
3FI4PEH I43BEruTAJ 3A. OCOEI,IHI4TE HA JIE

1. I{ME HA ME/{I,I[U{HCKI{OT IIPOI,I3BOA

Humalog Mix25 100 elunrzqn/ml, cycleusuja sa znjerrupame Bo rrarpoH
Humalog Mix25 100 erluurzr{u/ml KwikPen, cyoreH3uja sa nHjenrupame
IICHKAJIO

2, KBAJILITATI{BEHIIKBAHTI,ITATIIBEHCOCTAB

Ceroj ml coApxra 100 elunuqr4 uHcyrrvH Jrrrcnpo (ernrEnalenruu Ha 3,5 mg).

Humalog Mix25 ce cocroH ol25Yo lrHcyJrr.rH Jrr4cnpo pacrBop u 75Yo uncy
cycneu:uja.

ilaroon

Ceroj narpoH coApxu 300 elrznaqu r4Hcyrrvr:a Jrrrcnpo Bo 3 ml cycneu:uja.

KwikPen

Ceroe [perxoAHo HarroJ]Hero rreHK€uro coAp)Kr,r 300 eanurzqvr LrHcytuH Jrr{cnpo
Cenoe KwikPen Hc[opax{yBa 1-60 eAunnuu Bo r{eKopl4 o4 1 e4nunqa.

snpousae4eno op, E. coli co perou6rEHaHrHa,{HK rexHonoruj a.

3a rourre:rna Jrrrcra Ha excrlunraeHcr4 Br{Aere AeJr 6. 1.

3. @APMAUEBTCKA OOPMA

Cycneusuj a sa uHj errupalre.

Eera cycnensnja.

4, KJII4HI4qKI,I KAPAKTEPI4CTI,IKI,I

4.1 Tepanenrcn[ uHArrnarlurr

Humalog Mix25 e HHAr,runpau sa repanraja Ha rar{neHtu co guja6erec MeJI
r4HcyJrHH 3a oApxyBarbe Ha HopMaJrHa xoMeocra3a ua rnurenujara.

4,2. [ornpan e rr Haqr{H Ha aAMr{Hrrcrpaqnja

,Ilosupalbe

,{osara ja oApeAyBa JreKapor, cnopeA n
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IIperxoAHo HAIIOTHCTO

r4H Jrr,rcflpo npoTaMHHcKa

eo 3 ml cycneu:uja.

Ha KOr4 r.rrrr e norpe6eu



Humalog Mix25 ce AaBa KparKo BpeMe npel obpon. Kora e HeonxoAHo, Humalog Mix25 ce AaBa KparKo
BpeMe nocJre oopoKoT.
Humalog Mix25 ne cu

og Mix25 ce AaBa co noMoru Ha norKoxHa unjerquja. fIoA uueAnu ycjroBr4

Ep: noveroK 14 paH nrr Ha aKrHBHocr e ga6enexaH nocJre cy6ryraua aguuHucrpaquja Ha Humalog
4o o6poxor.
o4 Humalog

Mix25. Ona oro:uoxy Humalog Mix25 Aa ce aAMr4Hucrpr4pa Bo BpeMe 6nusy
Bpeuerpaemero Ha 4ej Boro Ha uHcyrnu irr4cnpo [poraMr4HcKara cycneH3uja roja e 4el
Mix25 e crl4rrHa Haraa 6a:anHnor r4Hcynr4H (NPH).

Bpeuerpaerrero Ha 4ej KaJ ceKoJ r,rHcyJrr4H Bapupa raj pa^unuun hHALrBr4Ayr4 prrrpr rcaj racra

Aa ce aAMr4Hr4cTpnp a r,rHTpaBeHcKr4.

BpeMurba. Karo u rcaj crzre HHcyJrr4HcKr4 npenaparr,r, BpeMerpaerbero Ha
Mix25 3aBr4cr4 oA Ao3ara, Mecroro ua uujexrupane, KpBocua64ynanero,

AKTI4BHOCT,

yBarbe norpe6ure 3a r,rHcyJrr{H Moxe Aa 6ular HaMaJreHH.

oxe Aa ovr4aT HaMaJreHr{ KaJ naqr4eHTr{ co xenaTaJrHo HapyuyBarr,e nopaAr4
rJryKoHeorcHe3a 14 HaManeHoro pa3JroxyBame Ha r,rHcyJII{Hor; Bo ceroj cny.laj,
o xenararlHo Hapy[ryBa]be, 3roJreMeHara pe3r4creHqraja ua r,rHcyJrr.rH Moxe Aa

3AUHCytrprH.

A4r,tuHncrpaquja na Hu log Mix25 raj leqa not 12

uHIr4Br4AyA BO pa3rnr{H

4ejcrnoro Ha Humalog
reMneparypara n Qusuu

CneUurbuuuu nonvnauuu

By1pecrcuo Hapywysarbe
Bo cnyuaj ua 6y6pexno

Xenamanuo HaWw
Ilorpe6nte 3a r.rHcyJrr{H

HAMAJIEHI4OT KAI]AUI4TCT

r<aj naqraeHrra co
BO,4I4 NO 3TOJIEMCHII

Iledujampucrca

cryqal Ha oqeKyBaHa Kop cnopeAeHo co pacTBopJrr4B

fo.{t4Hr,r rpeoa Aa ce 3eMe Bo npeIBHA CaMO Bo
rrHcyJII{H.

