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YTIATCTBO Bo rIAKvBArbETo : LrH@OPMAULTJA 3A KoplrcHr,rKor

COLISTIN ALVOGEN/ KOJIIICTI,IH AJIBOIEH
1 UU.TTUOU IIHTEPHAIIIIOHAJIHI{ EAHHIIIIU (IE), NPAruOK 3A PACTBOP 3A

uuj ercruparre, unQy:uj a ulu rrHxaJrrrpame
Colistimethate sodium

Ilpeg yuorpe6ara Ha Jrercor BHIrMareJrHo npouurajTe ro yrrarcrBororo 6u4ejltn roa
coApxu BaxHrr llnQopuaquu:a Bac.

r t{ysajre ro ynarcrBoro. Moxe6a rte rpe6a Aa ro npoqurare noBropHo,o Axo HMare AorIonHureJIHpI [paurar6a, o6parere ce Kaj Baruuor AoKTop r.rJrr.r

$aprr,raqenr.
t Oeoj lex Bu e rpeflutrraH Bau,ruqno lr ue rpe6a AaLtM ro AaBare HaApyr2 Jprqa,

6nrcjku Moxe Aa HM Harrrreru Aypra aKo HHBHHTe cHMnroMH ce Lrcru xaxo Baruare.o Bo KonKy HeKoe HecaKaHo 4ejcrao craHe cepao3Ho HJIH ga6elexure HeKoe HecaKaHo
gejcrao Koe He e HaBeAeHo Bo oBa ynarcrBo, Be norurrae Aa 3a roa ro H3Becrr.rre
cnojor AoKTop ll,ra $apnaaqear.

Ynarcrnoro coApxr:
I Lllro npercraByBa rrexor KOJIHCTI4H AJIBO|EH n :a rrrro ce ynorpe6yaa2. Llrro uopa Aa 3Haere, npeA Aa ro ynorpe6are rreKor KOnI,ICTHH AnBofEH3. Karco sa ro ynorpe6yBare neKor KOJIHCTHH AJIBO|EH
4. Moxsu HecaKaHu gejcra Ha J'reKor KOJII,ICTHH AJIBO|EH
5. t{yname H pox Ha ynorpe6a Ha rreKor KOJII,ICTI,IH AJIBOI-EH
6. lonorHurelulr au$opuaquu

1. IIITO IIPETCTABYBA JIEKOT KOJII4CTI{H AJ]IBO|EH I4 3A IIITO CE
YfIOTPEEYBA
Jlexor KOJIHCTLI H AIIBO|EH xaxo aKruBHa cyncraHqaja coApxn KorrHcrgMerar HarpHyM
noj npr'rnaia Ha rpynara ,'teKoBLI no3Haru noA HMe [oJrHMhKcHua. lIo,ranrHKcHHHTe ce
aurn6aoruqH oAHocHo JIeKoBH KoI{ ce Kopucrar eo repannja ua 6axrepucrcu uH$ercquu.
Kaxo u cure aHru6llorlruu KOIIHCTI{H AJIBO|EH uoxe Aa rur y6ue cauo HeKoH
6axrepnn H e rroroAeH 3a rperMaH Ha HeKou rrrrroBr,r un$ercquu.
KOJII'{CTHH AJIBO|EH ce ynorpe6yea rpeKy uujerqnja 3a rperMaH Ha ceppro3H7
r'rH$er<quu rpeAH3BI4KaHil oA HeKopr rrrrroBpr Ha 6axrepau. KOIII4CTI4H AJIBO|EH ce
rpHMeHyBa ao cnyvaj Kola 3apaAu oApeAeHLI npHr{zHH He e cooABerHa ynorpe6ara sa
aura6uoruqhre KoH eoo6uqaeHo ce KopHcrar.
KOJIHCTI4H AJIBO|EH naoxe Aa ce arnfllrl4pa H rpeKy zHxalaquja 3a rperMaH Ha
xpoHutIHI4 raH$erqlrn Ha pec[HparopHrlor cncreM xaj naqueurn co rrr{crxuna $r16posa no
cnyvaj Kora oBae nusexqrzu ce rperH3BHKaHH oA 6axrepujara Pseudomonas aeruginosa.

