
Ynarctso 3a rlaqlreHTor

ColistinAlorma@ 1.000.000 LU. nparroK 3a pacrBop sa unQysuja

Colistimethate Sodium

Ilpouurajre ro rleJro yrrarcrBoro BHuMareJrHo rlpeA Aa noqHere Aa ro ynorpe6ynare oeoj

rer O4qejftu coAplIM BaxHIl unQopruaqnlr 3a Bac

- gyeaj're ro ynarcrBoro, ao clyuaj ,qa Bu tpe6a noBTopHo.

- Arco I,IMaTe AOnonHHTenHIa flpaualra KoHcynTupaite ce co BauruoT neKap

- Onoj JreK Bg e npem,rtuaH BaM. Herraojre Aa ro AaBare Ha Apyru, Moxe Aa vM HaIIITOTI'I

I{aKo I{Maar I,IcrkI cI{MlroMI4 KaKo Baruute.
- Aoronry sa6elexr,rre HeKaKBr{ HecaKaHr,r nojanu, Ir3Becrere ro Bauluot nexap. Tyra

crnfaar I{ oHLIe HecaKaHI,I nojaau KoI,I He ce HaBeAeHI4 Bo yrlaTcTsorc. BI'IAe're Aen 4.

Ona ynarcrBo coApx[:
1. lllro ,p"."rary"a ColistinAlorma@ lI3a Iuro ce ynotpe6YB4 

^2. Illto tpe6a Aa 3Haere rlpeA Aa ro ynope6ute Colistin/Ilorma*
3. Karo ce ynorpe6yea Colistin/Norma-
4. MoNsu HecaKaHH 4ejctna
5. gynane sa Colistin/l'[orma@
6, Co4pNraua Ha [aKyBalLero I'I ocraHarra uuQopvraquu

1. IIIro e ColistinAlorma@ H 3a llrro ce Koplrcrlr
ColistinA{orma@ coApxH aKTHBHa cyncranqr,tja KoJIHcrHMerar HarpI,IyM. Koluctuuetat
Harpr,ryM e asrpr6uorrax. Toj npnnafa Ha rpynara astu6uorulll4 HapeqeHI'I rroJIHMlIK9vIHI/..

ColistinAlorma@ ce AaBa npeKy r.rn(fysuja 3a rperMaH Ha HeKoH BI4AoBH Ha cepplo3Hu uu(lerquu

upeAr43BZKaHr,r oA oApeAeHra 6arrepuu. ColistinAtorma'ce Kopl,Icrt{ Kora ynoTpe6ara Ha Apyru

alclru1uorulll4 He e cooABerHa.

2. IIIro rpe6a Aa 3Haere rlpeA Aa ro ynorpe6nte ColistinAlorm
He ro yrrotp.6y"aj're ColistinAlorma@ Bo cJIeAHITBe cryrrau:
- ,fiorconry cre anepr[.+ru (xunepceHsl,I6urHu) ua KoJII'IcruMerar

Apyr[ IIoJII,IMI,IKCITHI,I.

flpe,qynpe4yBaba H MepKIr Ha rlperra3JllrBocr
Hui[oprr,rupajrc _ro Bauruot reKap, Qaprvraqent LIJII'I MeAIrq]IHcKa

ColistinA.{orma* 4orcoly :

- I4uarezJII,I cre l4Mane npo6leuu co 6y6pesure
- floronry I,IMare 6olect myasthenia gravis

- [oronry crpaAare o4 nop(frapraja

- floromy crpaAare oA acrMa
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Kaj npe4apeMeHo poreHu r{Jrr,r HoBopo.qeHr,r 6e6ut+a, tpe6a Aa ce npeBgear noce6Hu Meprr,r Ha

rlpernelnr4Bocr Kora ce ynorpe6yna ColistinA.lorma' 3apaP4Toa mto 6y6pesu're ce yIIIre He ce

rleJrocHo pa3BHeHrr.

Ynorpe6a Ha Apyrn JreKoBr.r u Colistin/Norma@
I4nQoprtazpajte ro BamuoT JreKap AoKoxKy 3eMare, HeoAaMHa cre 3eMaJIe vtu flr,aHupare Aa
3eMere Apyrrr JIeKoBr,r, BKryr{ureirHo H oHr{e JreKoBr,r Kor4 ce 6es peqenr oA neKap.

