :a negr,rjarpvcKa;ra nonynaqraja, HeKoJIKy o6jaeeHu rloAaroqpl

rroBp3aHn co $apnranoKr{HercKa cry4vrr He rroKor(aJre roJreMH pa3JrHKH uefy eospacHure I4 Aeqara
Kor{ crpaAaar oA }rcroro sa6olynarre.

5.3 flperrc.nuuurrKrr rroAaroqu :a 6er6egHocra

XylraHuor rrJra3Ma Koafynarlr{oueH $ar<rop VIII (rconqeHrparor) e HopMarIeH cocraBeH AeJI Ha

xyMaHara rrJra3Ma n renyBa KaKo eHAofeHuor Q;anrop VIII.

I4crturynarcara 3a roKcarrHocr [pr4 eAHHeqHH Ao3H He ce peneBaHTHH tropalt4 Toa Ir]To B[rcoKI4Te Ao3H

pe3yJrTHpaaT co npeonToBapyBar},e.

I4cnvnyyar+ara 3a roKcr.rr{Hocr rrocJre noBTopeHa aAMaHT{crpaqlrja naj )KnBorHId e HerIpaKTHqHo

rropaAu raHrepQepupan,ero Bo co3AaBan,ero Ha aHTVTerra nporzB xerepoJrorHuTe nporeaHn.

Wpu u Ao3r4Te HaA npefioparraHure sa ,ryfe Ha kg relecHa rer<vHa rroK€DKiule AeKa HeMaar roKcnqKr{
eQexru Ha la6oparopr4cKr )r(nBorHH.

OA runHuqxaTe HcKycrBa ce noKuDKaJro AeKa HeMa HHAlrKa\rr43a oHKoreHI{ Ir MyrafeHl4 eQercru Ha

xyMaHr,ror rrJra3Ma KoaryJraur4oneH $ar<rop VIII, rE oA oBHe npnLrvrHvr eKcnepI4MeHT€lJIHI4Te cry4lrrl
oco6eso naj xerepororHn BHAoBu, He ce cMeraar:a norpe6un.

@APMAUEBTCKII CBOJCTBA

6.1 Jlucra Ha excrlurrr{eHcrr
Bu-iaJta co nparuoK:
Tpn6a:eH HarprryM qHTpar

Harpuynr xJropHA

f:ruqaH
Kanqlryru xJropHA

Bujana co aexurcyq)^a:

BoAa sa raHjexqnu.

6.2 llnxomnarn6urnocr

Bo seAocrur Ha cryrrrv sa Koranarufrar

Tpe6a Aa ce KopHcrH
TpeTMaHOT MO)r(e Aa Ce

caMo opHfrrHtul

ce Me[ra co Apyrl4 JIeKoBll,

r4oHeH cer, or{AeJKH Heycnex Ha

xyMaHr4oT rIJIa3Ma KoafynauHoHeH

llpra rEn$ysraja Bropa raH$y:uja

Ees cyncrpaxquja
oA ocHoBHoTo

H}IBO

Co
cyncrparqrzja
oA ocHoBHoro
HI,IBO

Ees cyncrparqraja
oA ocHoBHoro
HI4BO

Co
cyncrparcquja
o.q ocHoBHoTo

HHBO

AUCo-t (IE'ml-''h) 10.94 9.96 r0.7 5 8.95

AUC^ - (IE'ml-''h) 13.08 tl.22 t2.01 9.89

C1,", (ml'h-''ks-') 2.63 2.89 2.51 2.99

tr4nxpeneurarHo
o6Hoevearbe (o/o)

2.688 2.671

tvzs 0r) 0.s43 0.768

t',rB (h) t2.05 15.16

KY':i;"h
7-- .- #l -l?, tu^x
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$arcrop VIII ua BHarperrrHare noBprur{Hn Ha Her(on orpeMr{ sa aHjexrapawelun$yzuja.

6.3 Porc ga rpaelr,e

J IONIjHLI,

PenoHcrarylapaHnor ren rpe6a BeAHaIx 4a ce ynorpe6u.

6,4 iloce6nu MepKr{ Ha [perrla3JrlrBocr 3a qyBalbe

.{a ce uysa eo $praxcra4ep (2"C - 8"C). fla ne ce 3aMp3HyBa.