2. IIITO MOPA AA 3HAETE TIPEA AA fO YIIOTPEEIITE JIEKOT KOJII4CTTIH
AJIBOIBH
flpe4ynpe4ere lo Baruuor AoKTop AoKonKy ynorpe6yrare H Apyrr4 JreKoBll, r{Mare uexoja
xpoHHqHa 6olecr, HapylxyBarbe ua uera6oJln3aMor, uMare npeocernr4Bocr Ha r,reKoBH nJrH
cre nojanu,re iL.reprucKu peaKqlrH Ha HeKolt oA HHB.

Heuojre Aa ro yrrorpe6ynare rrercor KOJII,ICTIIH AJIBOIEH
aKo cre irJreptHqHh (npeocemunu) ua KoJrr,rcruMerar
[penaparor), rcolncrnH vrn Ha Apyru rroJr[rMr{KcuHtl.
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Axo uexoe od npexoduo uaeedeuume npedynpedyearua ce oduecyoa ua Bac ue c*teeme da eo
ynompe1yeame neKom ROJIUCTWH AJIBO|EH.

Meprn Ha rrperrra3JurBocr rr rrpeAyrpeAyBarba
flp"a ynorpe6a Ha rleKor KOJII4CTI4H AJIBO|EH noce6so BoAere cMerKa s
uuSopr'rupajre ro Baruuor AoKTop, Sapuaqenr wrv MeA,lr\prHcKa cecrpa AoKoJrKy HeKoe oA
cJreAHHre npeAynpeAyBarba ce oAHecyBa na Bac:
aKo lrMare HapyrryBalbe ua Qynxqujara aa 6y6pesure;
aKo r{Mare 6olecr uuacreHuja rpaBuc (arrouuyua 6onecr);
aKo HMare nop$upuja (pema, Hajuecro HacJreAHa 6olecr);
AKO }IMATE ACTMA.

Kaj.nercou rll4qa rpa unxaraquja (r4rauryearre) ua lexor KoJII4cTItr{ AJIBoTEH Moxe Aace jaeu rryBcrBo Ha cretal+e Bo rpaAure KaKo rrocJreAlrr1a Ha crecHyBarbe Ha A[rrrHr,rre[arLIrITa' 3a Aa ro crlperlH osa Bamuor AoKTop Moxe Aa Bu npenopaua Aa HrrxaJrr{pare
APYTH JIEKOBH HEIIOCPEAHO TIPEA AA rO 3EMETE KOJII4CTHH AJIBO|EH.
rlpu ynorpe6a Ha lexor xaj npe4rpeMeHo r{ HaBpeMe poAeHr,r HoBopoAeHr{urra rpe6a 4a ce
npeB3eMar noce6Hu MepKH Ha rperna3JluBocr lurcjku 6y6pearare He ce qenocHo pu13BueHH
xaj onaa Bo3pacHa rpyra.

Axo uexoe od npexoduo uaoedeHume npedynpedyearua ce odnecyoa ua Bac uueopuupajme
zo Baauom dorcmop.

Ynorpe6a Ha Apyrn JreKoBrr
3eueme oo npedeud derca osue unQopuaquu Motce da ce oduecylaam u Ha leKonu xou eeft.e
He 2u nput'tame wu Ha fleKo9u Kou nlaHupame da 2u nputtame so uduuua. I,IuQoptuupajme zo
Bauuom reKap dorconrcy 3eMame unu do cKopo cme npuilaJte uexoj dpye nex,'ercnyu)eaj*u zu
u reKolume Kou ce ua6aoyeaam des peqenm od nercap.

.{orconr<y ynorpe6yna're Hexoj og creAHHTe JreKoBH MoxHo e Aa He cMeere Aa ro 3eMare
rleKor KOJII4CTIIH AJIBO|EH. Bo HeKou clry\av,3a BpeMe ua repanujara 

"o 
XOlUCrunt

AJTBO|EH rpe6a Aa ce rpe*Hne (Hexoranr u npr.rBpeMeno) co ynorpe6a Ha oApeAeHH Apyru
rIeKoBH, Ao3ara oa KOJII4CTI4H AJIBO|EH Aa ce HaMturr4 vtrr7 ila1- 3a BpeMe Ha
rcou6unlEpauara:repanuja Baurara cocroj6a BHlrMareJrHo Aa ce cJreAr,r. Banuor AoKTop Moxe
fte rpe6a Aa Bu HarIpaBH recroBn 3a npoBepKa Ha KoHr{eurpaqujara 

"u xoru,iiil,m
AJTBO|EH 3a Aa ce ocurypa 4exa ja rpr{Mare rosaru xoja Bu 

" 
.rorpe6ra.

