
36npeH useeuraj ga oco6ilnhre Ha neKor

Ynrnaa / Ultiva
(Remifentanil Hyd rochloride)

1, 14ME HA MEEl,tql4HCKnOT nPOAytfi

Ultiva, 1 mg npaurox,
flpauor sa KoHqeHrpar 3a pacrBop sa ranjexrrapat+e I nnfysuja.
Ultiva, 2 mg npauor,
flpaurox 3a KoHLleHTpar 3a pacrBop sa rxjerrnpawe I un$yaraja.

2. KBANTTAT]4BEH 1,I KBAHT]4TAT'IBEH COCTAB

Ultiva 1 mg
1 aujana coApxlr 1 mg remifentanil 6asa (raxo xr4poxnoprag).

Ultiva 2 mg
1 anjana coApxh 2 mg remifentanil 6asa (xaxo xra4poxnopra4).

flo pexonctmy1uja pacrBopor co4pxt4 1 mg/ml, AoKonlry ce nprnpeMh KaKo uro e
npenopaqaHo (ergr cexqnja 6.6).

Exqunrenr(n) co n03Har e$err:
Oaoj nex coApxr4 noruanry o4 1 mmol HarpnyM (23 mg) no arjana, oAHocHo Bo

cyuJTnHa e ,,6e3 HarpilyM".
3a qenocxa nilcra Ha eKLlrnileHTV, BnAtA cexqraja 6.1 .

3. OAPMAqEBTCKA OOPMA

flpauox 3a KoHqeHrpar 3a pacrBop sa unjexqunlnnQysnja.
Creprnen, He-nuporeH, 6es xor3epBaHcn, 6enysnae, nroSrnrsilpaH npauJoK.

4. KIll4Hl'lL{K]4 l4HOOPMAql4l4

4.1 TepaneercKu n+Autal1'u.

Ultiva e hHAr4lUpaHa KaKo aHanrerfiqeH areHT Koj ce
BoBeAyBaFbe nlvnu 3a oApxyBaFbe Ha onlxra anecresnja.
Ultiva e hHAr4r44paHa 3a o6es6e4yeaFbe aHarreoraja xaj

naLlreHTh Ha nHTeH3nBHa Hera, nag 18 roAhuHa Bo3pacr.

KOphcTl4 3a BpeMe Ha

MexaHilqKil BeHThnilpaHil

4.2. flosupaue n HaqnH Ha a4MlrHucrpaquja

Ultiva rpe6a Aa ce ynorpe6yea caMo Bo oAAenil Koh ce LlerocHo onpeMeHil 3a
MOHl4TOpr4paFbe r nOApr.UKa Ha pecnhpaTopHilTe il KapAroBacKynapHh cpyHKql4r4 14 oA
crpaHa Ha ntaqHocrr cneqnQnvHo o6yveHil 3a ynorpe6a Ha aHecrerrqKu neKoBt Kovl

MOXaT Aa nA npeno3HaaT n Aa ce cnpaBaT co oqeKyBaHnTe
noreHTHilTe onnonAvi, axnyvyaajftv rn v
pecycqnraqnja. Hnenara o6yra Mopa Aa BKnyqyBa L1

npooAHocT Ha An[rJHl4Te naTrura Ha naL{neHToT KaKo il a
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nnfysnja Ha Ultiva rpe6a Aa ce a1MnHncrpnpa 3a
ce xanu6pnpaHr eo Opso_nporoqHa i.v. nunrja nnv np t.v.nneysroxa nnawja rpe6a Aa ce noBp3e aa,-nnn 6nnc ataKaH[na, noAforBeHa 3a ynorpe6a, 3a Aa ce MrHilMr43hpa norexqnjanrror MproB

npocrop (angn 4en 6.6).

Ultiva Moxe hcro Aa ce AaBa Bo raprer - KoHro.nrpaxa ,neysraja (TCr) co ogo6pexanapar oa uxQysrja rarxopnoprapajrira ro Mnxro SapnaaroxnHercKr4or MoAen co Ko-aapnia4nn Bo 3aBhcHocr oA Bo3pacra r lean body mass (LBM) )(Anesthesiotogy 1g9i,;86;10-23).

Tpe6a Aa ce BHhMaBa, 3a Aa ce rs6erFre oncrpyxqr,rja vnn 4ncxoxexqnja HiarxQysroxata nnnnla h cooABerHo Aa ce hcLr4crar nvHvture 3a Aa ce orcrpaHnpe3hAyanHara Ultiva no Kopr4crerue (eragra Aen 4.4).

Ultiva e eAilHcrBeHo HaMeHera 3a hHrpaBeHo3Ha ynorpe6a n ne rpe6a Aa ceaAMnHncrprpa raj enrAypanH a nnn rHrpareKanna ra.lxexqnj a (avtiln nen +.g).

Pacraopyaarue
Ultiva, Moxe noHaraMoruHo, ce pa3peAyBa no peKoHcrury4ujata.3a r,rncrpyKr-lr4r4 3€rpacrBopaFbe Ha fleKor npeg aAMilHt/crpaq aja, engn 4en 6.6.

3a uaxyenHo-KoHrpon vipaHa un$ysnia, Ultiva Moxe Aa ce pacrBopr4 Bo KoHr..leHr paqnvl
og 20 4o 250 pg/ml (50 pg/ml e npenopaqaHo pacrBopyBaFbe raj eospac nn u 20 Ro 2ti
pgiml raj ne4rajarpnctn nallheHrr Ha Bo3pacr o4 1 ro4ltn a nnv nosexe).

3a TCI npenopaqaHoro pacrBopyBaFbe na Ultiva e 20 4o S0 pg/ml.

Onura aHecresilia

Agunnmcrpaqrajara xa Ultiva Mopa Aa 6upe vtnguBtilyanvgtpa*a n npnnaroAeHa
cnpeMa oAroBopoT Ha naLlileHTOT.

Bospacuu

Cne4xaea ra6ena 1 rn cyvrtrrpa noqerHara 6porna xa rxje rtlnjaralun$ysnjara nonceroT Ha AO314:

Tabena 1. Bo4rav 3a Ao3npabe xaj aospacnn

tAHAt4KAu:v1JA KOHTI4H YIl PAHA IAHOY3IAJA

Vlagyxtryja Ha
aHecTe3rJa

O4pxyaarue Ha
anecresnja Kaj
BeHThnrpaHr naLlileHTil

o Agores oKct4A (66%)
o rzr3o(PnYpaH (noqeTHa

1 (4a4eno Bo reK
Ha He noManKy
oR 30 cexyn4r,r)

0,1-2

0,05-2
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4osa 0.5 MAC)
. flpono$on (noverna

nosa 100 uq /kq/MrH)
0,5-1 0,25 0,05-2

Kora ce AaBa KaKo 6aaHa 6onyc raHjexqrja Ultiva rpe6a Aa ce a4MhHt4crpnpa Bo
nep[oA He noKparor oA 30 ceKyHAt4.

Bo gosnre npenopaqaHil norope, remifentanil sxaqnrenHo ro peAyLlhpa KonnqecrBolo
Ha xilnHornqeH areHc norpe6en Aa ce oApxl4 anecresnjara. flopaAn roa, rsoQnypau
n nponoQon rpe6a Aa ce a4MrH[crpnpaar KaKo uro e npenopaqaHo norope 3a Aa oe
us6erHe 3roneMyBaFbe Ha xeMoAhHaMcKhre ecpeKTil KaKo uJTo ce xnnorerrcuja n
6pa4rxap4nja (engn gen KouxoMumaHmHa ueduxatquja ).

He nocrojar noAaroqh 3a npenopaKa Ha Ao3il npn ilcroBpeMeHo Kopr4creFbe Ha Apytn
xhnHol4l-114 0A Tt4e KOU Ce HaBeAeHh so ra6ena 1 co remifentanil.

Boee[ ao aHecresr4ia: Ultiva rpe6a Aa ce aAMilHr4crprpa co craHAapAHa Ao3a Ha
xilnHorhqeH areHc, KaKo lxro e nponoQofl, TiloneHToH r nv r,raoQnypaH, npil BoBeA BO
anecresrja. Ultiva Moxe ga 6nge aAMrHt4crpvpaHa co 6psrana na raHeysrja og 0,5 go
1 pg/kg/nan+, co tAnn 6es rxnqnjanxa 6aeHa 6onyc raxjexqraja o4 1 pg/kg AaAeHa Bo
TeK Ha He noManKy o4 30 ceKyHAl4. AXO en4OrpaxeaJ-lHa uF|iylatyla rpe6a fl? cr9
n3BeAe no noseke o4 8 go 10 ruranyrr no nol{eroKor Ha ran$ysrajara co Ultiva, roraLu
6onyc raxjexqrajara He e norpe6na.

BEHTNNV flo eHAorpaxeanHia
nny6a4nja, 6psnnara xa nnQysrja co Ultiva rpe6a pa 6upe HaMareHa, cnope/l
aHecrernqKara rexHhKa, KaKo uJTo e noKaxaHo ao ra6ena 1. flopa4ra Opsnor noL{eroK
il KparKoro rpaebe na gejcreoro Ha Ultiva, Opsnnara Ha aAMvtHt crpaqraja 3a BpeMLr
Ha aHecre3l4lara Moxe Aa ce rvrpvpa Harope sa 25o/o go 100% THKpeMeHTV vnt
HaAony sa 25o/o go 50% gerpeMeHril, ceKoLl 2 po 5 MnHyrn 3a Aa ce go6re
nocaKyBaHoro Hl4Bo Ha U-onhon4eH oAroaop. Kaxo oAroBop Ha recHa anecresrja,
AOnOnHUTenra 6aaHa 6onyc r,rxjerqraja Moxe Aa ce aAMnHncrpnpa ceKoil 2 4o !>

MVHyTn.