,{oronry ynorpe6ynaTe HeKorr oA cJreAHHBe JIeKoBu MoxHo e AeKa HeMa Aa cMeere Aa
yuorpe6ynate ColistinAtrorma@'Ho He Mopa Aa 3HaqH. flosexoraur fte rpe6a Aa npecraHere co
ynorpe6a Ha Apyrr,rre reKoBr4 (lypu H caMo npr4BpeMeHo) ranu uoNe6u fte rpe6a Aa 3eMare

noMaJra .qosu ,a ColistinA{or-a' ,r, rte rpe6a la Be cneAr,r neKapor AoAeKa ynotpe6yaa're

Colistin/Normat. floseroraur, uoxe6u fte tpe6a Aa ce oApeAV Hr{Boro Ha JIeKor Bo KpBra,

oABpeMe Ha BpeMe, 3a Aa ce o6es6eAra 4exaja 3eMare notpe6Hata gosa.

- arnu6uoTrarlr4 - aMHHorJu4Ko3r4Ar,r (so KoH clafaat TeHTaMHIII,IH, to6pauuquu,
aMr,rKarlr,rH, Herr4JlMr,rqun) ra qe(lalocilopr,rHr,r Kolr Moxe ga ntmjaar na Qynrquj ara Ha

6y6pesute. I4cronpenaeHa ynorpe6a Ha oBr4e lreKoBr,r co ColistinA.{orma@ Moxe Aa ro
3roJreMr,r pn3r4Kor oA orrrreryBarre Ha 6y6peeute (era4ere p.et 4 oA oBa ynatctuo)

- a:aru1norurlt4 -aMr4HorJrr,rKo3r4Ar,r (ro rou cnafaar reHTaMr,rquu, to6pauuql,IH, aMI,IKaIII,IH,

Herr4nMurlr.rn) ron Moxe ga wnjaar Ha HepBHIror cLIcreM. I,Ictoupeueua ynotpe6a ua

oBrre JreKoBn co ColistinA.,lorma@ Moxe Aa ro 3roJreMH pt43r,rKor og nojana Ha HecaKaHI{

eQexrra Bo yrxr,rre v Apytv AenoBri oA HepBHr,ror cr,rcreM (uagere Aer 4 oA oua ynarcrro)
- Jlerosure Kor4 ce HapeKyBaar MycKyJrHr4 peJIaKcaHTLt v KoI,I qecro[aril ce Kopl,Icrar 3a

orrrrrra auectesuja. Colistin/Norma@ Moxe Aa ro 3roJreMlr 4ejcrroro Ha oBLIe JIeKoBIr.

Aro 'rpe6a Aa Bvr ce AaAe onrrrra auemesuja, Kaxere My Ha aHecre3lloJloror .qeKa

ynorpe6yna're Coli stinA.{orma@.

[orolry crpaAare o4 uuac'reuraja rpaBr,rc HJrr.r aKo yno'rpe6ysate an'ru6laorl,Iqr KoIa ce

HapeKyBaar MaKponr,rAt4 (riarco a3lrrpoMrrrlllH, KnapHTpoMr,rLtr,IH vrnw eputpouraqnn) vr,ut

asruluorurlrr Kor4 ce HapeKyaaat (fnyopoKuHonoHr (rcaxo oQrorcaquu, uop(fnoKcallrlH I,I

qunpoQnorcaquu), ynorpe6ara na ColistinNorma@ Moxe Ao[onHI4TenHo Aa ro 3roJIeMLI

pr,r3rrKor oA MycKynHa cra6ocr rI florelllrorlrkt tlppt Al,Iuelsero.
Aro ColistinA.lorma@ sa uu0yszja ce AaBa r,rcroBpeMeHo co ColistinA.{orma@ sa uruxatngwja,
Moxe Aa ce 3roneMr.r pr.r3l,rKor o,q nojana Ha HecaKaHz e$erm.
Bperreuocr H Aoebe
He e nogHaro Aanu ColistinAtorma@ uoxre Aa ro o[rreTv rIJroAoT, r{o r(aKo kr cure JIeKoBH tpe6a