I'IuQopnaupajre ro Bauruor AoKTop axo ynorpe6y"ur" ,ino, oA cJreAHHTe JreKoBrr:
aMIaHorJIHKo3vAHt4 anru6aoruqu (reuranauquu, ro6pauarruH, aMHKarII,rH I,r Henutuuquu) uqeQa-nocnop,Hrr Kolr Moxe Aa AeJryBaar rps $ynrcqujara ua BarrrHre 6y6pesu. flpu
HCTOBpeMeHa ynorpe6a Ha KOJMCTI4I{ AJIBO|EH vI u,,,o.,,no3HAHH
aurrE6uornqu/qesarocnopr,rHr,r ce 3roJreMyBa pH3HXor o1 nojana Ha HapyuryBarse Ha
Synxqr.rjara na 6y6pesure (engere ael 4);
aMHHorJII'IKo3I'IAHH aurIE6ao'ruqu (reHrauuqIEu, ro6pauurlr{H, aMHKaTIpIH r,I HeryJrM}rqun) xon
Moxe Aa AeJIyBaar ops Qyuxqaj ara Ha BaIIrHor HepBeH cr4creM. flpu ucroopeMeHa ynorpe6a
sa KoJII4CTI4H AnBofEH r'r aMHHorJILIKo3x,qHH arnu6uornqu ce 3roJreMyBa pr{3HKor oA
nojana ua npo6leufl co cJD.xor oAHocHo Apyru HapyrryBar+a Ha HepBHHor cgcreM (au4ere
aer 4);
MlroperrlaKcaropn (lercoBH 3a penaxcaqnja Ha MycKynHTe KoH Hajuecro ce Kop11crar 11pu
onura aHecre:aja); AoKonKy rpe6a 4a Br.r ce H3BeAe xr.lpypuKa hHrepRE4iF{Q( onura
aHecresuja rlu$opuupajre ro Barunor aHecre3hoJrot AeKa cre Ha
AJIBO|EH. ZcronpeveHara yrrorpe6a ua onoj ,rerc h MycKynHh
noreHuupa H npoAonxu Mycxyno_peJraKcaropHr4or e$exr;
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Axo unaare 6olecr ro3Hara KaKo Muacreuuja rpannc (anrouvyua 6o,recr) u cre Harepanr.rja
co Apyil.i asru6uorauH rro3HarH KaKo MaKponHAH (rcaxo Ha npHMep a3HTpOMxrrHH,
K.[aprrpoMHIrI4H plltv epurpour.rrlun) hrh SlyopoxrEuoJroHH (rcaxo o$loxcaquH,
uop$norccaqHH H unrposnoxcarlnH) llcroBpeMeHara repanuja co KO,III4CTI4H AJIBO|EH
Moxe Aa ro 3lorrIeMI'I pHH3HKor o4 nojasa Ha MycKyJrHa cla6ocr u floreurKorggTe co
AHIXeILeTO.
I4crorpeneuara ynorpe6a Ha KOJII4CTI4H AIIBO|EH npeKy untbysrlja H rrpeKy
rauxalaquja Moxe Aa ro 3toneMH pr43HKor Og nojaea Ha HecaKaHu eQexrr.

Epeueuocr rr Aoerbe
Coaemyeaime ce co Baauom dorcmop mu Qapuatleem nped da se.rueme 6uno rcaxoe nex.
florconxy cre 6peueun, ce coMHeBare AeKa cre 6pelreu]i, rrJraHupare ga :a6pena ep;21Te yLnH

AoHTe nerr,rojre Aa ro 3eMare oaoj rex 6es coBer oA Bauruor JreKap.
Hen'ra uoAarolru AeKa KOJII,ICTHH AJIBO|EH uoxe Aa ro orrrrerra Baruuor rrJroA, Ho KaKo
H co cHTe JIeKOBH Bauruor AoKTop fte Bu ro [penopaqa J.reKor caMo AoKonxy repanujara Bn
e HeonxoAHa.

Ma,ra xo,utql4Ha oA KOJIHCTHH AJIBO|EH ce u:lauyaa no uajvzHoro MneKo. .{oxo,rny ue
rlpeKuHere co Aoerbero 3a BpeMe Ha rperMaHor rpe6a BHr4MareJrHo Aa ro cneAHre Baruero
Aere 3a nojaea ua 6u,ro KaKBII 3HauI{ }r AoKonKy :a6elexure HeKaKBa [poMeHa xaj uero .qa ro
Hn$opl,rrlpare 3a roa Bauruor AoKTop.