3a apeue na aHecresnja
npfi cnoHTaHa BeHTilnat4rija Ha aHecresvpa+V nallheHTta MoxHo e Aa ce nojaerl
pecnhparopHa Aenpecrja. florpe6xa e cnerlrjanxa rpn>Ka 3a Aa ce nprnaro41a Ao3ara
Ha naLlneHTor, t4 MOXe Aa 6n$e norpe6na il noAAptuKa Ha eenrnnaqnjara.
f'lpenopavaHara noL{erHa raHQysnoxa Ao3a 3a AononHrrenHa axanresrja- xaj
aHecrn3ilpaH14 naLlneHTn Koil cnoHraHo At4rxar e 0,04 pg/kg/lar,rn co fl/Tpaqnja gct
e$enor. f'lpoyvyaanr,r ce nx$ysncxn 6psuur4 Bo onceror oA 0,025 Ao 0,1 pg/kg/rvrran.

6onyc nnjercyn He ce npenopaLryeaar raj aHecre3rpa v naLJneHTn Koil cnoHTaHc)
AruJaT.

Ultiva xe rpe6a Aa ce Kophcr4 KaKo aHanrerr4K Bo npoqeAypr4 KaAe naqhenrnre jar
3aApxyBaar cBecHocra nnv xe 4o6raaar noApr.Irxa Ha AiluJHnre narhuJTa 3a BpeMe Hal
npoLleAypara.

KoxxonlnraHrHa naelrraunia: Remifentanil rr Ha
nHxanaropHh aHecrervqv, xhnHol4t_ltr, n 6ex3o4na
(an4n Ren 4.5).

KonilqnHn Ha

sa anecresria

'cratefl
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.Qosrre Ha cneAHhBe areHcr Kopl4CTeHn ao arecresrja: rasosnypan, TnoneHTOH,nponooon n reMa3enana 6rne HaManyBaH n po 750/o Kora ce Kopr4crar KoHKoMnraHTFroco penarQeHTaHnn.

flopaAra npecraHoK xa gejcrao xa r
o

av1yan*a onnonAta aKrnBHocr. ral oirral
npoqeAypl4 KaAe ce npeABilAyBaar noc.l:

ce aqMnHncTpnpaaT npeA npeKrHyBaFbeTo
rHe AOBOnHO BpeMe 3a Aa ce AocTilrHe
Kor4 noAonro AenyBaar. Lls6opor Hia
xt4pypruKara npoL{eAypa raj naLlr4eHTor t4HT4BOTO Ha nocTonepaTnBHa rprxa.

floxonry xa rpajor oA xhpypurxnor saear He e Aa,q roj genysa Aonro,rpe6a Aa ce npoAonxh co Ultiva 3a Aa ce oApxr Bo HenocpeAH[o.]r

;:?:;'J#:JtT:#:tt4oA AoAeKa aHanrerrror xoj 4 ro nocrhrHe ceojor

Ynarcreo 3a Kophcrer+e xaj MexaHilqKil BeHT.,r'rnpaHr nal{fieH rvt HarHreH3rBHa Hera elo6esoe4eno Bo oBaa Aen - Kopucmetue eo uHmeHsueHa Heea.

Kaj naq'exrn Kov fluJar cnoHTaHO, rnQysroHara para Ha Ultiva rpe6a unn4njannoAa ce Hauann Ha 0,1 ltglkg/vinn. floroa nn$yaraoxar. p"r, Moxe Aa ce no=aerA nnn

eno3HaaT h ynpaByBaaT pecnrparopHilTe

Kopncreruero Ha 6onyc nnjextryn Ha Urtiva 3a TperMaH Ha 6onxa Bo nocr_onepar'nBHr4.T nep[oA He e npenopaqfl[B. raj naqrexrvi Kot.A,ru]ar cnoHTaHO.

Uttiva TCI
AreHn nnf, o^EAF n nHxanaTopgH XrnHoTl4L{eH

;:il: #t', ;'"Tl:l.l,of ? ^t-": ::" :: 1 "'-'" 
snj ar a -; 

-;;;;#ilJ 
T:J: H ;

;;1 j*; il T"" #' : "."1"i."#
aAeKBaTHa aH1nle.!,,tAt^ r-rr1r, Enb^F
;5:#ilJi""?:i:::x,; #:-'::-"f ': :'".':_; i;; .;;;;i^fi:# #""ffi"l:J"#oAace
H.JX'ffi lilffj?H?., ?j:^o :l: j1 IAr.{:iI p atyla,: a, ii re m if e nta n i I a o xp era o4 3
fffi ffiT1',1':Y" l::::j :: LTlll il :-o 

3? B,4 cH o cr oA,:,: ;;;';;:;:;il il j!:ffl :;il; ;;; "' #;" "f:' ?",i, :?noroe6nr raorer lrn,-r raurn6,,,,,. h^norpe6nr raprer KoHqeHrpa Llnn Bo KpBTa Ao 15 ng/ml.

Bo 4osra norope npenopaqarr, remifentanil sHaL{hrenxo ja
xtanHoTt4r{Ht4or arexc 

, 
roj e HeonxoAeH 3a oApxyBaFbeusoQnypax ra nponoSon_rpe6a Aa ce a1MnHncrpn

npenopaqaHo 3a Aa ce rsoerHe 3roneMyBa i" 
^i ,":ffice _xnnorensnja n 6pagnxapAnja (augn ra6ena

ueduxaquja).

XTNHOT14L{CH

peAyqnpa BpeAHocra Ha
Ha aHecre3rJara. 3aroa

r.rjTo e npeTXOAHO
e$elrr KaKo uro
KOHKOMUMAHMHA

3. cxonrgj
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nfi g'f#il^x:grr,,";;:;i.':::!1'lzT#:?i?,.o,(pBranocr,ArHarncoMaHyenHo-

iilfl? ff i8l?:L i#::ffi fft3l?il;;;,;, 
e n pe nopa qn n Bo a^MnHncr pa qraj a n a

i:i*"mX::i:^iy,o^yy:i-:::*.t:;;ililT#l;:H:5iffi ;'Il
npexrxyeaue). npaBhna 3A

ifentanil snavajHo
Aa ce oApxl4
rpe6a Aa ce

5ngejkn ne nocroiar AoBonHo noAaro44, He ce npenopaqy Ba aA,n'vlcrpaqrjara xerUltiva raj TCI sa 
"o4er"e 

Ha nocr_oneparilBHa ananresnja.

lledujampucKu narlueHmu (1 _1 2 eoduuul

l4croepeuena ynorpe6a Ha Ultiva il rHTpaBeHo3eH aHecrerhK np,, BoBeA Boanecresnja He 6mna vcnnryBaHa Bo Aeran n n 3aroaHe ce npenopaqyBa.

Ultiva TCI xe e n
Ultiva tp, iCf r"' pucKn naLJneHrn r.3aroa a$MnHncrpaqnja na
npenopa.qyBaar 3a :t^L?-l:tf'exrr. CneAHrBe Ao3h Ha Ultiva ceTe3rJaTa:

Ta6ena 2' Bo*n'a 3a Ao3npabe raj ne4raj arpnc,unaL{reHrr (1-12 rognnn)

KOHKOMT/1a97511
AHECTETT/K -

EOJ]yc
1/HJEKq14JA
(pg/kg)

KO HTI4 H 14 PAHA- 14 HO,Y3I/ JA
fuglkgtwnn)
flo,rersa 6ne Oncer,rdrreraH (noqerxa 4osa 0,3

MAC)
CeeoQnypan (noverxa Ao3a
0,3 MAC)

lzls.ognypax (noverna gosa 0,5
MAC)

-

1

1

1

o,25

0,25

0,25

0 05-1,3

0,05-0,9

0,06-0,9

NHKo-aAM[Hr4crprpaH co a3oreH ot<cnat xncropoA ao o4noc 2i

nocrap[Te noAaroLlt4 cyrepnpaar 4era 0,
fle4rjarpracKnre nal{reHrr rpe6a Aa ce
AoAeKa 4na6ovnnara Ha axanresrjara 6nA

tn HaManyBa KonrqilHrre r"t"rf;;:l;rlffi:":?:il;
arecresrjara. l-lopa4ra roa, rasoenypan, xafloraH
aAMilHl4CTptApaaT KaKO uJTO e norope npenopavano st FbE HA
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xeMoAnHaMcK[Te eeexrr KaKo uJTo ce xhnore nsnja n
a
p 3rpaFbe Ha

u ce HaBeAeH[
L4uja)

He nocrojierI y1 chMynTaHa
o remifentanil

l-lopa4n unor U
onpeKnHyBaFbero HeMa 4a 6n4e npilcvrHa De3nAyanHa aKTrBHocr. Kaj oH,e naL{heHT[v,Dnvvr. 