Aa ce AaBa Ha 6peueua xeHa caMo AoKonKy e HeoilxoAeH, ,(ononry cte 6perraeHa, ce coMHeBare

AeKa cre 6peueHa arrur fltalanpare Aa sa6peueuute, no6apajte coBer oA Balxlror neKap npeA Aa

ro ynorpe6ynare JIeKor.

luru ioele? Manra Ao3r, Ha ColistinA.{orma@ ce r,BnaqyBaar no uajuzuoro MJIeKo. Aro se

Moxere Aa flpeKr,rHere Aa Aor.rre 3a BpeMe Ha rp )TMaHor co ColistinA.{orma@ ToralI BHI4MareJIHo

na6ry4yeaj're ro xsu 6ufio 3Haqu sa 6orect r,t nn([oprrartpajte ro neKapor AoKonKy
sa6ererc4re Ae

B.nujanne H paKyBarLe co MarrruHH



Kora Colistin/lrlorma@ ce AaBa uHTpaBeHcKr.r Moxe Aa ce nojanat HecaKaHH e([extu raxo
BprorJraBr,rqa, rou$usujauJtu HapyuyBarLe Ha Br,rAor. loronxy oBa ce nojanu, He cMeere Aa
ynpaByBaTe co MoTopHo Bo3r4Jro r4rrv Aa paKyBaTe co MarrrHHpr.

3. Karo ce ynorpe6yna Colistinfl\orma@
Bo gasacHocr oA npr.ruunam (nr.r4ere ,qen 1 oA oBa ynarcmo), Colistinflrlorma@ uoNe Aa ce
aflIfi4t\upa rpeKy 6psa unjeruuja (uo reK Ha 5 uuuyrr,r npexy cneqnjarua rIeBKa ro aeuara) zlr.r
rpeKy 6asHa unjerquja (unQyszja Bo nepuoA oa 30 ao 60 uranyrra) Bo BeHa. ColistinA.{orma@
MOxe [oBpeMeHo Aa ce aAMr{Hr,rcTp}rpa [HTpaTeKaJrHo vttu r,rHTpaBeHTpr,rKynapHo Bo
rleHrpurnHr,ror HepBeH cncreM (CNS).

,[osuparue
Cexorau Kopllcrere ro Colistin/lrlorma@ ToqHo raxa KaKo urro Bu Kaxan neKapor. ,{orolxy ue
cre cr{rypHn upauajre ro JreKapor.

ColistinA.lorma- 1.000.000 l.lJ. hwjar,a, rparxoK 3a pacrBop sa uujexrnparLe ce aAMqtHucrpupa
co r4HJeKrlr{4.

ColistinAtrorma@ 1.000.000 LU./eujaJra, rpar.xoK 3a pacrBop sa anQysujaBuro annuqupa
neKapor KaKo r4HTpaBeHcKa un([ysaja Bo BpeMerpaerre oA 30 .qo 60 nrnnyru.
Boo6[qaeHa npenopaqaHa AHeBHa Ao3a 3a Bo3pacHr4 e 9 vruluouu equHt4\pt u ce AaBa Bo ABe
ulru rput floMaflu 4osu. floxomy Bamara cocroj6a e MHory Jrorra, Ha uoqeroKor oA TperMaHor,
eAHarrr r(e su 6r.rAe AaAeHa [oBrrcora Ao3a oA 9 uunuonu e1t4laul\u (yaapna gosa).
Bo serora cilyqail, AoKTopor Moxe Aa oAnyqu ra Bu AaAe rroBr,rcoKa AHeBHa Ao3a rc 12
MT,TJII,IOHI,I eAHHr,rqU.

Boo6uqaeua AHeBHa Ao3a 3a AeIIa co reJrecHa rex[Ha ao 40 rr e 75.000 ao 150.000 eAkrHt4rlr4 ro
Kl,rnorpaM TeJrecHa Texr.rHa Ha AeH, [oAeJreHa Bo Tpr,r Ao3r,r.
flosucoru ,qosr,r soo6[qaeHo ce AaBaar 3a rlucrr,rrrHa Qu6posa.