B.nujanxe nps cnoco6Hocra 3a Bo3err,e Ha anrouo6rrJr rrJrrr paKyBarr,e co MarrrrrHrr
Jlexor KOIIHCTHH AJIBO|EH ce an,ruqupa Bo BeHa H 3a BpeMe ua repanujara co Moxe Aa
Ba ce jasar Hexon HecaKaHu eQexru KaKo BprorJlaBhr-la, rconsysnja r4JrH HapyuyBalre Ha
BnAor. Oslle Hecaxaun 4ejcrra Moxe Aa zrrujaat u M ja Hapyuar Ballara cnoco6Hocr sa
flpolleHyBalse H,!IH Be[ITHHa Ha yrlpaByBarbe co MoropHo Bo3HJto HJrH paKyBarr,e co Ma[rr{Hr4.

Ilouournu cyrrcraHrlrru co uoce6no gejcrno
Jlercor KoJII4crl4H AJIBO|EH colpxr.r roMarrKy oA I mmol (23 mg) HarpHyM Bo eAHa
zujata Lr Moxe Aa ce yrorpe6ysa xaj nnqa Ha Anera co orpaHHqeH BHec Ha HarpHyM.

3. KAKO AA fO yTTOTPEByBATE JTEKOT KOJrr{CTI{H AJIBOTEH
Cercoraut npunajre ro JIeKor KaKo rrrro Bn e npenopaqaHo oA Baruuor reKap r.r ne ja
npercurysajre repanujara ocBeH AoKonKy roa He Br{ fo coBerysa BatxHor JreKap.

loxonrcy He cre cI{typHH xarco rpe6a Aa ro ylorpe6yaare JreKor o6parerere ce :a coner xaj
Ba[rHor AoKTOp.

Bo sasucHaocr oA rtpnquHara:a rcoja [o npuMare (eu4ere Bo AeJr 1 o4 Ynarcrroro), neKor
KOnI4CTI'IH AnBofEH noxe Aa ce arurrauupa rpeKy 6p:a zujenunja (no rercor sa 5
MhHyrH npeKy cnequja,rHo UeBqe rocraBeHo eo Barara reHa) ulu flpeKy 6asHa anjexqgja
(uuSysraja co BpeMerpaelbe oA 30 .qo 60 urary,rra) Bo BeHcKrr KpBeH cag. flonpenreHo JreKor
MOXe Aa Ce annHr,IHpa u npeKy rznjercquja Bo Mo3oKOT HJrH BO p6eruuor Mo3oK.
KOJII4CTI'IH AJIBO|EH uoxe Aa ce annl4lrupa rpeKy nuxa,raquja co noMorx Ha ailapar
lo3Har rcarco He6ylH3arop. Ha oaoj HaqHH rraqneHTor rH BAHrxyBa aepoconaTe o4,rercor (co
rroMoru Ha a[aparr{ero pacrBopor oA JreKor ce pac[pcHyBa ao $uHrz xanxH Kon co
BAlllxyBalbeTo HaBJIeryBaaT Ao oHI{e Ae,'IoBu o4 6elare gpo6oeu KaAe rrrTo ce 6arcrepuure
rcou j a rpeAri3uuxyeaar uH$ercuujara).

Yuorpe6a npexy nndv:nia u,ru uuiexuuia
KOII4CTI4H AIBO|EH ke eH ro annurlrzpa Barruor AoKrop
(ao eena) co BpeMerpaerbe oA 30-60 runuyrrz.

rpeKy

Boo6aqaesa fiperopaqaHa AHeBHa Ao3a 3a Bo3pacHH naqneHru e 9 u
AaBa noAeneHa Bo ABe r{Ju{ TpH noMann 4o:n. ,{orconKy Bauara



noqeroK oA Tepanujara eAHaIx (e sH 6I,rAe AaAeHa rroBr,rcoKa Ao3a oA 9 uuluosl.r eArdHHqH
(y4apna aosa).
Bo uercou cryqa:a, AoKTopor Moxe Aa oAJrrrE Aa AaAe noBr,rcoKa AHeBHa .qoga .qo 12
MIIIIHOHLI eAI,IHLIIIH.