Cy6xyrauara aAMrrH

Ha r4HJ eKrr{parLe Tpeoa
Bo poK oA npHoJ[rxHo
aMl4Jror4Ao3a (nulu let 4

quja rpe6a Aa 6uqe Bo HaAJraKTr4qa, 6yronu, 3aAHr,rK, ulu a6Aorr.reu. Mecrara
ce porr4paar, TaKa [rro r{cro Mecro He rpe6a Aa ce Kopr{crn nonefte oA eAHarx

Meceq co ueJr Aa ce HaMaJrr4 pr43r4Kor oA Jrr4noAr4crpo$uja pr KoxHa
u 4.8).

Kora ce
ocnrypa
Maavpa.

aAMnHncrpvpa
ICKA HC E

KyraHo rpe6a ga ce BHr4MaBa Kora ce rzujexrupa Humalog
Bo KpBeH caA. flo unjemupame, Mecroro Ha raHjemupame

Mix25 3a Aa ce

He rpe6a 4a ce
flanuenrure Aa ce eAyrlupaar 3a cooABerHr4Te rexHr4Klr sa raHjercruparre.

KwikPen

KwikPen ucnopauyna 1 60 e4unut\u Bo qeKopra oA I eAHnqa

AO3a Ce U3Or4pA HA eAkrHU Epojor Ha eArrHr.run e rpu

4.3 Konrpaunguna

r4parbe. llorpe6Hara
HA TIEHKAJIOTO.

',S o= JK\///h -r: 
oi'y ffixzt(fr -s;
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lloeoceunnocr KoH aKTH aTa cyncTaH\r4Jaurn HeKoJ oA aer 6.1..



Xunoruureunja,

4.4 IlocedHu rpeAy[peAyBarba r Mepnn Ha [perrra3JtrrBocr

Cre.{ltrzsocr

Co qen Aa ce no4o6prz cJreAJrr{Bocra ua luonorrrKl4Te JreKoBr4, r4Mero
aAMr4Hr{crpupaHr4or npor,r3BoA rpe6a jacHo Aa ce eBr{AeHrr4paar,

flo4 urae4uu ycJroBr4 Humalog Mix25 He cMee Aa ce aAMutvrcrpvpa r4HrpaBeH

Ilpedpnarre ua nauueHl ua Apyr run ulu 6peHA Ha uHcytus

Kora ce Bpurz npoMeHa Bo rrrnor ulu 6peH4or Ha r4HcyJrr,rH rrrro fte ro npu
crpora cy[epBu3r,rJa Bp3 rrarlr4eHTr4Te oA cTpaHa Ha Me.(urlr4Hcru luqa, lI
(nponsno4urelor), rrrrror Ha lrHcyJrraH (regular/soluble, NPH/isophane, u.
(xl4Borr.rHcKr4, xyMaH, a.HaJrof Ha xyMaH rzucyluH) ulvltu metoAor Ha npor4

IHK uactporr,r HHcyJrr4H oI )Kr4Borr.{HcKo noreKJro) rr,toNe Aa p*yJrrr.rpa co n

Xnnoruuxeuuja n xuneprlnrceuuja

Cocroj6u Kor{ Moxe Aa AoBeAar Ao paHr4, npeAynpeAyBarrKrz cr4MrrroMu Ha
r4Jil4 rroMaJrKy r43pa3eHu BKlyrlyBaar AoJrro rpaerbe ua 4uja6eror, r4HTeH3I{Br4

4raja6eruuno sa6olyname Ha HepBr4Te lrJrr4 JreKoBr4 raro 6era-6JroKaropr{.

Hexolny [aqI{eHTH KoIr Aox(I4Bezue xl4l]orJu{KeMr{rrHr{ peaKIIuLI nocJle
HHCyJIIIH CO XI4BOTHHCKO rrOTeKJrO Ha I4HCyJrr4H O,{ qOBer{KO TIOTeKJTO

rrpeAynpeAyBrrKH 3Harlu Ha XHrlorrrr4rerruja 6une nolra.lKy r43pa3eHr4,
sa6eneNeura raj nperxoAHrror r{HcyJrr4H, HeroperupaHH xr,rnofJrr4KeMI4c
peaKrIHH Moxe Aa [peAr.r3BnKaar ry6urorc Ha cBecra, KoMa r4Jrrr cMpr.

Vnorpe6a Ha HeaAeKBarHH Ao3r4 r4rrr4 ttpeKHH na repanrajara, oco6euo
Moxe Aa BoAr,r KoH xr.rnepfJrr4Kevuja utu 4uja6eruuHa Keroar{rrAo3a,
JICT€UIHII.