Kaj aeuata I,I Bo3pacHlaTe Kolr vtwaar npo6reun co 6y6pesure, BKJryqrrreJrHo rn oHr,re Kor,r ce Ha
yujatmsa, soo6n.IaeHo ce AaBar roMaJrH 4osu. .{ogeKa cre ua'repauuja co ColistinA{orma@
Barrruror neKap peAoBHo rte ja cne.qn rlyurqujata Ha 6y6pesure.

Haquu ua aduuuucmpaquja
ColistinA.{ormat ce AaBa co uujexqlrja, rJraBHo ro 6oluuqa.,{oron
caulz,, AoMa, Baruuor neKap r4nu MeAr.rur4HcKa cecrpa fte sta n
lparxoKor u.qa zujerrvpare Br{crr{Hcra Ao3a oA pacrBopor.
Bpeuempaetue Hq mpemuoHom
Bamnor neKap fte o4nyvu KonKy Aonto r(e rpae rperMaHor Bo

raH(perqnjara.llpu rperMaH ua 6axrepucxn nu(fercqur4 oA rorreMa
IIeJIlror rlr{Knyc 3a Aa rrpeBeH}rpare BnorrryBarf,e ua nomojuara
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Bpeuempaetue Hq mpemuaHom



Bauruot neKap fte se coeeryBasa reKor Ha rpeTMaHoT.

[oro;rry 3erueTe IIoroJIeMa Aora ColistinAlOrma@ og notpe6noro

floro;1xy cMerare AeKa cre 3eMaJre noroneMa.{o3a o.q notpa-6ruru ColistinNor.a@, BeAHaIx

rpe6a Aa ro KoHTaKTLrpare BarIruor neKap IIJII,I MeAI-IqI,IHcKa cecrpa 3a coBer, a AoKonKy rI'Ie He

ce AocrarHr.r, BeAHar.u nojaete 4o naj6rucKr,ror XpreHreH IIeHTap. fiororrry clryuajno BL ce Aa.4e

noroJreMa Ao3a oA rorp.6roto ColistinAlorma@, HecaKaHI,ITe e([erru Moxe lra6ular cepro3Hl4

H BKJryqyBaat npo6lerran co 6y6pe3rrre, MycKylrua cna6ocr LI TeIIIKoruu (na lyptn n npecmnor)

co AnmerLero.

florconry Be rpernpaat so 6orHil\avl,v AoMa oA cTpaHa Ha JIeKap I4nrI MeALIqIrHcKa cecrpa, , a

.*arura A.ra Lrc ja flponyurrr,rne Ao3ara vltvBw6utru Aa1erta noroJleMa Ao3a oA notpe6uoro

ColistinA.,lorma@, Be MoJrr,rMe npaurajte ro 3a oBa JleKapor, MeAI,IqI,IHcKara cecrpa I4nI4

(paprraaqenro'r.

.(oxo.n rcy n pecraHere Aa 3eMaTe Co listin/No.m 
"@.

He npecrauyrajre co rperMaHor npeABpeMe ocBeH AoKonKy JleKapor He BI'I Kaxe Aa npecraHere.

Jlexapot fte o4lyvl,r KonKy Aonto rpe6a Aa Tpae TperMaHot. Aro IrMare AononHlarenHH

npamama sa ynorpe6araHaoaoj ler, nparuajte ro neKapor'

4. Moxnu HecaKaHn gejcrna

Karo u cr4Te JreKoBh) TaRa u ouoj, Moxe Aa [peAI{3BI{Ka HecaKaHIr AeJcrBa, I'IaKo He KaJ cI'ITe

naqueHTlr.

Areprncru pearuuu
tCo* Coliriin/Norma@ ce AaBa r.rHTpaBeHcKV r4ltvt I,IHTpaMycKynHo vnu npeKy uuxalaqltja,

MoxHo e Aa HacraHe aneprr4cKa pearcqr,rja. Cep tosuata aJleprucKa pearrylja Moxe 4a ce nojaru

Aypv t4 no ynorpe6a Ha rrpBara Ao3a r,1 Moxe Aa BKryqu 6peo uupelbe Ha ocplr, roreKyBalLe Ha

Jrr,rrlero, Bparor u jasuror, HeMoxrrocr 3a AI4uIeIbe rIopaALI cTecHyBane Ha AI4[IHI4Te narl'Ilura I'I

ry6erre Ha cBecr.