Boo6uqaesa AHeBHa Ao3a 3a AeIIa co reJrecHa re)rcr{Ha ao 40 rr e 75000-150000 eAzHr.rulr na
KlIJIorpaM TeJIecHa rexLIHa, noAeJreHa Bo rpu rroMaJrr{ gosn. flonpeMeHo, raj naqueurure co
rlr,rcTr.rqHa $u6poaa ce AaBaaT noBHcoKr{ AO3r.r.

Ha Aelrara lI Bo3pacHHTe naqueHTu KoI,I r{Maar npo6neuu co 6y6pearEre, BKJr)^r}rreJrHo oH}re
laIIueHTH Kol,r ce na 4nja-rrusa, o6rauno ltMa ce AaBaar rroH]IcKH Ao3r.r.
Bauuor AoKrop peAoBHo (e ja cne.{u cocroj6ara Ha Barrrr.rre 6y6pesu .uoAeKa cre Ha
repanraja co rreKor KOJII4CTI4H AJIBO|EH.

Haqnn na ynorpe6a
KOJtr{CTI4H AJIBO|EH najuecro ce rpuMa rpeKy rnjerquja Bo 3ApaBcrBeua uncrnryuuja.
Jlercor rpe6a Aa Bpt ro aflnuqrrpa o6yueH MeAuTIHHcKH flepcoHaJr. ,{oxoary caMH cH ro
unjextr,rpare JIeKor 4oua Barunor AoKTop rlnu MeAr{quHcKa cecrpa rpe6a Aa Be o6;r.rar xaxo
Aa ro [paBr{Te Toa.

Bpeuerpaerbe Ha rperManor
Baursor AoKrop fte oAryutE KoJIKy rpe6a Aa rpae Baurara repauuja Bo 3aBr,rcHocr oA
TexuHara (Ilureururerot) ua Balrlara I,rnSexuuja. flpr,r rperrvran na 6arrepucru un$exqr{rd oA
roJIeMa BoKHocr e Aa ce flpl{ApxyBare Ao npeflopaxr.rre Ha Baruuor AoKTop il Aa rur [pxMare
cr{Te Ao3r,r oA JTeKOT 3a Aa Ce Cnper{H BJrorrryBarbe Ha [ocroeqKara cocroj6a.

[IHxaJrarI[oHa reDan rl i a (anr H rcau[ i a co ne6vJ[saroD)
Bo cnyuaj Ha aIrrIHKaIIuja ua KOJII4CTI4H AnBO|EH co Hrrxanaquja npery ue6ylusarop
eoo6uqaeHara Ao3a raj rospacnu nalllreHTlr, aAoJrecrIeHTV v Ae\a Ha Bo3pacr uap,2 rogurtu
H3HecyBa l-2 M,utuor. e4vtlarr\vt, ABa Ao rp[I naru Ha AeH (laancuuyu 6 uulptottu eAgHr.rqr.r Ha
AEH).

Boo6uqaenara Ao3a xaj ,ueua Ha Bo3pacr rrc! 2 roAHHr{ r..r3HecyBa 500000-1 Mr4Jrr,roH

e[I,'IJVtr\t4, ABa naTH Ha AeH (rvraxcul,rynr 2 MlunuolHu eAuH[rqE na gen).
Bo gasncoHocr oA Barrrara cocroj6a Barrrnor AoKTop Moxe Aa oAryrrn aa ja npruaroAu
Ao3ara. Axo ncrorpeMeHo ynorpe6yrare H Apyru HHxaJraquoHH npenaparr{ Barrruor AoKTop
rte ne coaeryaa no xoj peAocJreA Aa rr,r npr{Mare.

HaquH na ynorpe6a
Axo cau4 cIa ja ganare Baruara repanuja, npeA Aa nor{Here co rperMaHor, Baruuot AoKTop
r,urH MeAr,rquHcKa cecrpa fte Bu IIoKa}I(ar KaKo Aa to Kop]rcrr{Te ue6ylusaropor.
Onruru I,IHcrpyKIII4I,I: orBopere ro IrJlacrr.rqHoro Kalar{e H BHLIMarenHo oAcrpanete ja
$onnjara oA BpBor na eujarara. Bnuuarenuo rpe6a Aa ro TlsBaAHTe ryMeHHor 3arBaparr a
noroa AoAaAere crepllJlHa BoAa HJrlr crepr,rJreH Susuoloruru pacrBop 3a Aa ro pacrBopLrre
[parxoKor no aujanara H Toa:

- nuja.na co I uuruoH eAI{HI{uu: 2 ml crepunna so4a/Sus}roJrorrrKu pacrBop

Baxa noArorBeHr,ror pacrBop ce r{crypa ao ue6ylusaropor.