Bujalara Aa ce r{yBa Bo opurnHanHoro nal(yBarLe 3a Aa ce 3arxrr{Trr oA cBerJrlrHa.

flpe4 ynorpe6auso poK Ha rpaeme, eujalara co npa[IoK Mo]r(e Aa ce rryBa sa co6na reMneparypa,
Ho He HaA 25 "C, HajlrHory 6 noc.ne.4onareJlHu Meoeuz.
lio onoj neplroA, zu-ianara co rpatrloK Mopa Aa ce $pnz. Bo cenoj cryuaj, ouaa sujana nosefte He

Mo)r(e Aa ce Bparu ao Qpzucuaep AoKonKy ce LIyBa Ha co6ua reMneparypa.
flo.{erHraor AaryM Ha qyBame Ha co6na reMneparypa rpe6a Aa 6n4e 3anr{[raH Ha HaABoperrrHara

rcyruja.

6.5 llpupo4a r{ coAp)Ifl{Ila Ha rlaxyBalr'ero

F,gua snjana oA HeyrpaneH THrl I crarcro co rI4rI I eracra.{eH uen xoja coAp)o.r rrparxoK; e4ua snjata
oA FreyrpafleH THrr I craxlo co rrrrr I eracruqen uen roja coAp)ro.r Bexr4KyJryM; aflprporeH, crepnneH,
cer 3a eAHoKparHa ynorpe6a cocraBeH oA MeAHITHHoKo cpeAcrBo 3a peKoHcrr{Tyquja, runpaq :a
raHjercrzparse u butterfly urra co PVC rcanaqe.

EMOCLOT 1000 iEl10 mlllpauron H BexLrKyrIyM 3a pacrBop:a un$yszja.Eguasujata co nparuox *
e4Ha sujala co BexaKynyv * cer 3a per(oHcrnryunja 14 aAMl4Hucrpaunja.

6.6 floce6su MepKH Ha rrperrra3rrr{Bocr 3a orpaHyBarbe r{ panyBaH,e

P eKo Hcrrzryuzj a Ha npauro Kor co eexuKyrylaor :

1 . cranere ja nujanara co ilparrloKot u nujatara co BexnKynyMor Ha co6na reMneparypa;
2, oBaa reMrreparypa Mopa Aa ce oAp)r(yBa 3a BpeMe Ha r{enuor rrpoqec Ha peKoHcruryuuja

(naarccuuytr,t I 0 nrurryra);
3, r43BaAere rh 3a[rrnTHure Karraqurba ogsujarrure co npauoKor n Bexr4KyJryMor;

4. ucvucrere ja noBprrrl4Hara Ha rrerroBl4Te Ha.qBere nujwtu co aJIKoxoJr;

5. orBopere fo naKyBarbero Ha MeAurlaHct(oro cpeAcrBo co rroBJreKyBar[e Ha ropHlzor KanaK;

BHnMareJrHo Aa He ce Aoilpe BHarpeIIrHHor 4el (cl, A);
6. He ro BaAere MeAr,rIIHHcKoro cpeAcrBo oA naKyBarbero;

7. cBprere ja Hagory rcyrrajara Ha MeAI,IqzHcKoro cpeAcrBo 14 craBere fo nJracrrzr{Hr{or Aen Bp3

TIENOT HA BVJAIIATA CO BEXHKYNYM TAKA IIITO CIIHHOT AEJI HA MEAHII}IHCKOTO CPEACTBO E NOBP3AH

co eujalara co BexuKyJryu (cr. B);
8. Ap)r(ere ro pa6or ua ryrnjara Ha MeAHIIHHcKoTo cpeAcrso ocro6oaynajrta ro MeAr4ur4HcKoro

cpeAcrBo 6es Aa fo Aotlupare (cl. C);
9. 6uAere cHfypHH gexa enjalara co npauoK e rrocraBeHa Ha cr{fypHa rroBprrruHa,3aBprere fo