.{orcO.nrcy [orIyBcTByBaTe 3HaqLI Ha aaeprficKa peaxquja no6apajre IITHa MSAI{IIHHcKa

NOMOIII.

florraanry cepr4o3Hr{ aneprr4crr4 peaKr-urr4 BKnyqyBaar ocl4tr Ha Koxara roj ce uojanyna roAoIIHa

3a BpeMe Ha TpeTMaHoT.

Hecarasure 4ejc'rua ron uujaar Ha HepBHI'IoT cllcreM IIoB

rpr4 roBI4coKI4 Ao3H na ColistinAlorma@, rcaj rruqa co 6y
e AeKa MOXar Aa HacraHar

KaJ OHr,re KoI{

Ha HepBI{Te.

AI,rmetLe

3eMaaTMycKyJIHI{peJIaKcaHTI{I4nI4ApyruJIeKoBI,Icocnl4qHoAeJ

Hajcepuosuo oA MoxHI4Te HecaKarur lejctna Ha HepBHIaor

3apaqr flapanv3a Ha rpaAHI'Ire MycKynI{. ,[orco.nry Hcrcyc

Strr.rnuaDl

AHureH'ero rpe6a ga no6apare I{THa MeAHUIIHCKa nOMOlIr.
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Apyru MoxHrI HecaKaHrr 4ejcrnaa BKJryqyBaar orprHarocr prnu flerlKane (oco6eHo oKony
luqero), BprornaBllqa vIM ry6erre Ha paMHorexa, HarJrrr [poMeHr,r Bo KpBHr,ror npurr,rcoK rrnlr
KpBoroKor (oxnyuyname HecBecrurlr.r r.r rorJrorHu 6pauonu), HejaceH roBop, npo6leuu oo
BlIAor, xon([ysr,rja il MeHTaJIHn npo6reun (nrayuureJrHo r.r ry6eme Ha qyBcrBoro sa pearuocr).
MoNe AavMa peaKrlt4r.r r,r Ha caMoro Mecro Ha unjerqrajara, KaKo upuraquja.

MoNe 4a ce jauat I,I HapylnyBarbe Ha Qyururajara ua 6y6pegure. Osa oco6eHo ce oAHecyBa 3a
npIIIa KoLI sefte uNaaat o[IreryBarLa ua 6y6pexHara QraHrlluja urru Ha Kor4 t4croBpeMeHo r,rM ce
.qasa ColistinA'{orma@ co Apyru ue(ppoT orcrrqHu JreKoBu vrlrvt Ha oHrae Ha Kor.r r.rM e AaAeHa
IIpeBLIcoKa Aosa. OBI,Ie npo6reuu soo6uqaeHo 6u rpe6ano Aa ce HaMaJrar AoKoJrKy ce npeKr4He
co rperMaHor r.rJrr,t AoKonKy ce HaMaJrr.r Ao3ara na ColistinAtrorma@.

,{oronxy ilMare HeKaKBI,I HecaKaHV 4ejcraa, s6opynajre co JreKapor. Tyra ctaiaar v HecaKa:r,vr
gejcraa Kor4 He ce BKnyr{eHr.t Bo y[arcrBoro.

rlDllianvsarre Ha HecamaH[re neicrna
[oronry I{Mare HeKaKBI,I HecaKaHr,r 4ejcrna, s6opynajrc co Baruuor neKap nnra ([aprraaqenr.
Tyra cnafaar ceKaKBLI HecaKaHu gejcrzau oHr,re Kort He ce HaBeAeHH Bo yflarcrBoro. Co
npnjanynarrero Ha HecaKaHI,ITe 4ejcrna Br,re Moxere Aa [oMorHere Bo Ao6usarLero ua none(e
uuQoprvraqra u sa 6es6e AHocra Ha neKor.
Hecarauute peaKIIu[ oA JIeKor Moxe Aa rr{ npujaerate Bo Haqzouaruuor qeHTap 3a
([apuaronurunaHlla npu Areuqujata sa JreKoBrl h Megrut\krHcKt4 cpeAcraa (ya.Ca.Kupvrl u
Metograj 6p.54 rcar I ) utu no eJIeKTpoHcKr,r rrar rpeKy ne6 crpauara Ha AreHqr.rjam
http : I I malmed. gov. mk/