^dJ 9Hyte naL{heHTl4
KaAe ce npeAB[AyBaaT nocr_onepaT[BH14
rpnpaar npeA npeKhHyBabero na Ultivar.

npeABhAeHOTO H[4BO Ha nocTonepaTnBHa r

Hoeopodeuqutua /doeuqutua (nod 1 aoduua)

flocrojar nnhnrnpail KnnHnvKl4 l4cKycrBa 3a Kopl4creFbero Ha remifentanir raja (Ha BO3pacT.noMana oA 1 ropnna, en4n 4en 5.1).nn Ha remifentanil xaj HoBopoAeH nunwa/goeHqtatsa
Aa ce cnopeAu co oHoJ. BLIAeH xaj eospacHh no

ffi:f lf.'rX'#",Rnn,ne'n",{nil:"J".'JXTffi Tli;j,'i1.ffi ,fr'"|.T; j;ii
Kopncrersero He ToranHa lzlnrpaeexcKa aHecresraja (TIVA): l-locrojar orpaH[qeH[l4ClryCTBa oA Kn,H,nqKil CTyAvlU 3a KopLlcreFbero Ha remifentanir npr TrvA KajAOeH''{r4ba (engn 4en 5.1). cenax, nocrojar,"go"onr, t< nHnq,n noAarol{.4 3a Aa ceHanpaBh npenopaKa 3a Ao3npabe.

KapnhianHa axecreshia

Ad u u u u c m p u p a rbe n p u M a Hyen H o_ KoH m p on u p a H a u u eys uj a

na 3. Boailq sa
aKA

t4HAUKA]..]'vtJA 50Jtyc
14HJEKt_lllJA
(pg/kg)

KO HT14 H YI4 PAHA I/ HA,Y3 14 JA
(pg/kg nlrraH)

l-loqerxa 6 Oncer
I xece

I npenopaqyBa

0,5-1

0,5-1

He ce
JtpenopaqyBa

pg/kg/runx)

Konrrnyrpana
nocroneparhBHa aranresnja,
npeA excry6aqraja

0,003 - 4

0,01 - 4.3

0-1

Ta6e



36rpen rsaeuraj sa ocobilHilre Ha neKor

o eHAorpaxear'tHara nnry6a4nja 6psrxara
a npeMa norpe6rre Ha nallneHror. Axo e

ercrv6aunia: Ce npe
KpaJor Ha onepaqnjara sa BpeMe xa rpa'c$epor Ha naL{neHrrre Bo apeara 3a nocr_

flo a4unxuapatylata Ha xrnHornLJn 3a Aa ce nocrilrFte

!!6v1raja oo r usfgfi{l!:#:.'H' ;i V:fr':'::,,:j;i,;* 1,irufu:'1"'g :l:naqneHrhre Bo KapAno-xnpyprnja He ce npenopaqyea. EH40rpaxeanHara unry*aqnjane rpe6a Aa ce il3BeAyBa ao nper,rre 5,nnyrnno noqeroKor Ha 4HQy eujara.

e ,,rv,v,s ,rvrpsLryru Ha naL4neHToT. AKO e
vrarc,,r,anH,-6onrt*a.1i{if "r;'lii.'n";#.J?,'.#:::XX^:,"J"[:,.l".Jl
KapArJanHnre naLlreHTrre co BrcoK pngni, KaKO Ha nphMep oHne Korl ce co cnaoiaBeHTpl4KynapHa Qynrquja nnn ce noABprHarv Ha onepaL{hJa Ha BanBynhre. oenenpenopaKr 3a A.3rre Baxar h 3a BpeMe Ha xhnorepMnqeH KapAnnynMoHapeH 6ajnar:(anpn gen 8.2 - Kap4no_anecresraja).

Kor4 ce npenopaqaHh norope, remifentanil

AOCTanHh
ynorpe6a
cerqnja I

HyBabero ao oaoj ooo.nl ,r;##:X:il:Jj..;
BHrMarenHo Aa ce MoHl4Topnpa n lpanuata Ha

Aa ce np4naro+rl 3a Aa ce 3aAoBo nat nnil,rtanAyanHnregen ynompe6a eo uHmeHguHa Heea, sa noHamaMouHu
naL4ueHmume Ha uHmeHgueHa ueea).

onoilAHa aKrnBHocr Bo poK o4 5 40 1'o r,ttnnyrvr no npeKrH #r#rn,j;;:r?li#;T::npeKlHe co Urtiva, 
1a 

naqn-eHrrre Mopa Aa nM Ce AaAe anrepHarrBHa aHaflr eenja nceqaTnBn Bo AoBOr'rHo 406ap BpeMeHCKr,l nephoA OAHanpeA 3a Aa ce oBo3MOXhnocr[rHyBarbe Ha TepaneBTCXn e$em Ha oBne fleKoBr4.. 3aroa ce npenopaqyBans60por Ha neKor, Ao3ara n BpeMero Ha ailM*HrACrpaqraja Aa ce nnaHr4paar npeAnallneHTor Aa ce orcrpaHh oA MexaHhqKa BeHTt4n a4nja.

flopa4ra
onoilnHa Ar.rilRH^^r E^ ^A,, ^:"11 

AeJcrBoro Ha Ultiva, He npeocraHyBa H[KaKBa

l-lopa4ra 
_ 

MHory Opsoro npecraHyBaFbe Hal:i.Jff':J;#['*m:r:i;ig"&'.Ji#Jffi 'il]',Tffi ,'T;
: :f : i: ll,' '""#HiT "" : :: I'l:, . f r I g 4 8 ) a ; 4; ;ff'ffiil :il.,]fi '#::::"::,::r;jo:::Tri:il"liry,r; axanresraja rpe6a ;;'";"JT:;".T,,(:I_.JT,:1".:nperxoAHo onnulaHo), npeA ,^qa ce npeKhHe co Ultiva. Spsraxara

ann oA najruanxy
nn$yemja rpe6a Aa ce ,"r"ny", i^ Is"t, HA

10MVHyrn ce AoAeKa He ce npeKhHe nnsysnjata,
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l-lpn orcrpaHyBaFbero Ha pecnilparo por nn$ysujara co Urtiva xe rpe6a 4a oe3roneMyBa, rpe6a caMo Aa ce HaManyBa rvnpa4njata, ao 
-goi.ir*a 

HaanrepHar!4BHnre aHaflrerhqn' Xenao4rHaMcKt4 npoMeHil KaKo uJTo e xhnepre nenja nrcxnxapgnja rpe6a cooABerHo Aa ce rpernpaar co anrepHa rvtBHvtneKapcrBa.

Kora ce aAMnHrcrpnpaar Apyrn onnonAHn cpeAcrBa, KaKo Aer oA npeMrHyBabero EroanrepHarrBHa auanresnja, rpe6a BHrMarenHo Aa ce MOHl4Topr4pa naL{reHTor.EexeSnror o4 o6es6eay"arub Ha aAeKBarHa nocr-oneparnBHa aHanresnja uopraceKofauJ Aa Ce oanancrpa co noreHllvtjannnot pr4sl/Kor OA pecnrparopHa Aenpecrjaco oBhe cpeAcTBa.

Aduuuucmpaquja co Tapeem _ KoHmponupaHa uueysuja (TCt)

Ultiva TCI rpe6a Aa ce Kopl4cl,1 3aeAHo co
oTrqeH afeHT 3a BpeMe Ha BOBeAyBaFbe IoApxyBaFbe Ha aHecresrajara xaj eeHrnnnpah,V BO3paCHr naq4eHTn (auiln raoena 3).3aeAHo co oB|/e areHTvl, aAeKBarHa aHanre3rJa so xap4rajanHa xhpyprnja eornaeHo cLinocrl4fHyBa co noBhcoKo H]4BO Ha raprer KoHLleHTpa llnv Ha remiientanil eo xpera o,q

Kil npoqe4ypr. Cne4ej kn ja rwpaqrajaril
BOp Ha naL{ileHTOT, KOHLleHTpaLlnrTe B0

Koh ce nperxoAHo npenopaq l
xnnHo'4qHnre areHTn norpe I

npono$on rpe6a Aa ce aAM I

ce hsoerFre 3roneMyBaFbe H I

opa4rarapgnja (angn raoena I

3a raHsopn/|aqrar 3a KoHqeHTpaqililTe Ha remifentanil eo KpBTa nocrhrHarr coMaHyenHa-KoHrponnpana rneysnja engn4en 6.6, ralena 11.

l#!$,"1,1,,]<13o:.1:.T?:-,tnJara Kora TCt ransysnjara e cronrpaHa nnn raprer,r r q}Jt 9lKoHqeHrpaqrjara e peAyLll4paHa, cnoHraHara pecnnpaqrja najaepo;aino caMa ce
ra remifentanil eo BpeAHocrh oA 1 Ao 2
vtnSysnja, nocr-oneparnBHa ananresnja

yptuKt4or saear co aHanrerrqil Kol4 Aoroaj uauyenHo-KoHmponupaHa uueysuja _

Sngejkn nocrojar HeAoBonHo noAaroLl4, aAMmHrcrpaqNja Ha Urtiva raj rcr nphBoAebe Ha nocr-oneparhBHa ananresuja He ce npenopaqyBa.

lledujampucKu naqueHmu (1 -1 2 eoduwua eospacm)

He nocrojar noAaroqil 3a Ao3Ha npenopaKa Bo Kaptaoxt4 py4nJara.

Bospacuu

Ultiva Moxe Aa ce ynorpeOyaa ea o6es6e4
BeHTilnrpaHh naLlneHTn Ha ilHTeH3rBHa nera. C

nja xl MexaHnqKn

ce AoAaAar. ,rpe6a cooABerHo Aa
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Ses6e4nocra r eerracHocra Ha Urtiva, Kai 4o6po KoHrponhpaHr Knn'neKnncnnryBalba Ha naL{ileHTfi KO14 Ce MexaHnqKt4 BeHTnna4pailvt Bo eAnHnL|ATe 3anHTeH3rBHa Hera, e yrBpAeHa BO BpeMeHCKr4 neproA o4 3 4exa lrrn"i"n peuanno
owmemyeatue - naqueHmu Ha uHmeH3uaHa Heea tA Aen s.2). 3aroa,'*oil,ri""ero HaUltiva Bo nepnoA noAonr o4 3 4ena He ce npenopal{yBa.