Texunra ua uujexrupame

flaqueurure Mopa Aa 6u4at ynareHpr Aa Bprxar KoHrr4Hyr{paHa npoMeHa Ha

Aa ce HaMaJrr4 plr3r4Kor oA pa3Boj Ha Jrr4rroAacrpo$raja 14 KoxHa aM
pIz3HK oA oAiroxeHa ancoplquj a Ha HHcyIruH r4 BJrorxeHa KoHTpoJra Ha rJrH
r,rHcyJrr4H Ha Mecra co oBrre peaKrlr4r{. flpnjaneno e AeKa Heua4ejuara
nuj emupane Bo Herper rrpala o6lacr p*yJrrr{pa co xunorJrlrrerrar.rj a.
npenopaqyBa no npoMerrara Ha Mecroro Ha lrujexruparbe r{ rpe6a ga ce
Ao3ara ua aurupuja6eru.{Hra Jr-eKeBr4. .

llotpe6u sa uucynuH r,r nprararonysame ua aosa

tr'Ta\
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llorpe6ure 3a r4HcyJrrrH Moxe Aa ce 3foJreMar norpec14.

u 6pojot ua cepuja ua

[arIHeHTIITe, [OTpeoHa e
HI4 BO JaqHHara, OpeHAOT

.H,), nu4or Ha r{HcyJrHH

creo (perorr,l6uHaHrua
HI4 BO,IIO3ATA,

nofJrr4KeMHJ a pa3IUr{Hr4

Ha I{HCyJrrrHCKa Tepanr4j a,

ua repanujara o4
rrprzJaBHJre AeKa paHprTe

14 pA3ilI4rIHU, OA OHI4e

r4Jrr4 xr4neprJr14KeMHcKr4

KaJ u JIHH 3aBHCHITOT Ar4JaoeT,

cocroJ KOH CE TOTEHIII4IAJIHO

ua uujerrurparbe 3a

flocrou noreuqujaren
njara no unjexquzre ua

poMeHa Ha MecToTo Ha

HA TJIVKO3A BO KOBTA CE

JreAa rrpzJraroAyBarbe Ha



llo4ecynane Ha Ao3ara HA I{HCYJII4TI I{CTO TAKA E

AKTI4BHOCT I{JI}I CO N Ha BOOOnqaeHaTa .rlr4eTa.

norpe6Ho raj naquenrr,r co 3roJreMeHa $u:nuna
(Dngnqru nex6u BeAHail nocJre o6porcor Moxe .{a

ro 3roJreMaT pr43r4Kor oA rro|JII{r(eMI! a,

llpr.rjaneuu ce cryqar4 H

co I4HCyJII4H, OCOOeHO KaJ

BHhMaBa Ha oaoj $axr
Axo ce Koprrcrr.I BaKBa

3}IAIIH IA CHMIITOMH 3A

:a6eneNar 3HarIH Ha

npeKr.rHe.

flaqlreurure rpe6a 4a
ceroe uujemnparbe 3a

KwikPen KaKo r{ co Apy

O,4 ryr<a, 6aparrero ra
Mepar{oT Ha Ao3I4 Ha ne
ceKofatrr pa go1usaar

cpr{eBa zncy$uqueuquja rora nr4ofJrr{raio:a 6v.n ynorpe6en no rouOnuaqraja
rraqr4eHrn co pr,r3r4r( Qarcrop :a pa":noj Ha cprleBa r.rHcy$nqueuqnja. Tpe6a 4a ce

ce nJraHnpa repannja co rona6nHauuja oA nr4orJrnra3ou rz Humalog Mix25.
5nuaguja, naqr{eHrr4re rpe6a .4a ce ua6ry,qyBaar 3a MoxHara nojana ua
Ba r4ucyQr4qr4eHr1raJa, 3roJreMyBar$e Ha reJrecHa rexr4Ha H eAeM. Ar<o ce

rxyBarbe Ha cprleBr,rTe cuMrrroMrz, repanujara co nr4ofJrr4Ta3oH rpe6a 4a ce

coBeryBaar ceKoram la ja nponepyBaar HaJlenHrdrlara Ha uHcyrrnHor npeA
ce cnpeqar ctyuajun Merrrama nonleiy ABe pa3Irr4qnu jauuuu Ha Humalog

14HCyJrr,rHcKI,r npor43Bo.4r4.

flaqzeHrure rpe6a nusye Ho Aa rr,r npoBepyBaar us6panlrre e1lrHkrr\v Ha Mepar{or 3a Ao3H Ha rreHKanoro.
or4HJeKTr,rparbe Ha rrarlr4eHTr.{Te e nopaAl4 Toa [rTo MoxaT Aa ro npoqr,rTaaT

. flaqueumre Kor4 ce cJlenr4 Lrltkt r4Maar cla6 nu4 Mopa Aa ce coBeryBaar
olx oA Apyro JII4IIe Koe uua 4o6ap BVA t4 e o6y.ieHo sa ynorpe6a ua

HHCyJTT4HCKOTO CpeACTBO.