5. rlynarre na Colistinfl\orma@
Vynajre ro neKor roAaJrery oA Aeqa.
He ro Kopl,Icrere ColistinA.,lorma@ no AaryMor Ha Kopr.rcrene rcoj e HaBeAeH na ryrnjara v Ha
erllKerara Ha aMnynara lro ogsarara EXP. ,{aryrr,tor Ha r4creKyBame ce oAHecyBa Ha
rrocJreAHVoT AeH BO AaAeHr4OT Meoeq.

[a ce qyBa Ha reMreparypa Ao 250C. Hyrlajre rH tujatrure Bo HaABoperrrHoro KaproHcKo
laKyBarbe.
Io peroHcturytluja Ha pacrBopot sa uujerrr4paue u uuxataquja vcruor rpe6a Aa ce Kopr.rcrr.r
BeAHarIr oTKaKO e nOATOTBeH.

Ce urro fte ocraue oA pacrBopor rpe6a 4a ce Qpnr,r.
He ro r[plajte JIeKor I,InI4 AenoBI{ oA Hero rpeKy oABoAor r4nr,r rpeKy AoMarxHr,ror orflaA.
flpauaj're ro Baruuor Qapuaqenr KaKo Aa ru orcrpaHr4Te JreKoBt4Te Korz He I/CTilTE
nose(e. Co osze Mepxn npr,rAoHecyBare KoH sarrrrnTa Ha oKoJrr.rHara.

6. Cogpxuna Ha rraKyBarcero u ocraHarlr unQopruaqun
IIIro cogpxu Colistin/I'{orm a@

npor,r3BoA coApxr.r roMaJrry o4 I mmol Harpr4yM (23 mg) uo eujala.
Karco rr3rJreAa Colistin/Nor-a@ H coApxnHa Ha rrarcyBamero

ArrrsHa cyncmuqvrja e KoJrr,rcrlrMerar Harpr,ryM. Cercoja aMrryna co
cyrcraHrlrnJa KaKo rpauoK eAHaKoB sa 1,000.000 I.U, Herr,ra Apyrn



Colistin/Norma@ 1.000.000 I.U./nuja.na, nparloK 3a pacrBop sa unQyouja

Kaproucra ryruja Koja coApxv eAHa craKJIeHa sniala,3aneqareHa co Kaflaqe Koe ce orBopa u

ynarcrBo KaKo cocraBeH AeJI OA naKyBaILeTO.

Ilpournognre.n:^
Cotistin/Norma@ 1.000.000 l.lJ.huiam, fipalxor 3a pacTBop ra unQysuja

FAMAR AVE Alimos Plant, fPuuja

Mecto Ha npolr3BoAcrBo
Colistin/Noi."t 1.000.000 LU./nuja.na' rparror 3a pacrBop ra nnQysuja

Xellia Pharamaceuticals ApS Dalslandsgade 11, DK- 2300 Copenhagen S, ,{aucra

Epoj u AaryM Ha o4o6peulre 3a npoMer so P.Marcegonuja:

Colistin/Norma@ 1.000.000 I.U./nujaira, rpaluoK 3a pacrBop sa uuQysnja:

Ha.uu Ha Ir3AaBaIse Ha JreKor:

Jlexor Moxe Aa ce yroTpelyr,acaMo Bo 3ApaBCTBeHa yctanona (3).

Hocure.n ua ogo6peuHe 3a cTaBaILe Bo npoMeT II yBO3HHK eo P'Cenepua Marce4ouuja:

nlrHAeH

I4HAEH

HA TEKCTOT

farnHoc @apu

Yr. 34 6p.
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