Ultiva ao TCI He 9 ncnnryBaHa xaj naLrneHrrre Ha rHTeH3ilBHa Hera vt 3aroaaAMhHr4CTpatryja Ha Ultiva eo TCI He ce npenopaqyea xaj oBre naLlheHTkr.

Kaj aospacHt4, ce npenopaq
o4 0,1 prg/kg/nlrran (6Ug/kg/h
rpe6a ga 6nge rnrpnpa+a
nocT[rHyBaFbe Ha nocaKyBaHOTO H]4BO H

epno4 o4 tajnaanry 5 vrraHyrra. [laqrenror
3uoHa 6psrHa na Ultiva Aa ce perynrpa
gysnja og 0,2 pg/kg/nrrax (12 ltgtkgth), a
Aa ce 3anoqHe co Aost/| Ha cooABeTe]l

ra Ha ceAarnsHnor areHc rpe6a fla ce rnrpnp.t3a Aa ce nocrrrHe nocaKyBaHoro H14BO Ha cegaqraja.,Qoronry"e norpeoxa
AononHnrenHa aHanresrja uoxe Aa ce HanpaBr noHaraMo[uHo 3rofleMyBaFbe H€lOpsunara Ha raxsysnja coUrtiva co rr*pe,rreHrki oA 0,025 pg/kg/nrran (1,5 pg/kg/h).

Ta6ena 4 rn npnxaxyBa noqerHilTe 6psnnn na un$ysnJa vt rvnnqHhor oncer HelAo3nre sa o6es6e4yBaFbe Ha aHanre3 nja n ce}atlnja xaj'nilAtlBnilyanHn na4neHTV:

Ta6ena 4. f'lpaerana 3a Ao3npaFbe 3a ynorpe6a Ha Ultiva Bo e1nlnLlnre 3ahHreH3nBHa Hera

Ta6ena 5 )enopaqaHr noL{eTHLt ltosh Ha
Ce,qarrgeH arerc Sonvc /mo/ko) Vln{ysnia (mq/kq/h)

AO U,5

4o 0,03

0,5

0,03

Bo o44ennre 3a ilHTeH3ilBHa Hera He ce npenopaqyBaar 6onyc Ao3r Ha Ultiva.

Ynorpe6ara xa Ultiva rn HaManyaa norpe6HilTe Ao3r4 3a KoHKoMr4TaHTeH ceAarrBeHareHc. Tilnh,{Hrre nol{erH[ AOsil 3a ceAarnBHVTe afeHcr, aKo ce norpeonr, cenpnKaxaHh ao raOena 5:

3a 4a ce oBo3Moxl4 oMenHa rrarpaqraja Ha cooABerHilor areHc, ceAarnBHnre areHcilne rpe6a Aa ce npilnpeMaar KaKo eAHa MnKCTypa Bo ilcra rHQysiloxa Keca.

IJ
npouenvph: 3roneruyaarue na 6
6rr na -^--^a. . ^6r4e norpe6Ho sa Aa ce oBo3Moxr4 AononHrreflHo aHanrerrqKoBeHThnnpaHnre naLrheHTn Kon ce noABpfHarn Ha crnMynarnBHanpoqeAypl4 KaKO IUTO Ce eH4oTpaxeanHa cyxqr,rj
Qnsrorepanraja, Ce npenopaqyaa 6psrnara Ha

Ultiva Moxe Aa
noKpilBaFbe Ha
nlnnu 6onnn
Ha pa{n v
xajuanry 0,1

nor.{eToKOT Ha

KO HTl/ H 1/ PAHA 14 H OY3 7.I JA

0,1 (6) 4o 0,15 0,74 (44,6

pg/kg/unn (6 Ug/kg/h) Aa ce oApxyBa najruanry
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crnMynarnBHara npoqeAypa. fronaranaguJH'4 npnn^arcAyBalba Ha Ao3ara Moxe Aa cenpaBar ceKor 2 ao 5 MnHyrn co nHKpeM eHrn 
_oA 2s%'ao 50% 40xon Ry ce npeABn'nnnn KaKo oAroBop Ha AonoflHrrenHnre norpe6r ., ,riiasr,tla. frpoce,4Ha 6pghHa HarxQysnja oA o,2s 

l9lkgtvrnn fG fg)kg1h),' rraarcnna;;;; os 0,74 ltg/kg/r,tnn (s p11t

I8'lL ::X?,ffi :#:A'f;Jil##;.6";v,, *",l Aln on,,,en Ha i'e cres ral a i.a

MHory panhAHl4or n flopaAkl
BAFbETO

:;ffirr:io 
^lri,fr1"Jjf,{#' 

pe3havanH: 
_^oAolArq a*,,BHocr cne4ejxra jitaAMhHl4crpaqrajara na Ultiva, ;,;;;;5;,:_ dKr!4tsHocr. une4e1tua iit

ce nMa Bo npeABh4 3aroa, ' frt'*"Ji:i1ffi,: H;:il:",'#i"*::: f;ll4M ce 
'aAe 

anTepHaTilBeH 2 6 ceAaT,BeH areH', 3a Aa ce npeBeHrp€lxnnepanresniata 4 cooABerHhre xeMoAnHaMcKn npoMeHil. oere areHcnrpe6a Aa c€)AaAar AoBonHo BpeMe oAHanpeA .. a3 ce o6es6ea, i"p"n"BrcKl4or eserrr Ha oBil€lareHTn. l4s6opor Ha aHanre L{yBa A
paH,n o I

a[! Aa

;:'##:i#',','ff ;#,.T#.,Ti#ili?,Tnl'#T?0"'",oHaaAMnHncrpaqra ja

lfi::l #.?[Hfiilffi "a Fbe H a ron epa HrH o cr n p r n pon o H rr p aHn a^MvlHncr paqt,Vi

ffi'tirt',T 6as,paH 'i Yrliy?r :s npgl' :iri: ;;.,','#ltfl ?:'ffli:
qac npe' o Hl4Bo oR 0' 1 pg/kg/rr,rrar (6 lkglh) tb t"* r" neproa ao t

l-lo ercry6aqrjara, 6psnxara Ha na$,yenja rpe6a Aa ce HaManyBa 3a 2s%Bo nHTepBann oA najuanry 10 nttran rrHe npeKilHa. 3a epeue Ha oTcTpaHyBaBe oA co Ultiva He3roneMyBa u rpe6a Aa ce npta Tnrphpa;5e,3aMeHeTo, KaKo uJTo e norpe6Ho, co anrepHarhB

l-lo npernxyBaFbero xa Urtiva, i.v. raunnara rpe6a Aa ce cencrn unn Aace orcrpaHr3a Aa ce npeBeHrpa cy6cexaeHTHa ,,HeBr4nnB 
a,, aAnnHtcrpaqilJa.

Kora xaxo Aen Ha oaoj pexuvr ra npespnyBaFbe Ha a.nrepH arrABHa a'anresrja, ceaAMnHhcrpnpaar Apwn onnonIii4 areHcr, naqheHTOT MOpa MHOry BH4MarenHo Aa cena6ruy4yaa Eenesraror oA o6es6e4yeaFbe Ha aAeKBarHa ananresnja uropa 4a 6ra4e6anaHcn paH H acn por,r norenqrj an nvro, pnsux3a pecn rparopHa Aen pec,n,a.

IledujampucKu naLlueHmu Ha uHmeHsueHa Heea

He nocrojar pacnonoxnrBn no.aroqn 3a Kophcrebe xaj ne4ralar pncKnnaqneHTr.

llat4ueumu co peHanHa uucyQutlueut4uja Ha uHmeHsraHa Heea

fle ce norpe6xn nphnaro4yBaFba Ha Ao3hre npenpeHanHa nncy$uqnelrqnja, exnyvyaajrn rvi tA nst_lrepeHanHa TpaHcnnaHtaqnja, taaKo KnilpeHcor Ha
KncenilHa e HaMareH xaj naqrenr[Te co peHanHa r

KaJ nallreHTh CO

r repanqa npn
xap6oxcrnna

?r'cron9

gen 5.2).
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llocmapu naLlueHmu (uad 65 eoduuu)

Onura axecresilia: Vlnnqnjannara noq
aAMhHt4CTpnpa Ha nal{heHTh nocrapr o
npenopaqaHaTa AO3a 3a Bo3pacHn

3rre ce npilMeHyBaar Bo crre Sasm xa, oApxyBabe h HenocpeAHaTa nocF

flopa4ra 3rone
ce aAMhHhcTp Te naqileHrn Ha Ultiva, rora Ultivia

4 ng/ml .o "y'6 
LleHrpaqrh rpe6a Aa 6n1ar 1.5 4rr

,,t" " 
norpe6no nnuqnjanna pegyxqraja Ha Ao3ara (engn gen

l4HreHgheHa xera: He e norpe6xo nHtuv)anHa
Kopucmerce eo eduuuLlu Ha uHmeHsueHa ueea).

l-ojasuu natlueHmu

Kaj uaHyenHo-KoHrpon vpa+a ran$yoraja ce a xaj rojaoHrre naqreHril AaAo3nre ra Ultiva ce HaMaflar sps 6asa i, ,an".ra TexnHa lngejknKnnpeHcor 14 BonyMeHor Ha gn*pn6y4nja anit no4o6t" ;il;;paar cohAeaflHaTa oTKOnKy co Bt4CTl4HCKaTa TenecHa Tex14Ha.