Excuuneucu

Onoj rr,relrzqr4HcKu rrpor43

Hatpuylra".
coApxr,r noMaJrKy o4 I mmol Harpr4yM (23 mg) Ha Ao3a, oAHocHo e "6e3

4.5 I4nreparcquja co Apyru JreKoBn HJrn Apyrn Qoprvru Ha unrepanqnja

florpe6ure 3a uHcyJrr4H

4ejcreo, KaKo Ha rrp.

repanuja, 4aua:on, 6era2

Aa ce 3roJreMar npr4 ynorpe6a Ha HeKor4 JreKoBr4 co xuneprJruKeMr4r{Ho
JlHr4 KOHTpaqerrTHBr4, KOpTHKOCTepOT,TAH, rrrpl Tkrpou4Ha cyncTr4Tyrlr4oHa

ynarrr (raro Ha np. pr,rroApr,rn, cal6y:ranrol, rep6yranuu).

florpe6ure 3a vncyrrrn MO)Ke Aa Ce HaMaJraT BO npr4CyCTBO Ha OApeAeHr.r JreKOBr{ KaKO OpaJrHr4

XI4NOTJII{KEMI{UH. CAJfi4 aru (np. arlerr4JrcaJrr4rlr4.[Ha xuceluHa), cyl$a auru6uorurlu, oApeAeHH
aHrr,rAerrpecaHru (MAO
uuxu6uropn (nanrouprz
oKTpeoTr.rA r4irw aJrKoxoJI.

umxu6uropv, ceJreKrHBHr4 ceporoHr4n peanrejrc uuxu6uropu), Hercou AIIE
, erraranpul), aHrr4oreH3r,rH II peqenrop 6loxaropu, 6era-6loxaropu,

Meuanero na Humalog

llorpebua e KoHcyJrr

Mix25 (nu4ere gen 4.4).

4.6 @epru.nnrer,

EpelreHoc:r



llo4aroqure oA roJreM 6poj usloxeHu 6peueuu xeHri Ha HHcyJTHH He yKaxay
oA HHcyJrr.rH Jrr4clpo nps 6perr,reuocra, Hury nps s4panjero ua $erycor/Honopo/

Kaj uaqueurKr.{ co HHcyJTHH 3aBr,rceH HJr}r fecrar{Hcru 4rzja6er BalKHo e Aa ce (
uureuzjara Bo reKor ua dpeueuocra. llorpe6r4re 3a vrHayrrvl o6uquo ce
npBl4or rpl'IMecrep, lI ce 3roJleMyBaar 3a BpeMe Ha BTopLIor II Tperl,Ior
flaqueumz xou sefte uMaar gnjaler rpe6a ga ro rr3Becrar JreKapor AeKa
6peueuocr. 04 eceuqujaJrHa BaxHocr naj 6perr,reHure xeHr,r e MoHr4roplrHf
onruroro sapasje.

.IIoerre

flaqneHrru co 4uja6erec xorE 4ojar Moxe Aa wvraar norpe6a oA npr4irarcAy
,4r,rera ulu o6ere.

(Deprulurer

Lrucu,uu JrHnpo He rrpeAlr3Br4raJr HapyuyBarba na $erycor Bo cryAr4r4
aer 5.3).

4,7 B"unjanue np: cnoco6uocra 3a Bo3erbe H yrrpaByBarbe co MaruHHrl

Moxuo e cnocodHocra Ha rrarl'eHrr4Te Aa ce KoHrleHrprrpaar u La pearu
pe3yJrrar Ha xHrrorJrurceuuja. Toa uoNe Aa6ule 14 pr43r,rqHo Bo cHryar{uu
oco6eso 3HaqeH,e (np. ynpaayBarr,e co Bo3riJlo r4tru oo Malriulu).

llaqueHrure rpe6a 4a ce coBeryBaar Aa us6eruynaar ynpaByBalbe
xurrourHKeMUUUr,r COcroj6u, oaa e oco6eno BaxHo rai oHue co HaMaJreHa c
r{ecr}r errr3o[V Ha xr4rrorurprKeMraja. conerure 3a Bo3erbe rpe6a Aa ce 3e
curyawu.

4.8 Hecarcanu eQexrn

36HpeH rasseuraj ga 6esdeaHocHkor npodurr

Xunor,rurceurzja e Hajuecro HecaKaHo 4ejcreo rcaj nucyrrzucKara repan uja. T
Ia.AoBe,qe 4o ry6urorc Ha cBecra, 14 Bo eKcrpeMHu crry!,au cvpr. He Moxe Aa
r<oja ce janyra xuflorJruKeMujara, lwrcjku ncrata saBareu oA npuMeHara A(
sarcropu KaKo Ha np. oA pexr4Mor Ha ucxpaHa Ha narr'eHror H HeroBara 6zsu.I

Ta6enapeH npernen ua Hecarcasn peaxqna

Hecarasnre peaKr-lt{u o.q KJr}rHr4qK14 cryAuu Kor4 qe [oBp3aHa co ylorpe6ara ua
cof JracHo MedDRA npen opar{aHri:repMr,rHr{ rro KJI CKKI CUATEMil U
IIHIII,IAeHTIa (MHory r{ecro: > 1/10: qecro: > esoo6r4qaeH
perKo: > 1/10,000 ao < 1/1,000: uuory
AocranHr,rre [oAarorlr4 ).