BAITHO: He ro ueruajre HcroBpeMeHo rreKor KOII4CTI4H 6u,ro rcoe Apyroriffi"d
effiJ

HHxaJrarruoHo cpeAcrBo Bo Hcr ne6ylusarop.



Axo cre 3eMaJre [oroJreMa Ao3a oA JreKor orKoJrKy ruTo e norpe6no:
Axo cte 3eMaule [oroJleMa Ao3a oA JreKor orKonKy urro rpe6a, BeAHatrr rpe6a Aa ce
nocoBeryBare co Baruuor AoKrop ulu $apuaqeBT vurLt o6parere ce Ao naj6rurcxara
3ApaBcrBeHa ycraHoBa [JrI{ ypreHTeH rreHTap. Ilosecere ro co ce6e flaKyBalbero oA JreKor.
Bo cr$raj Ha rpeAo3l'Iparbe co KOJII4CTI4H AJIBO|EH uoxe Aa ce jaaar cepuosHlr
HecaKaHI'I eSexru BK[yr{I4TerHo npo6leirru co 6y6pesure, MycKynua cna6ocr H orexHaro
Arrtuerre (ax-nyrurenno u sacroj no 4uuerrero).

Ar<o cre sa6opanule Aa 3eMere Jrenor:
Aro canau cH to aIrJrHIILIpare JIeKor r{ ce coMHeBare AeKa cre nporryurr4rre Aa ja seuere
Bamara Ao3a, 3eMere ja no MoMeHTor xora fte ce cerr{re 3a nporrycror a noroa seuere ja
HapeAHara Ao3a rlo 8 qaca (upu pexuru Ha Ao3r{parbe o4 3 [arn Ha 4eu) unu no 12 vaca (npu
pexl4M Ha Ao3I'IpaIse oA ABa narn Ha 4en). floroa, npoAoJrrmere ja namarareparuja clopeA
npeonparraHEoT pe)r(HM aH Ao3r4palbe.

He seuajrc grojna Ao3a 3a gaja ua4ouecrure nporyrxreHara Ao3a.

IIIro ce cnyqyBa axo Haruro [pecraHere Aa ro 3eMare Jrenor:
Henaojre Aa rlpecraHere co 3eMallero Ha JreKor 6es Aa ce KoHcyJrrr4pare co Baruuor AoKTop,
Aypu u aKo ce qyBcrByBare no4o6po.

Arco rutame 6uno xarceu dononuumenHu nparuarba 3a npruvreHama Ha oeoj nerc, o1pameme ce
xaj ceojom dorcmop u"tu Qapua4eem.

4. HECAKAHI,I AEJCTBA HA JIEKOT KOJII,ICTI{H AJIBOTEH
Karo z Apyrure rIeKoBI,I, u KOJIHCTIIH AJIBO|EH iuoNe Aa npeAr.r3BuKa HecaxaHr.r gejcrna
raj ueron nauHeHTH.

Areprucxu peaxrlau
IIpu unrpaneHcKa vrr4 uuxaraquoHa repanlrja (ro oeua uJrr,r lpery unxanaqlrja) Moxe Aa ce
jaoat aleprHcKl'I peaKlrur,I (pearqul,r Ha npeoceuuaocr). Teruxu aJreprucKr{ peaKrlgr.r Moxe
4a ce janar u no yrorpe6a ua rrpBara Ao3a r{ BKrryrryBaar 6paa nojara ,u i"^r, ororrg rro
JI[IIero, jasuxor I{ Bparor, orexHaro Aprruerbe KaKo pe3yJrrar Ha crecl{yBalSe Ha A}rIIrHure
rrarr4rxra u ry6uror Ha cBecra.

Bo rconrcy ce jaoam 3Haqu ua peaxt4uja Ha npeocemrtulocm, eedruaut ofipameme ce rcaj
Bawuom doxmop 1udejriu Bawama cocmoj1a MoJrce da e cepuosHa u MoJrce da uuame
nompe6a od umua ueduquucrca noMoru.
Iloualxy ceppIo3HI'ITe aJleprl{cKa peaKr-luu BKE/qyBaar Hcr{n [rrro Koxara roj uoxe 4a ce
janu noxacuo 3a BpeMe Ha rperMaHor.