BHnMaTenHo npeMa nHAnBVAy anHhoT oAfo

Ey6pexno owmemyearbe

Bps 6asa Ha hcrpaxyBaFbara cnpoBeAeHr Aocera, He e norpeOno nprnaroAyBaFbe HaAo3ara xaj naqrenrh co ourereHa peHanHa $ynrqraja, axnyvyeajr(n rn vi naqreHTnreHA HHTEH3NBHA HE|A.

Xenamanuo owmemyeabe

9rya ^ 
il3BeAeHh Kaj orpaHhqeH 6poj Ha naqneHrr co

$yHrrlrja, He noApxyeaar noce6Hr AosHLr npenopaKn. cenax,

pe4yxqrja Ha Ao3ara (ar,r4ra 4err

o[uTeTeHa xenaTanHa
naLl4eHThTe co TetrJKoxenaranHo otlTeryBaFbe Moxe Aa 6ngat ManKy n Ha pecn14paTopHo

l::ry.1""nre eeerrn ra remifentanil (anpn aei q rpe6a 4a
Aa 6nge

6ngat BHnMarenHo MoHt4Topr4paHn yt ro3ara
rvrpnpaHa cnopeA nH+nBnLyanHara norpe6a Ha na

Heepoxupypeuja
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Ilnunrnpanoro 
-K'IH,L{KO 

,CKyCTBO co nal{heHTr KOvr ce noABpfHar n HaHeBpoxr4pyprrja noraxano AeKa re .e norpe6nr cne,\,nranHnAo3Hr4 npenopaKr.
ASA lll/lv nattueHmu

Eu*ejkn MOXe Aa ce oL{eKyBa xeMoAnHaMcKr4Te e*errr naga 6nsar noHa.rnacenn xaj Asn ttytvlil;;;;, ,pe6a 4a ce
ce a*MnHncrptlll-t-tt na Ultiva xaj oeaa_nonynatyja. fropa4, roa
Ao Ho HaManyBabe Ha Ao3aTa m cy.cexaerrra ,rrp"!lr!3 cr_o

Han nc*n naLlneHTh, nocrojar He40eorHo no,aroL{h sa Aa ce

3a TCl, noHh3oK nnnqnjaneH raprer_o4 1,5 4o 4 ng/mrrpe6a Aa ce Kopncrnxaj ASr\lll nnn fV naqraenrta n nocreneHo Aa ce rnrpnpago oAroBop.

:H:r;:ipe6a 
o4 HaManvBabe Ha rHilr-{ nianrara 4osa (ara4rzr

4.3. Koxrparx4nxa\uu

'npejkn 
Bo eop_rvrynaqr,rja e npncyreH rnnqnH, Urtiva e KoHTpar HAnLInpaHa 3aenrAypaflHa n nHrpareKanHa ynorpe6" (rra, glr's ;i. ''

Ultiva e KoHTpanH AnLJnpaHa KaJ naLr,,eHT., co no3Hara npeocern.nBocr Ha 6nno rojaKoMnoHeHra oA aKTilBHara cyncraHqa ylt! Apyru Qeuraxrnn n aHanosn nnvr ,a 6unor(o1 oA eKqhnreHrrre HaBeAenra eo 4en 6.1 .

yjt:ff;:HrparHAr4r.tnpaHa oa ynorpe.a KaKo eAilHcrBeH areHc 3a BoBe'yBabe Bo

4'4' Gneqrajanx, npeAynpeAyBalba u MepK[ Ha nperna3rrBocr
Ultiva rpe6a 4a 6n*e aAMLtHt4crp npaHa caMo Bo ycnoBh co norno'.rHa onpeMa 3aMOHr4TOpr4paFbe I noAprlKa Ha pecnhparopHara n KapAnoBacKynapHara syxrqrla,KaKO I oA nepcoHan cneqnjanno ooyveH 3a ynorpe6a na aHecrer,q Kn ne.oBn Anpeno3HaBaFbe h MeHauMeHT Ha oqeKyBaHilTe HecaKaHn eeerrrra oA noreHTHrreonviovqn, axnyvyaajrn fn pecn.paropHara n xapilnjanHara pecy c4nra4nja. TaxearaooyKa MOpa Aa BKlyqyBa h nocraByBabe n o4pxyaarue.Ha npooAHOCT Ha AhuHhrenarhuJTa Ha naLlreHTOT 14 t"^"r^p^ra eeHrranaqraja. Koprcreruero Ha Urtiva KajnaqneHT[ Kon ce MexaHnqK[ BeHTnnnpaHr Bo epnni4me3a [HTeH3ilBHa Hera He cenpenopaqyBa Bo nepnoA noAonr o4 3 4exa.

TI4BHOCT Ha pa3nrqHn Knacn Ha ononiln Moxe Aaa no aAMhHt4crpaqnja Ha Ultiva. l_lorpe6Ho eUltiva raj oere naqraenrra \BnAnnen 4.3).

ff 
r.yf" I|rff ;;.*Tijff:?:. : :: ffl.F?I. n a U rtiva, n a Lrre Hrhre n,oxar 6pso

f :"TlTr,'T3,Jo*::",,:".:11,.:lllT,l,s_io,,,y;;,'.,ffi,ilil::T"T;TTr:ff :HeMa Aa nocTol4 pe3hAyanH a onnonilHa aKTnoABprHaTn Ha xnpypr.ut(r npol{eAyph KaAe ce

::T:lill,]190" Aa ce a4vrrax,acrprpaar npeA

naqheHTn Koh ce
neparrBHn 6onxn,
Ultiva. MoxnocraoA ronepanqnja, xrnepaflresnja n 3ApyxeH[Te rpe6a Aa ce
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Pnsnx oA r4croBpeMeHa ynorpe.a ra ce*arnBHnneKoBrl, KaKo luro ce6etso4ras ennHn nnn cpo1ll4 neKoBl4

BHI neKoBl4, KaKo uJTO Ce
xe Aa pe3ynrhpa co ce4aqraja,

3a KOt4 He ce MOxHl4 aflTepHaTilBHh HaqnHr
Ultiva ncroBpeMeHo co
nBHa Ao3a, a BpeMeTpa

aT 3a 3Halln n cnMnToMh Ha
oj norneg, ce npenopaqyBa Aa ce
Tenr Aa 6ngat cBecHr 3a oBne chMnroMr4

oAAefi[Te Ha hHTeH3ilBHa Hera He ce
og 3 4exa.

MycrynHa phrnAHocr Moxe Aa ce n
onnovt}n, ilHqhAeHqara Ha Myc]rynH n' Karo I co Apyrnre
aAMrHrcrp aqnla. flopagra ' iJ^," osara n 6psrnara xa
aAMhHhcrpvpa-Hv1Bo neproA He noKparoK o rpe6a Aa 6ngat

l?"X#?'"llgrfl::1,::".11"T3 o4 remifentanit vropa Aa ce rperhpa Bo KoHreKcr

ffi"ffJJ;i:li":::::':i,, :.1 -:::i:T?l -.o 
.ols5J'il; ;d;' " !' ";.;il;X:l

lf""#$?iil1#:Y::ig:T:f r:,';;##'1Til'J'ffi T:"'A'::ffi 3:1
:i:::;il::i:::flT:J:::?:::?tyti!",p?t^j";;:;;'.='vd;"""1[;:1,"#'i;
X::3::i::^i:lTll-ayl'9l'--;;';';"Ml;-v;';";;1',';il#:?.:Hff#J:Hl y1l:::31: r: remifenranil raro ,rrni"rr* ;;;;; co 3annpabe
111_-:rr.nyBaFbe Ha bpsraHara Ha aAMtAH peunQeHraHVn.,oro#'."-inhavtrurr^A MUHyTn nonpeKhHyBaFbero Ha nnsysnlara Ha peMileeHra Moxe ga 6nge



36npeH useeuraj sa oco6nHrre Ha reKor

aAMnHrcrprpaH OnhonAeH aHTaroH[CT, HO TOa Moxe Aa fo noHhtun4 nnn ocnafueaHanrermqHror e$err na peuree HTaHnn.

nornonHara ananresrja e npnApyxyBaHa cio
ecvija. flopagra roa, remifentanil ipeOb Aa ceoBOs 

a
o
a
a

e

a

;,

1BeHTrnaqhja npe4 nalrheHror pa6nge ornyureH oA OAAenor 3a onopaByBaFbe.

Kap.qhoaacxvnapHI edeKrta

Pns[ror oA KapA[oBacKyflapHr eeerrr xa
Moxe Aa AoBeAar Ao ac[cronnjalxapgna
peAyll[paar co HaManyBaFbe Ha 6psilxa
l(oHKypeHTHl4OT aHecTeTnK nnn co Kophc
aHThXOnhHeprhq14.

ocna6exr, xhnoBoneMn',Hn, xnnoreH3rBHr. nnn nocrapr naLlreHTn Moxe ga 6ngatnoqyBcrBl4TenHh Ha KapAhoBacKynapHilTe :sercrr na remifentanil.

Hena rrltepxa aAu n Hncrpa urjg

KaHilnara Moxe ga 6nge np[cyrHo
BilKa pecnhparopHa 4enpecrja, anHeai ce n .v TeqHocTn nnv ApyrvlaAMnH Ha Ultiva npeKy 6pso_nporoqHa i.v. nnnnja.iln[ npeKy noce6ra nunnja, orcrpaHera BeAHaru nonpeKrHyBaFbero Ha Ultiva.