Ha HecaKaHr4 peaKrlr4r4

HqeTo.

Aoopa KoHrpoJra Bp3

HAMArryBaaT 3a BpeMe Ha

Mecrap o4 6peueHocra.
opeMeHr4 urrv wraHr4paaT

ulrrcelrzjara, KaKo rz Ha

Ha AO3aTa Ha HHCyJruH,

14 Ha xr4BorHr4 (Br,r.qere

Aa or,rAe Hapy[reHa KaKo

osue cnoco6Hocrr,r ce o.{

BO3rrJrO 3a BpeMe Ha
OCT I4JII,I OHUE KOI{ UMAAT

BO npeABr{A BO OBr4e

Ka xHrrorJrr4KeMr4J a MOXe
oApeAr4 QpeKBeHrIr4J a Co

Ha HHCyJrlrH 14 Apyfu
AKTLIBHOCT,

JreKoT ce AaAeHkr noAoJry
peAocJreA Ha o[araqKa
> 1/1,000 ao < l/100:

o3Haro (He MOXe Aa Ce npoqeHr{ oA



MedDRA Krracu Ha

opraHcKH cucreMl{

Henoo6uqaeno

Hapyuynama Ha v

Jloxanna anepruja

Cucrerracra aneprnja

Hapyuryearsa na

Jluno4ncrpoQuja

KO)I(Ha aMr.rJrOUnO3a

Bo palrxnre Ha ceKoe Sper<Qeuqnjara, HecaKaHr4re peaKr{un ce AaAeHr4 no
peAocJreA Ha onafaqKa

Jlorcanua anepzuja

9ecra e JroKaJrHa aJrepfu rcaj naqr,reHru. I{pneHuno, nore}r,e u cnpa6ex Moxe Aa ce jaaar Ha Mecroro Ha

aAMr4 Hr{crpaquj a. Cocro ce no4o6pyna 3a HeKonKy AeHoBrd ,{o HeKoJrKy HeAeJrr4, Bo seHora cryiar4,
cocroJoara Moxe Aa ce Ha Apyru Qarropu, KaKo r,rpr4rar{uja op, cpeAcrBara 3a xr4fr{eHa unu cna6a
TexH[Ka Ha HHJeKTr4pa

Cucmencrca a,tepzuja

rpynr4paBe corJracHo
pr403HocT,

lloj anara Ha cr4creMcra
Ha HHcyJrHH. Taa lroxre
fpaAHTe, HaMaJIyBarbe

a e perKa, Ho noreHqnjaJrHo rrocepr4o3Ha e reHepaJru3r4panara atepruja
Aa npeAr43BHKa ocrlfl IIo qenoTo TeJro, HeAocTaToK Ha Bo3Ayx, cBr.,rperbe Bo

a KpBHr,ror rlpnTprcoK, sa6praH nyilc, prrvr norerbe. Terurure cryvapl Ha

MO)Ke na ce onacHr4 rro )KlIBoToT.f eHepaJrn3r4paHa aJreprv

Jluno4ucrpo$uja u
O.IIJIO)KH JIOKAJIHATA AIICO

eo o6racra Ha nujemu
gen 4.4)

Edea't

flpnjaneHra ce cryqar4
KoHrpoJra e no4o6peua

aMr4Jror.rAo3a Moxe Aa ce noJaBaT Ha MecToTo Ha r.rHJeKTr{parbe v Aa ce
rlpoMeHa Ha MecToTo Ha r{HJeKTr.rparbe

MOX(e Ia nOMOrHe BO Ha yBarbe Ha oBr4e peaKr.luu (Br4AH

eAeM rrpr4 r,Hcynr.lHcKa xonHo cta6ara laera6olHa
uHTeH3r4Br4paHa HHCyJIT,THC



flpttjanysarbe ua rvrONura HecaKaura pearuuu

llprajanyaarrero Ha MoxHHTe HecaKaHr4 peaKqr{u nocJre craBarbe Ha MeArzqr,rH
e BaxHo. Toa ososNao)KyBa KoHrr,rHyr{paHo cJreAerLe ua ropucr/pusux
npoAyKr. 04 s4pancrBeHr4re pa6oruuura ce Oapa npujanynane ua ceroja v
Arenqujara 3a JreKoBr.r r{ MeAr{qrrHcKrr crpeAcrBa Ha penyOnura cerepua Ma
Mero4rlj 6p. 54 Kar 1) uilu no eJreKrpoHcKu nur ilpeKy se6 r

http : //malmed. gov. mk/.