CvcTeMOT HaAOlTy TaI(a [lTo BHJaIATA CO BeXI{Ky MeaT4TIHHCKOTO CpeACTBO;

rrpHTr4cHeTe fo TpaHcnapeHTHHoT aAanTep H co nparrloK, TaKa [rTo
IJ]ACTI,ITIHI,IOT AEJI MIIHYBA HH3 qEI]OT UA ETAJ KE OI{NE ABTOMATCKI4

acnvrplapar no eujalara co nparrroK (c.n. D);
IIo IIpeHoc Ha Bexr4KyryMoT, oABprere fo
3aKar{eHa zujastala co Bex}rKyJryMor I4 orcrpa
He)KHo nporpecere ja smjuara ce 4o4erca ue \.ii parbe Ha npamoKor
(cr. F);
He uenajre caJrHo, rpe6a 4a ce

Y+

t0.

11.

cHcTeM, Ha KOJ e

as6erHe.o=ouuuN

l0

J trlxlfo{
lAmsart1a
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cn. B

cn, E

AnMunucrparluj a Ha pacrsopor
flocle peKocruTyrlujara, pacrBopor Mo)r(e Aa coAp)Krr HeKoJrKy vanu $utaveHTkruIrH qecrar{Kll.

flpe4 agruuuucrpaqaja peKoHcrr{ry vrpaHvror npor43BoA rpe6a BA3yeJrHo Aa ce npoBepl4 3a rlpncycrBo
Ha r{ecrur{Kkr HIIH Ar{cKoJropaquja. Pacrnopor rpe6a Ia 6une 6uwap utu 6naro oiluLJIecIIeHTeH"

Pacrnopor He cMee Aa ce ynorpe6yra aKo e 3aMareH.r,rJrlr'aKo aMa ranor.

l. HarroJrHere ro rx[pr4rlor co Bo3A)x, noBJreKyBaJKH fo HaHa3aA KJIHITOT, rIOBp3eTe ro co

MeAr.rqr4HcKoro cpeAcrBo Lt HH fo Bo3Ayxor no nnjarara co npauoK noja ro coAp)KLt

peKoHcTr4TyvpaHuoT

4pNej*u ro KJII{Iror

;; )^^-

2.

J.
AT.

rpauoK xoja ro
nouenyeajre ro
TpfHere ro ilrnpHqor
Bn3yeJrHo npoBepeTe

fo cucreMor HaAoJly raKa IrITo uujatura co
p e HaA MeAuur.IHcKoTo cpeAcTBo H rIoJIeKa

KyBaH,e Ha KJrurror :r.aHa3a4 (cr. H);
NTE HA qACOBHHKOT;

qor, roj rpe6a Aa 6u4e 6mwap utu 6taro

ll



onarIecIIeHTeH, oe3 qecTutIKH;

3aKar{ere ja butterfly r4rrura Ha IxrIpHIIor
I,IHTDABEHCKH.

14 craBere uu$yzuja ulvr unjexrupajre 6asHo

cn. G

Orrcora rte ce ornopar enjarure, coAplnl4Hara Mopa Aa ce lrcKopr4crr{ BeAHarx.

PenoHcrrarynpalano't pacrBop npeHeceH Bo lxtlpl4uor rpe6a BeAHarrr Aa ce aAMr,rHLra'rpupa.

Co4pntuuara no nujalara e 3a eAHoKparna ynorpe6a.
Jlexor He cMee Aa ce yrrorpe6yza flocJre r4creKor Ha poKor ua ynorpe6a HaBeAeH Ha rraKyBarbero.

HeucrcopncreHnor pacrBop HJrr4 orrlaAHure uarepuja-nra rpe6a Aa ce orcrpaHar cofJracHo JroKiLrrHr4Te

6aparsa.

7 HOCI4TEJI HA OAOEPEHTTETO 3A CTABATLE HA JTEKOT BO ilPOMET

(Dapnaa Tp"j,q AOOEJI, yr. Anrou llonoe 6p. lll-3,1000 Cnonje, P. CenepHa Manegonuja

8 EPOJ HA ONOEPEHI,IETO 3A CTABAIbE HA JIEKOT BO IIPOMET

NATYM HA IIPBOTO HA ONOEPEHI4ETO 3A CTABAIbE
HA JIEKOT BO TIPO
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