H oao poAeFtq il rga/.qoe H.{ h t+a

flocrojar orpaHr'{eHh pacnofl o>KnnBV noAaroL{r1 3a Kopl4creBe Ha Ultiva KajHoBopoAeHqnsa/AoenqhFba no4 '1 ro$n+a (engvr Aen 4.2 Hoeopodeuquia/do"u.Jurba(nodl eoduua)n5.1\.

3novnorpe6a xa nexor

Karo r Apyfrre onuon$n remifentanil naoxe Aa npeAh3BilKa 3aBrcHocr.

4.5. l4nrepaxqr, co Apyru fleKoB, n Apyrn$opr,lra Ha rHrepaKqHh

Remifentanil ne ce uera6onrslpa co nna3Ma
rHTepaKqhil co neKoBr nlera6onn3npaHt co oeoj
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remifentanil, 6es
Ysnia nnn TCI na x ;o

na3ennHnre noTpe e

naqreHrrre Moxe o" ,.*rllT".,HffitJ?X'ffil| l;
CO OBhe afeH.il. 'q vrnqyrlleHqa H 

n

Cegatnann ne
14croeperuenara
nnn cpo*Hh neK ;
I?". 14 cMpr nopaAh AonBpeMeTpaeFbeTO Ha [crogoe""F{27r rrnnrn ^^^ _^^E _ |4.4). '- "a rcroBpeMeHara ynorpeOa rpe6a ga 6n4ar orpaHrqeH n (angn 4e^

Kap4raoe
n +.g7, oR Ultiva.(xnnorensnja n lpagnxapgnja - engn gen 4.4xapArajan oLueH, Kai nal{ileHTr ro\ nprMaar KoHKoMrraHTHr4
Kanllr4yMoB tAre Ka*anh Br4' KaKo rlro ce 6era-6nora;il; , 

";il;;t. 
pn Ha

4.6. llnogtocr, 6penaetocr u narraqrja
Epen,tenocr

aAeKBaTHI
peMe Ha TponrpaHn cryAnn cnpoBeAeHr,r xaj Opervrenr,r

or 6eHepra - Yllut rpe6a Aa ce Ropncrn brro aKoa noreHqrjanHnor prcrll., 6ury.or. 
'

Jlamauria

[ffiJ"tH:"T# remifentanir ce ercrp ernpa Bo xvMaHoro MneKo. cenax, 
'nsejkuco remifentanir ce 

ln( 3h ce eKcKpernpaaT to 
"yt"Horo MneKo n Marepnu noBp3aHr

rpe6a n" ." .or :r? Ha craopl{]4 no AaBabe tt p"rr$" HraHnn,
ailMnHncrpaqrajara 11 t npecraHar 4a Aojar Bo TeK oA 24 qaca no

l-lopoAvearue

He nocrojar AoBonHo n
remifentanil sa-ap-erure Ha Aa Moxe Aa ce ynorpe6a Ha
nnalreHranHara oapraeia lffir.-':[:ffi ja npervrraxyea
pecnrparopHa Aenpecnja xajAerero. 

v qnqrrurvr npeA[3BrKaar

4'7' Esexr na cnoco6Hocra 3a Bo3ebe u ynorpe6a Ha MaurHl4
flo anecresraja co remifentanir naq,enror He rpe6a Aa Bo3rl nnn AaynpaByBa coMaunHn. flerapor rpe6a 4" npoq"i, *or" oBne afi.,BHocr4 xe 6r,r4ar noapare'n. ceffi:l#ffiri.5.,1il sa 6nse np,ipv*v" aH npn apa(aruero AoMa n sa ns*erHyBa

4.8. Hecaxant e$erru

paHo co remifentar
Te aroHhcrn. Oane
npeKhHyBarse nnn

ce
6psnxara xa
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aAMnHncrpa4qa na penan$e HTaHnn, opexaeirqr,|rre noAony ce 4eQrnrapaHil KaKoMHory qecrr (>_1110), Ltecrta (>_1l1OO go <1110), nouanxy'L{ecro (nouanry aoo6nvaenn)(>1/1'000 Ao <11100), perxra (>1/10,000 Ao <111,000), MHory perKr (<1/10,000) raHeno3Harn (xe uoxe Aa ce npoLleHar oA pacnonoxnrBilTe no4aroqr).

Aneprrcxn pea KLlt4 u 
"rnyryralt,a 

aHa6t na rcur cEnphJaBeHr Kaj naLUeHTn Kon npnMaeff
remifentanil sae4Ho co eAeH nnv noaeKe
aHecTeTUqHI areHch.

3ashcFtocr oA neKor

Ce4aqraja (sa eperue Ha onopaByrar"e ol on,r,ni
axecreshia)

Acncronraja / cardiac arrest, Ha uJTo, aoo6n.{aexo
nperxoAr4 5pagnxap1nja, e npnjaeeno Kaj
naqheHTil Koil nphMaar remifentanil sae4no co
Apyrn aHecTeTnqH4 areHcil
ArproaeHrprarynapex 6nox

flocr-onep arnBHa xr nepreHs il i

Xrnorcraja

Mxory qecrr: raae[",lorpat"r"e
flouanry qecrr:

Koncrranaqraja



36rapeH nsaer.uraj sa oco6ilHure Ha neKor

l-lpexhxvearbe co rperMaHor

Crrunronan xon
xrneprexsnja n remifen raxnxapgnia,
nponoHrrpaHa a TKo no H

4eHa (e , oco6eno ncr

4.9. flpe4oer,rparue

5. OAPMAKOJIOIIJKI4 KAPAKTEP NCTVIRIA

5.1. <DapuarogltHaMcKl,t KapaKTeplt cryton

<DapuarorepaneBT.Ka rpyna: onnon4en aHecrerhK, ATC xo4. NolA H06

MexaHnsaM xa Aeicreo

Remifentanil e cenerrrBeH U_onro[AeH aroHrcr co pa
TpaeFbe Ha 4ejcreoro. u-onronlHara aKTnBHOCT Ha r€

HOry KpaTKO

npa co

flocr-onep ar nBHn 6onxr

HapKoTnqHn aHTaroHncTh Ha np. HanoKcoH.



36rapen rseeulraj sa oco6ilFtilTe Ha reKor

Oapnltaxo.qrna nltcxr ederrr

Meperuero Ha xncraMnH Kai naqne.Tnre r HopManH Bor.roHTeph He noKaxaflo

;:tJt#ffirl!.t"oto Ha xncraMilH no a'MnHncrpatryia r" r"rif*t"nir'"o 6onyc

Bo pan4otan3npaHa (ratio of 2:1, remifen

r nHynpaHa na$y snja nfl yc AononH nrenHh
norpe6a) 6rna cnopeAyBaHa co xanoraH

nocrhrHaro oApxyBaFbe Ha aHecr esvjara::X#ffi#i[ljl;" , 

"oT{")i
a3oreH oKq4A (N20) nnyc 30% ircnopo4. Bpeuero Ha on e 6un<:tcynepnopHo sa remifentanil rpynara Hacnporn xanoraH rpynara (nesxavrrenxo).

Xnpypurxa
rxrepeeHquja

Xnpyprnja ra Aonen
a64ovrex/yponoruKa

ENT-xnpypnrj-

Onura nnra ENT
xnpyprnja

Cry4ucxa cocroj6a (o4pxyearue)Boapacr
(y), (N)

Vlnxanaqncxa anecre

Excry6aquja

(min)

(cpe4ex ({iD))

11.8 (4.2)

15.0 (5.6)

(p<0.05)

11 (3.7)

e.4 (2.e)

He sxaL{hrenxo

Cnope4nnao
BpeMe Ha
ercry6aqraja
(6asrapano ta
orpaHh'{eHr
no4aroqr)

0.5-16
(120)

TIVA: pro
remifenta

Vluxanaqv,rcxa a
(1.0 - 1.5 MAC)
1.0 pg/kg/min)

TIVA: propofot (3 mgngill) +
remifentanit (0.5 pg/kg/min)

Vlnxana1ncx
(1.3 MAC) yr

TIVA: remifen
+ propofol (10

(1 - 1.5 MAC) + N2O



36rapen rseeutraj sa oco6r4xure Ha J.teKor

Bo cry4rajara Ha xupypuKn hHrepBeHL{ 
^r..1" AOnHnor Aer Ha a640me <n,'HTepBeHL{r'114 n remifentanir/nponoson co remifentanilxnnorexsnja c 3HaqrrenHo noqecro BO remifentanir/ce :5pagnxapgnla 3Haqrrer.tHo noqecro Ka.rpynara. Bo uygnjara

remfentanil/nponoeon co
cranKa 6nna sa6enexax
cnopeAeHo co remifentanil/n; 

tocrn.