4,9 Ilpego:upane

Lrucyttuuure HeMaar HeKord crpofr4 4e$uHuquu 3a rrpeAosr4p awe 1upejkw
fJryKGara ce p*yJrrar Ha KoMrrJreKcHr4 r.rHTeparqun nolrefy r4:HcyrlklHaKu
rJryKo3a r4 Apyrpr rr,rera6olurz npoqecu.
Xunouurelruja uoNe 4a ce jaelr KaKo p$yJrrar Ha npeKyMepHa vHcyrrulcKa a
co 3eMalbe Ha xpaHa r4 TpoueH,e ua eHepruja.

Xnnorlureuujara rr,roNe Aa e acoqupaHa co 6anuocr, rcoH$ysraja, rraJrrurar\u
nonpa(ame.

cm6u enr,r3oAn Ha xunorJrr4reuraja AaBaar 4o6ap oAfoBop Ha opaJrHa aAMHH
Ha Apyfr4 urer(epu.

Kopenqnja Ha yMepeHo rerxKa
aAMr4Hr.rcrpaqrzj a ua riryKaroH,
orropaByBa. Iaqueurnre rcou
I4HTpaBeHcKH.

Aro naqueHror e Bo KoMaro3Ha cocroj6a, fJryKaroHor tpe6a ga ce aAMHHr4cr
frorKoxHo. Karo u Aa e, ruryKosHr4or pacrBop Mopa Aa ce AaAe r4HTpaBeHCKr4
fJlyKaroH, IrJrr4 aKO rraqr4eHTor He oAfoBopr{ Ha rJryKafoHor. Kora rte ce
rrpr,rMr4 o6porc.

l lorpe6eH e KoHrr.rHyr4paH BHec ua jarrexu4paru rr o6cepnaqnja Ha narlu
1urciku Moxe Aa aojae ao noBropyBalbe Ha xrrnofJrr{KeMrrrrHara Kpr'3a.

OAPMAKOJIOIIIKPI KAPAKTEPTICTIIKII

Oapuano4uHaMcKrr KapaKTepr{cruKlr

@aplraro-repaneBrcKa rpyna: JIeKosu Kor.r ce Kopr{crar npu guja6erec,
uujercrapan'e, cpeAHo ranrz 6pso AeryBar{Kr4 xorr,r6uuupaun co 6pso AeryBarrKr,r.

llprzuapua aKrrzBHocr Ha r4Hcyrrr4H Jrr,rcrtp_g e pqry

ZHcyluuure noceAyBaar auafloru\xu u a

AeJryBaar.

5.1

xr4nouruKeMuja nroNe Aa ce [ocrr4rHe co H

cJreAeHa co opaJreH BHec Ha JarJrexl,rApaTr,r,

I{Or rrpor.r3BoA Bo npoMer
Ha MeAL,IqI{HCKLTOT

HA HeCaKaHa peaKrlr{a Bo

Hnja (yr. Ca. Krapur u

Hara Ha Areuuuiara

KHTe KOHqeHrpaur4H

HHBOa, TTpHCyCTBOTO

BHocr rcoja e [oBp3ana

, TJIaBOOOJIKI,I, nOTeIbe I4

ja Ha rJryKo3a, lrJrv

ycKyJrHa r4rlr4 rroTKoxHa
IAIIIICHTOT UCJIOCHO CC

HA

HA

He AaBaar oAfoBop Ha fJryKafoH, Mopa Aa n Mar pacrBop Ha fJryKo3a

pa aHrpaMycKyJrHo HJrlr

HEMA NOCTATIHOCT HA

TH, IIaI{r4eHTOT Tpeoa Aa

[ocJre onopaByBa]beTo,

HCyJrr,IHI4 il AHaJIO3U 3A

TII ro4: A10AD04,

io

qa

i=?

R=:

oA TKHBOTO HA KOE



Bo uycnyrHoro rKr{
npoTerrHcKa cHHTe3a,

IJIIIKOHEOIEHC3ATA" K

AMI4HOKI{CEJ]HHI4,

Llucy:l.utt Jrucilpo nr,,q,a 6
nocre o6porc (0-15 mn

Mr4Hyrr4 npeA o0poK.
IIOTKOXHA ANMHH

MHOfy CJrr4qeH CO OHOJ H

Klnglrqr<ure r4cn

nocrnpaHAr4.J anHa xHrre

Bo eAua Krr4Hr,rqKa cry
(3 uacor rocJre nonHotr)

Ha cnurara noAoJry r,rJr

Hypoglycemic

Ha cluxara e npe3eHrr4

3a oApxyBaBe Ha BKyrrH

3a eQeKTHTe Ha Tr{e I,IH

Ha rrpr lcoAlrH aM cKr4 or
$yHnquja,
fnuroAnHaucKnre pa3Jr

r.r3MepeHo rrpr4 fJryKo3

$yHr<uuja,

I4ucvnun JrucrrDo ce
e$ercr e no6ps, rE co BpeMeTpaerbe.