Kaj,rr,rqaraKoHynoTpe6yaaarBHcoKaAo3aoAJ]eKoTKoIH@"*o,
vuaar HapylxeHa rfynrcqnja ua 6y6pe:rare Ailv ce Ha HcroBpeMeHa repanraja co MycKy,,rHH
penaKcaHTu HJrIH ApyrH neKoBH KoH HMaaT cJIHqeH e$ercr Bp3 HepBHHoT cr4cTeM nocTo6
noBHcoK pri3HK o4 nojaea Ha Hapy[yBaba Ha HepBHr{or cucreM.
Hajreruxo HecaxaHo gejcrno Bp3 HepBHr.ror cucreM e napaJrlrsa Ha MycKyJrr.{Te oA rpaAHgor
Korrr co flocJreAoBareleu aacroj Bo Ar,r[erbero.
Axo sadenecrcume nomewKomuu npu duweruemo mpe6a eeduaw da no1apame umHa
uedutluucrca nol4out.

Apyru HecaKaHr.r 4icrna Korr Mo,*e ga ce janar ce: qyBcrBo Ha rpHebe HJI
(oco6eno Bo Aenor ua ,ruqero), BprofnaBHrra uttu ry1uroK Ha paMHorexara, /

trs
BO KpBHTIOT rrpHTr4coK HnH npoToKor Ha rcpr (nroryuHTeJrHo u nojaaa ua



TonJrorHH 6panona), Hejaceu roBop, npo6,rervru co BHAOT, rcoHQysuja H M9HT2UTHH
HapyuyBarba (rraefy KoH lI ry6eme KoHraKr co peaJrHocra). Moxe au .a-.;u*, u peaKuHH Ha
Mecroro ua nnjexrupame (rcaxo Ha rrpr4Mep rzpuraquja).
Moxe ga ce janar H HapyuryBarba Ha Qynrcurajara Ha 6y6pesr.rre. Osa oco6eno ce oAHecyBa
Ha JIHuara co [ocroeqKo ollrreryBarLe ua 6y6pexHara Synxqaja vtu Ha oHHe Kopr
HcroBpeMeHo ce Ha repannja co Apyru He$poroxcuqHH JreKoBH (nenoau KoH rr4 orxreryBaar
6y6pe:ure) KaKo H Ha rIauueHTHTe KoH npriMaar [peMHory BtlaoKH Ao3H oA:reKor. osge
rero6n o6uqHo ce noBJIeKyBaar co rIpeKHH Ha rperMaHor HJrrlr co HaMaJryBarLe Ha Ao3ara oA
KOJII4CTI{H AJIBO|EH.

florcotrcy sadenectcume noiaea ua 6uno KaKBu HecaKaHu dejcmoa BKrtyqumerHo u cy.]vtnmoMu
Kou He ce cnoMHamu 60 osa ynamcm$o a 6u uotrcene da 6udam HecaKaHo dejcmeo Ha reKom
RoJTucraH Ar'IBorEH, uu(topuupajme zo Baruuom neKap tnu Sapuaqeei.

Hecarcann eQercru KoI{ ce janynaar [pII rrHxa,raqnoHa repanuja (n4uruynarre na lexor)
IIpa ynorpe6a ua lexor npeKy uuxa,raqraja o6u.{Ho rrocrou ,ro.y rroHH3oK p1a3r46 o4 lojaaa
Ha HecaKaHu Aejcrna 6uaejftra [pI4 onoj HaqHH Ha arrJruKauuja var1a KoJrHr{lrHa oA
KOnI4CTI4H AJTBO|EH aoaia Ao KpBra.
Moxsu HecaKaHIr 4ejcrna ce: KarIlrarLe, qyBcrBo Ha creralbe Bo rpaAHTe sapar1l
crecHyBaH']e Ha AHITIHHTC rIarH[ITa, nojaaa Ha 6olxa, a$ru n HacJrata Bo ycrara H rpnoro
(sapa4a ra6u.rHa uH$exqraja co Candida).

rlpuiasvnan e Ha HecarcaH[re Aeicrea
Axo :a6e,rexure nojaea Ha HeKoe HecaKaHo 4ejcrro, Be noluue Aa ro uu$opuupare
Baruuor neKap u,rra Sapuarleer. osa rr4 BxnyqyBa H HecaKaHr4re 4ejcrra Kou He 