5.2. OapuarorltHercKh KapaKTeplt crntu
Enuunuatuia

Ancop6ur,ria

KonqeHrpaqrajara xa remifentanir eo KpBra enponopq l.*HanHa Ha aAMuHncrpnpaHaraAo3a Bo onceror Ha. npenopaqaHrre Ao3l4, 3a cexoenngyenja sa 0,1 uo/kgivrr,rx, *onr""ip'^4r1rr^ ra remi 6psnnara na
sa2,5 ng/ml' Remiflnianir ce afslaa'i. nnr.r" nporeilH ce 3roneMyBa

6rorpanc6opuaunta

lloeruhx eo nnaueHra r Mnexo

ctygun sa rpancsep Hr3 nnaL{eHTara .*.j craopqr4 tA 3araqn noKaxyBaar AeKaMflaAhre ce r3noxeHn Ha remifentanil nlnin,;;;;;" uera60nnu 3a BpeMe Ha
ffiY*xfi||T::Jff]"ra paoaojor' Marepnrre cpoAHh xa remirentanir n'axyaaar Bo
remifentanif ro d"t.n, 

Knn{neKn cryAnn na nyfe, KoHL{eHrpa qnnre Ha
oeranHror 

"prfrro-r" 
npr6nnxro 50% o4 Tile Bo uajvraxara xpa,

n p n 6n nxx o i6v",i an peAn oxe H, "r' "?[ #. :ffi : T:ffi'Hlil?,, xi'r"#;:H;', ti';
Kapnho axecreghia

KnrapeHocr Ha remifentanil e peAyqhpaH sa npnxt,tnorepMrl{eH (29"C) KapAilonynrorrp", 6ajnac. H
BpeMe

TeMneparypa ro cHt4xyaa rnrapeicor Ha ennMnHaqtlja 3o/o cTeneH.



36upeH reeeulraj ea oco6nHilTe Ha fleKor

;;rr"" 
Ha panilAHoro onopaByBalbe o4 ce4aqr,rj a n a,anresuja

oapuaroxrHerhKara na remifentanil xe e 3HaqilTenHo npoMeHera xaj naqheHTr c;o3:tilHJ;tTi"ffir?[t##t oturervBaFb e A,pn r no rpr4AHer* a4r" nncrpa4nja

i'r:#?.:""r 
AoKa3, 4exa remifentanile ce ennMuHrpa co repanniaranpra 6y6pexxa

Mera6onnror rapooxc unHa KncenHha ce envM'Hnpaco xeruo4raj ann3aHajrvranry 30%.
XenaranHo olurerveat+e

l-leariarprcxr naurexrn

l-f pocevHror KnhpeHc L, BonyMeH Ha ancrpnly4uja npr cocroj6a xa paMHorexa ce3roneMeHh Kaj noMnaA,n AeL{a , .:_ narr,any"iar xaj Mna*n 3*paBn Bo3pacHilnaLlheHTh go 17-rogn IrJHa Bo3pacr. flonyxnBoror Ha ennMnHa4nja'a remifentanir rajHOBOpOAeHL{.4ba He e 3HaqklTenHo pa3nuqeH, O4 0'oj xa1 Mnaun 3ApaBn BO3pacHrnaLrheHT[. flponaernre BO aHanrerhqHror e+err no',"ryrrFbero Ha 6psnnara naunQyorja xa remifentanil rpe6a na .a pannAHn vt cnneH' Ha oHile BnAeHn xaj rianagtri3ApaBr Bo3pacHr 
,l:-qneHrv' oapnaaroKhHer[Kara Ha ueraoonrror xap6or cnnHaKncenilHa raj ne4rajarpncKn naLr,eHrn Ha Bo3pact o4 2 AO 17 roAnHn e cnrqHa Haoxaa xaj BO3pacHn no K'per,lpabero Ha pa3nnKnre 3a rerecHaTa TelKnHa.

Bospacxn naureFtrh

fffft.": t:.::l::,rll : :g Man creneH HaManeH raj nocraprdJ trocTapn

::*Tg?,":uo ^ln-ol1g: _:o M nalu naLlreHrr4. oa pnraxo4ra Ha McKara

lT 5:, T*: .:::: : y 
I_" 1 

c o s ro,, e M G ;; ;;,.-;5;";,X
naqreHrn (>65
AKTIBHOCT HA

i"t::*P:ly i?1!" Ha Aenra op.*o Ji' *i' il;;""J; prTe naqheHTh
El-) e sa 50
remifentanil

Yo nonncxa oA oHaa xaj r,atnaln n"rJi"rri;;;;'#;;



36npen nsaeuraj sa oco6ilFtilTe Ha neKor

rpe6a ga 6nge peAyqnpaHa sa 5oo/o xaj nocrapn naqneHrn, a noroa BHhMarenHoTl4TphpaHa 3a Aa oAroBapa Ha vHAnB|AqyaflH4Te norpe6ra Ha naLlreHTor.

5.3. IlperxnrnlqKh noAaroq[ 3a c[rypHocr

Remifentanil, xaxo il ocraHarnre $enran
BpeMero Ha aKqilcKt4or noreHrlrajan
Kyqe. He nocroene e$errra nprl
EQerrrare 6nne eu4nnBr npil KoHq
crarhcrl4l{Kn CnrnuonKaHrHl4 nph KoHLleHrpaqnh oR 10 MilKpOMOnapn (3770 ng/ml).oare KoHqeHrpaqnn ce 12 narn u 1jg nrrr'norrco*r, 

"oo4rerHo, 
oA najarcorrrecno6o4rn KoHLleHTpaL{ht4 (nnn 3 narr r,r 36 narn cooABerHo, HaJBncoKnreKoHqeHTpall'llt Bo rpera) Kot4 cneAar no MaKc[ManHara npenopaqaHa repaneBTcKa

AO3a.

ArvrHa rorch,{xocr

overyearr 3HaLlh 3a p-onnonilHa r4HroKc nxa4nja 6une na6nygyaaun xerjHeBeHThnnpaH rnyuJeq, CTaopqh n Ky'.{t4'"a no rofleMa, eAnHeL{Ha, 6OnyC;,uHTpaBeHO3Ha AO3a Xa peuraseuraxrn. Bo e cryilnn, xajocernnahre npnMepol{r,l,MaruKl4or craopeq, qnja oA 5 mg/kg, Co xranoxcrala_l,lHAyLlilpaH[Te ro , naOruy4yaarr raf KyqrFbara 6une>peaepsn6nnnu no 14 Ha Ao3ilpaFbero.

Sonyc Ao3ara Ha remifentanil a4ttiunucrp[paHa Kaj HeBeHTnnhpaHil craopL'4 vlKyL{]4Fba pe3ynrrpa co pecnrparopHa 4enpecraja eo cnfe Ao3Hl4 tpynn n cc,peeepsr6rnrr Mo30rrH14 Ml4KpoXeMopafnn Kaj Kyqrbara. cne4xnre i"n^-ry""*r,noKaxafle AeKa MhxpoxeMoparunre pe3ynrilpafle oA x,noxcnjara n He 6rnercneqn$nvura sa remifentanil. Moeo.rFrilre M[KpoxeMoparnn se 6rane na6ruygyeaHh BolrcnnryBalba co nxQysnn xaj HeBeHTrnhpaHil craopqn I Kyr.14l_b a lnpejku oBr4e cryArit46rne ao4eHr Bo Ao3r4 Kor4 He npeAr3BnKyBane re[uKr4 pecnrparopHh Aenpecrn.

oR nperlor4Hr4qKilTe cryilnn npoh3neryBa AeKa pecnnparopHara 4enpe'aja v1np'fApyxHhre ceKBenh ce xajvecrnre noreHllnjannn cepho3Hr4 HecaKaHn eee1rra xa1nyfero.

lzlnrpareranHa aAMnHracrpaqraja Ha rnnl{nHcxa Qopnayn a4nja canra (6es remifentanil)
Ha KyqilFba npeAh3Bl4Kana arnraqvja,6onra ra gracQynrqraja na saAHror Aen Ha Horarah HeK.Oppnnatyja. Ce aepyaa AeKa oBhe eserrra ce celryHAapH n nopailVrnnLlLlHCKr4oT eKqnnilenr. fl0pagn nogo6pnre nyQepcKh KapaKTepncrn](n Ha KpBTa,no6psara pnnyqnia n HncKVTe KoHLleHTpa Llnv Ha rnrLlilHor ra Ultiva Soprvrynarl ujara,oBne HaoAh HeMaar KnhHnqKa peneBaHTHOCT 3a nHTpaBeHO3Hara ailMnHncrpaa,nla naUltiva.

fioxaxaxo e AeKa remifentanilja nauranyaa SeprranHocrace aAMnHncrpnpa co nHrpaBeHo3Ha nnjex4nja cexoj
oeprnnHocra raj xeHKhre cTaopllr4 He 6nna npbr"r"ir.
ecperrr xaj craoprln n xaj sajaqra. Agnrrnracrpaqrajara na

AOKOnKy



36r,rpeH rseer-uraj sa oco6ilHilTe Ha neKor

TeK Ha AoqHaTa recraqraja n nawa4nja HeMafle 3Haqilrenen eeelr Ha oncraHoKc)T,pasaojor rnh penpoaylor4BHar. .no.o6ro., ," F, ;;;;i nJara.

[-etororcrqxoct

cepnn na in vitro n in vivo reHoroKct4rtFn4
rx ecej raj rnyeqra, Kon Aane no3hfl4BFtr4'kr,r pesynrarnre xa n,avr6onaa xaj rnyBl4t4
vitro n in vivo TecroBt4, TperMaHor c;o

a reHoroKct4qHa uJTera raj naqreHTrre.
KapurnoreHocr

He ce [3BeAeHr 4onrorpajH v cryrynn3a Kapr.lt4HoreHocr,

6. oAPAqEBTCKI4 KAPAKTE PUCTUKU

6.1. flncra Ha eKq[nneHT]r

l-nnqux
XrgpoxnopHa KhceflnHa (sa pH perynraparue)
Harprayn,' xnApoKc,tA (rr,'oxe Aa ce *opr.r, 3a pH perynnpaFbe aKo e norpe6no)

6.2. hxxorunarulnnuja

Ultiva rpe6a Aa ce peKoHcrrrynpa n pacrBopa caMo co onrae mxeysnc,A pacrBopr4Kon ce npenopaqaan (enpn cexqraja 6.6).