Ha MOJIapHa oa3a, HO HefOBI{OT

ce 3toJleMyBa KoJIHT{I4HATA Ha rJIr,rKOreH, MacHIt KI4CeJII,IHIr, rJIr4IIepOJr H

npeB3eMalbe Ha aMltHoKI{ceJrHHI{, a Ce r{aMaJlyBaar rJlvKoreHoJlr43ara,
JurrroJru3ara, rlporeuHcrcuor ra'ra6oJrr43aM 14 rrpon3BoAcrBoro Ha

noqeroK na 4ejcrno (onony 15 lrr,ruyru), 14 Toa oBo3Mo)r(yBa 4a ce 4ana 6p:o
ra o4 o6ponor) no cnopeg6a co pacrBop[HBnor HHcyJrr4H roj ce rcsa 30-45

noqeroK r4 paH nHK r{a aKTHBHocra Ha nHcy[u4H Jrucrrpo ce sa6eleNyBa rrocJre
ja Ha Humalog Mix25. Humalog BASAL rzua npo$nn Ha aKrr{BHocr noj e

6asarHNor HHoyJIHH (NPH) Bo nepr4oA oA oKo.ty 75'aaca,

Kaj naqrreHTn co rr4n 1 vt rr4rl 2 gujalet noKaxaJre peAyrlr4paHa
unrenrraja co Humalog Mix25 no cnope46a co Merrra.H xyMaH HHcyJrr4H 30170,
ja unralo Ma.tro noKaqyBarbe (0.38 mmol/l) na rnurceuujara no sokHnre qacoBr4

HpaHr4 ce QapnaaxoAuHaMcKr4re npo$rarrrz ua Humalog Mix25 ra sa BASAL.

I 12 16

Time (Hours)

peJrarr,rBHaTa KoJ[rr{r4Ha Ha rJryKo3a Bo oAHoc Ha BpeMeTo, KOJa e HeOnXOAHa

KoHqeHrpaqr.rH Ha rJryKo3a Bo KpBra KaKo Bo ycJroBr,r Ha rJraA, H e nHAr,rKaTop
Hr.r Bp3 fJryKo3Hr,roT MeraooJrr{3aM.

HA I/{HCYIIUH JIHCNDO HE

KI,I NOMEIV I,IHCVJII,IH

clamp nporleAypa,

XAJI CKBI4N

BJrr,rJaaT HapyueHaTa peHaJrHa I4JII4 XerraTaJrHa

ieq);N.
plri$ftfupuor xyMaH I4HcyJIIaH, KaKo urro e



Bo;
rrpr4r

repa
(yno
MOX

to ABe ocyMMeceqHr4 orBopeHrr KpocoBep cryAkrkr narlueHrr4re co puja6er,
rpr4MaJre r4HcyJrr4H, r,rJllr Kor{ nefte ynorpe6ynane I utu 2 uHjerquu Ha u:Hl
'epauuja co Humalog Mix25 (ynorpe6eua ABa narv AHeBHo co r,,rer$op
ynorpe6eu eAHar[ AHeBHo co lrer$oprr,tr.rn) no paHAoMr43r4paHa ceKBeHqa,
{oxe Aa ce Haj4ar Bo cJre,{Hara ra6ena.

llrvre, rrpuMane 4 ueceq
uu) u vrucyrrvrH fJrapru
flo4erarnu usdopuauu

Iaqueuru Korr He

rrpnMaJre r{HcyJrr{H
n=78

fl rIr{eHTH KOU IIpt{MaJre
rrHcyJruH
n= 97

Cpe4ua BKynHa AHeBrra uHcy rrr4HcKa

,4034 BO 3ABPIIIHA TOIIKA

0.63 epuuur\ulkg 0.42 eguuurJulkg

Haemoglobin Alc -Pe4yxquja r.30%
(cpe4ua BpeAHocr Ha

rroqerHa ror{Ka = 8.7o/o\ I

1.00 %
cpeAHa BpeAHocr Ha

)r{erHa roqKa = 8.5%)
Pe4yrcquja Ha cpeAHa BpeAHocr Ha
nov6aHupaHa Hayrpo/HaBer{ep ABo-
qacoBHa nocrfipaH.{tri anua rlarcelrui a'

3.46 mM 2.48 mM

Peayrqrzja Ha cpeAHara BpeAHocr Ha

rlurceunia Bo ycJtoBH Ha rJlaAHo

0,55 mM 0.65 mM

I4Hqu4euqa Ha xnrrorJraKeuuia no
3aBprxHaTa ToqKa

25% 25%

3 roneNtysarbe Ha reJrecH ar a r e>Kr4qat Z,JJ KS. 0,96 ke
rroqerHa ror{Ka ao rpaj uarcpanuja co Humalog Mix25
lauueHru paHAoMr3r4paHr,r co Humalog Mir5 3a BpeMe Ha npBoro