"" 
,uu"a"n,

BO BHaTpeuHoTo ynarcTBo.
HecarcaHure gejcrea oA neKor Moxere Aa ta npujaaure r4 AHpeKTHo Bo HarlrroH€rJrHrror
IIeHrap sa $apuaxoBHrHJlaHua. Co npujaayBalLe Ha HecaKaHlrre aej"rra rplrAoHecyBare Aa
ce KoMrrJrervpaar roAarour4Te sa 6e:6eAHOCTa OA ynorpe6a Ha JreKor,

5. ITYBAILE I4 POK HA YfIOTPEBA
Ilercor Aa ce qyBa [oAaneKy o4 4o$ar na Aerla!

Porc na yuorpe6a
Ilexor He cMee Aa ae ynorpe6yra [o vcrexor Ha AaryMor na ynorpe6a rxro e HaBeAeH Ha
flaKyBa[bero no4 "EXP". I{crexor Ha AaryMor na ynorpe6a e Ao nocJreAHr4oT AeH OA
MeceIIoT IIrTO e HaBeAeH Ha [aKyBa]LeTO.

.{a ce vyna Ha reMrreparypa ao 25oC.

KOfI4CTI4H AJIBO|EH no4rorneHHor pacrBop :a rznjexquja utu un$y:raja rpe6a BeAHar
ga ce ynorpe6u.
KoJIl4crHH AJIBO|EH no4rorBeH,or pacrBop 3a HHxarrarluja rpe6a BeAHarx Aa ce
ynorpe6n. floxo,rxy He ce ynorpe6u re4Haru, o6parere ce 3a coBer *uj ru-ro, AoKrop unlr
$apnaqerr lwgejku pacrBopor e $usnuxu H xeMr{cKr{ cra6ureu Bo rrepr{oA lo 24 qaca at<o
CE qYBA BO JIAAI,I,JIHI4K, HA TEMIIEPATYPA OA2"C - 8OC. HEYNOTPE6CHATA KOJII,IqI{HA OA
rpe6a ga ce $pnu.

MeInqaHcxHTe rrporr3BoAH He rpe6a Aa ce oACTpaHyBaar co ornaAHara BoAa u
fy6pe. flparuajre ro Baruuor Qapuaqenr 3a coBer KaKo Aa rH oAcrpaHr4Te

-ffi
"ff,9noeei(e ue Bz ce norpe6Hn. oeue MepKH rrpnroHecyB aur Eaa" ,utllrrru gutrluru-ono,



6. AOITOTHTTTEJIHII TTHOOPMAIU{I,I
IIIro co4pxrr,rrexor KOJII{CTLIH AJIBOIEH

: KoJrncrr{Merar Harpr4yM (ucro raxa HapeqeH colistin).
EAna ruja,ra coApxu I uulaoH xHrpeHarluoHiurHll e1.lrHvl6 (IE) xolucrvMerarHarpgyM.
IloNtorusn cocrojxu: rlexor KOJII'{CTHH AJIBO|EHHe co4pxu rroMorrrHlr cyncraHqgr.r.

ll:rues Ha rreKor KoJlrrcrrrH AJIBOIEH u colpxrHa Ha rraxyBarbero
KOJTI4CTI4H AJIBO|EH, 1 uurnoH lrHrepHarrHoHzurH, err.rH,rru (tE;, npa,,,oK 3a pacrBop
sa raHjercrlaja, rzu$y:raja vil1 vrrtxara\taja/zujara: crepnJreH, 6er, ,rao6ujrr,BgpaH npu-on 

"o6es6ojna crarureHa aujuaoa l0 ml co upBeHo 
,,,flip-ofl, 

Kanaqe.

locranun ce [aKyBarba co 1 u,ru 10 arajanr.r

IIpou:no4nre,r:
Xellia Pharmaceuticals ApS,
Dalslandsgade I l,
DK-2300 Copenhagen S,

.{ancxa

H91lr19,r na ogo6penrrero 3a rrpoMer ao peny6,ruxa Maxegouuja:
AIIB Of EH IIXAPM A MAKEAOHHJ A AOOEJI f eare;ruj a
Y,r. Bopzc Ku4puv 66
1480 fenrenuja

Haquu Ha H3AaBarbe:
Bo :4paacraeHa ycraHoBa

Bpoj n AaryM na Perueuue 3a craBarbe rra JreK Bo

faryu Ha rrocJreAHa penu:r.rja Ha BHarperrrHoro
10.2018 roAuua
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