,*:r9: ry ce peKoHcrnrynpa, pacrBopa_hnr Merxa co pnHrepoB naKrar pacrBop 3anH)eKLlnn nflh prHrepoB naKTar pacrBop v so/o rnt1xo3 a 3a l4HJeKL$4r4.

Ultiva xe rpe6a 4a ce MeuJa co nponoSon Bo ncrara r,rneyoracxa keca npeAaAMilHt4crpatyja,

He ce npenopaqyBa. aAMhHt4crpaqraja na Ultiva Bo ilcrara nHTpaBeHc Ka nn,nJa corpa/cepyu/nna3Ma. Hecneqraerrr,ie ec.repa3r Bo KpBH,Te npoAyKrn Moxe AaAOBeAar Ao xl4Aponh3a Ha remifentanil 40 reroaror HeaKTnBeH Uera60nrr.

flpeA aAruranracrparlraja Urtiva re rpe6a Aa ce Meura co Apyrn repaneBrcK[ areHcil.

6.3. Por xa ynorpe6a

Bnjann
1mg erjanra - 18 rueceqra.
2mgenjann - 2rogunn.

Xeurcxara n ersrvrara cra6rnxocr Ha peKoHcrr4Ty npaHnor
AeMoHcrpr4paHn sa 24 uaca Ha reMneparypa oa 25"C. OA
ToqKa, npoAyfior rpe6a Aa ce Kopt4cl4 BeAHar!. loronxy
BO BpeMeTo KOe e npenopaqaHo 3a Aa ce nc(opncTl n npn yc

:lt:?:T1.ra ja n peaseMa Kopr4cH 14 Kor, Boo6ra.iae Fr h ycnoBr
og 24 qaca Ha reMneparypa oA 2_g"C, ocBeH aKo peKoHc
BO KoHTponnpaH[ n Bann$npaHo acenThqHil ycnoBr.

6nne
rfleAHa

pacTBop

-
nAeHn



36rapen rasaeulraj sa oco6ilFtrre Ha fleKor

Pacreopena convuhjg

crre pacrBopeHn pacrBopl4 na Ultrva nniext|niata/nnbysnjarpeoa 
Aa ce hcKopr4cTaTBeAHa[!. Cexoj HehcKopl4creH pacrBop rpe6a Aa ce yHnwrn.

6'4' cneqrajanxu MepK[ Ha nperna3nrBocT npx qyBarbe-c*na'rparbe

fla xe ce L{yBa xa4 25o C,

3a ycnoen 3a qyBabe no peKoHcr urytryja n gnny4njaera4ra 4en 6.3.
6.5. flprapo4a r cocraB Ha naKyBabero

UltivaHanpa r::#J:1',"JT:?:ry'ff."il"*"".#H' r[.T,::X%J"X.:##iryMeH q u anyMnHnyMc0n HaABOpe[leH 3aTBOpyBaq.

1 mg nraoQnnv3npaH nparrror( ro 3 
Tr ?!r?rr,Bo naKyBaFbe co 5 anjann2 mg nraosunn3npaH npauoK ao 5 mr anjann,B. naKyBaFbe co 5 anjann

6'6' cneqrajanr[ MepK]r 3a orcrpaHyBabe r,r ynorpe6a/paryearue

a 3a nHrpaBeHCKO l(Op[cTeFbe co AOAaBarse, coo4eerno 1

acrB_op co KoHqeHr pa4nja
ap, 6es6oeH I npaKTnqHo

npoBeph npo4yfior (xa4e
o[lTeryBaFbe na roxrejnepo ' npoMeHa na 6oiara nnn
sa6enexaHr. Peroxcrnrynp, op KaAe raKBn 4e$errra ce
HencKopr4creH neK rpe6a4a ce orcrpaHh Bo cornacHocr.""#;?HiJl?tffh ceroj

co MaHyenHo rax$yaraja 6eseHrpaL{ht4 oA (50 pg/ml en, a 20-25 ltgl ncon naltneHTn

Ultiva ne rpe6a Aa_ce aAMhHr4crp npa coTCr 6eg noHaraMorrJHo pa3peAyBaFbe (20 ao50 pg/ml e npenopaqaHoro pa3pe4yBarse sa TCI).

saBncn oA TexHhqKara cnoco.nocr na rrsysraoHara HanpaBa rBabaTa Ha naqreHToT.

E4en o4 cneAhBe i'v. pacreop, rpe6a Aa ce [cKopr4crar 3a pacrBopyBaFbe:

ttja
0,9% pacreop sa ranjerqraja
sa nnjexqraja

p sa rxlerqnja

^"1:.1"1*o 
rpe6a Aa ce npoBepn npon

p3g1 ocno6o4en oA qecrrr_{n n getra tv , v. Fq, ,v , s I L, ,,onri pacird ;r;l; #d;:#T, :#r?



36rapeH raseeu.rraj sa ocoOilHrre Ha neKor

['#]%ffij:ji":'ff j:,;:ffi1'"T#pa npeKv nporoven iv Karerep urtiva e

nnlerc1nja.
co nponoeon AoKonKy ce aAMnHncrpnpa

sa 6psnxara Ha nu$ysnja na

Ta6ena 7 .ipenna na rangysraja (ml/h) ra Ultiva 3a pacrBop co KoHL{eHrpa4qa 20

AOCraByBabe Ha
neKor (pg/kg/urrax)

0,0125

0,025

0,05
0,075

0,1
0,15
0,2

0,25
0,5

0,75
1,0
|,zc
1,5

1,75
2,0

0.038

0.075

0.15
0.23
0.3
0.45
0.6
v. t5
1.5
2.25

0,03

0,06

0,12
0,18
0,24

0,48
0,6
1,2
1,8
2,4
?n
3,6
4,2

0,015

0,03

0,06
0,09
0,12
0,18
0,24
0,3
0,6
no
1,2
1,5
1,8
2,1
2,4

He ce
npenopaqyBa

He ce
npenopaqyBa

0,012
0,019
0,024
0,036
0,048
0,06
0,12
0,19
0,24
0,3

0,36
0,42

Tenecna rexflHa Ha naLUeHTor (kg)

o.0125

0.025

0.05

0.075

0.1

o,t5

0.2

0.25

0.3

0.35

0.4

0.1 88

0.375

0.75

1.125

1.5

2.25

?n

3.75

4.5

n 2.7t,

0.75

1.5

2.25

J,U

4.5

6.0

7.5

9.0

10.5

0.75

1E

J,U

4.5

o.u

on

12.0

150

18.0

1.125

2.25

4.5

9.0

1? A

18.0

zz.5

27.0

?1 A

JOU

1E

3.0

o.u

on

12.0

180

24.0

30.0

1.875

3.75

t.c

11.25

15.0

22.5

30.0

2.25

4.5

on

13.5

18.0

zt.u

36.0



36rapeH r,rseer.uraj sa ocoOfix nre HafleKor

J;ru;it 
8' Spsrana na nnQysnia (mr/h) Ha Urtiva 3a pacrBop co KoHrr enrpa4nja )25

Ta6ena 9. Epsrana na nn$ysnia (ml/h) na Ultiva 3a pacrBop co KoHqeHrpatyja 50 pg/

I;rT,it 
10' Spsr'rHa na ranQysraja (mt/h) Ha Urtiva 3a pacrBop co KoHqeH rya4nja 250

Tenecnaiexraia na

0,0125
0,025
0,05

0,075
0,1

0,15
0,2

Tenecrarex@

0,025
0,05

0,075
0,1

0,15
0,2

0,25
0,5

0,75
1,0

1,25
1,5

1,75

0,9
1,8
z,l

5,4
7,2
9,0

18,0
27,0
36,0
45,0
54,0
63,0
72,0

I,Z
2,4
J,O
4R
I,Z
qA

12,0
24,0
JO,U
48,0
60,0
72,0
84,0
YO.U

1,5
3,0
4,5
o,u
9,0

12,0
15,0
30,0
45,0
60,0
75,0
90,0

1 05,0
120,0

1,8
?A
5,4
I,Z

10,8
14,4
18,0
36,0
54,0
72,0
90,0

108,0
126,0
144.0

2,1
4,2
o,J
8,4

12,6
16,8
21,0
42,0
OJ,U
84,0

1 05,0
tzo,u
147,0
1 68,0

2,4
4,8
r,z
OA

14,4
19,2
24,0
48,0
72,0

120,0
144,0
168,0
192.0

z,l
5,4
8,1
10,8
16,2
21,6
27,0
54,0
81,0

1 08,0
1 35,0
162,0
1 89,0
216,0

3,0
o,u
on

12,0
18,0
24,0
30,0
60,0
90,0

120,0
'150,0

180,0
210,0

I EIECHA TEXilHA HA

0,1
0,15
0,2

0,25
NE

0,75
1,0

1,25
1,5
t, tc

- ,(}i

f rgX,Sf!y'



36rapeH raseeuraj sa oco.ilHilTe Ha fleKoT

Ta6ena
xopracrej Ba eKB[BafleHTHt4 KpBHr4 KoHqeHrpaqh[ Ha remifentanilcocroj6i 3a pa3nrqHa MaHyenHo *o"tpor,rpana raneyeona 6psrx a npn

IX?tilt:lffilftnil rpaxra KoHrreHrp€ ttun (ns/mt) npoqgrrr xopnxejknro Murro
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