OapruaxorcrrHercnrr KapaKTepucrHKr{

)apMaKoKr,rHerr{Kara Ha LrHcyrruld Jrr,rcflpo oApa3yBa cocrojxa xoja 6p:o ce arrc(
a KoHqeHrpaqujam Bo KpBra 3a BpeMe oA 30-70 Mr4HyrH rrocJre
,apMaKoKr,rHervKara Ha [rHcyJrr4H rHcnpo nporaMr4HcKa CyCneusuja e eAHaKB
HcyJrr.rH co cpeAHo 4ejcrno rcaHo NPH.
)apMaKoKuHerlrKara ua Humalog Mix25 nogpa":6upa vrH1rrBz1yarrHa $atr
)CTABHU KOMIIOHEHTII, IIPA PA3|JICAYBA}LE HA KJI}IHI,II{KATA PEJ]CBAHTH(
ocooABerHo e Aa ce Hcrlr4Taar Kpr,rBHTe Ha yrr4Jrr43ar{uja na rJryKo3ara (rar<o ur

aj naqueuru co 6y6peNHa raucy$uqaeuquja, uHcyJrHH Jrucnpo no6pso
rcrBopJrxBuor xyMaH r4Hcyrl4H. Kaj naqneura co lprjaderec rwn 2, u c
apyueHa 6y6peNua OyuKrlraja, $aplrarornHercKr4re pa3JrrrKr4 nonef
}CTBOPJII,IBI4OT XYMAH IIHCYJII4H 6NNC TEHCPAIHO OAPXAHI-,I, 14 TIOKAXAJIE HC3i
y6pexHara OyHxrluja. Kaj naquenrr4 co xenaraJrHa r.rucyQuqueuquja, uHc
:cop6r.rpa H eJrr{Mr,rHrrpa 3a pa3JrrrKa oA xyMtHr,ror pacrBopJrup r4HcyJrr4H.

3 fIperKJrHHHrrKr{ rroAarorl[ :a 6er6e4uocltLua. Jre$or

o in vitrorecroBnre, KoH BKJryqyB uu, *rrffi\#t-j.D\ peuerlropr4
Icr, HHcyrHH Jrucnpo ce noKzDK€Lr MH/fS 1$uvp46g i$gft\or vHcylu
)MoHcrpuparre AeKa 4racoqnjaqraj ara Ha 

fyyrffWoAt*irroprire 
e

\:m'q/\gEg

o.q

Kaj BAIbE

p6upa, ri Aocrr4fHyBa nr4r

rorKo)KHo uujerrltpalre
I HA T4CTATA O,{ XyMaHr.{O'

\4aKOKHHeTI4Ka Ha ABeT(

CT HA OBUC KI4HETI{KI4
'o e HaBeAeHo no 5.1),

ce pecop6r,tpa orKoJrK)
) pa3IHr{Hr4 CTe[eHI4 Ht

' r4HCyJrr4H JrU CnpO !
BT4CHOCT OA CTe[eHOT Hr

/Jrr4H Jrrrc[po no6pso cr

u eQexru Ha KJrerKr{re

u, Cry4uure rrcro ra
CKBHBAJIEHTHA HA IjCTA

J1r4 npBnaT

4 uecequ
H fJraprr.rH

$opruaqran

II{OT

BCTE

T4KI4,

)JrKy

IHA
IH
fHa
)ce

te Bo

TAKA

}TATA

5.2 Oap

Oapuar<orun
Ha KOHqeHT

@apnaroxuH
rrHcyJrr,rH co (
@apvaroruH
COCTABHU K(

fIocooABeTHo

Kaj naqrzeur
pacrBopJrHBH

HapyueHa (

pacrBopJrr,rBr4

6y6pexHara
pecop6r.rpa r.r

5.3 Ilper

Bo in vitro re
pacT, r4HcyJrr

AeMOHCTpr4pa



oA xyMaHr{or pacrBopxr4
cTyAprr4 He noK0KaJre

llucynuu Jrlrcnpo He

reparoreHocr naj aHrav

I,{HcyJIr4H. KparxorpajHHTe eAHoMecer{Hr4

aj un roru.rxoJrorrrKr{ e$exrn.
H NBAHAECETMECEIIHI4 TOKCI4KOJIOruKI4

npeAr,r3Br4KaJr HapylryBarLe Ha Seprrannreror, eu6puororcuqHocr
HHTe CTyAr4r|.

6. KII KAPAKTEPI{CTI4KI{

6.1 Jlncra ua

flporauun cyntpar
na-Kpeson
(Deuon

fnuqepon
fiu6asuuen Harpr4yM
I{raHr oxcug
Bo4a:a unjenqran

.7H2O

Xlopono4opoAHa Kr.rceJr Ha 14 Harpr.{yM xr,rApoKcHA Kor4 Moxe Aa ce ynorpeoyBaar 3a peryJrr4pa}be Ha
pH.

6.2 llnrcounarudul

He ce u:ne4env cry4lrvl
cTy Ar4H ga norrlna'rn6un
rrpor43BoAr4.

Merrrarbe ua Humalog Mix25 co Apyru r,rHcyJrr4ur4. Bo cnyuaj Ha orcycrBo Ha

, oBoJ MeAr{rIr4HCKr4 npOU3BOA He CMee Aa Ce Merrra co .qpyru MeAHTIHHCKTI

6.3 Pon na rpaerbe

Ilpea ynorpe6a

3 ro4r,ruu.

llocne n

28 4eua.

6,4 Iloce6nu Mepnrr qYBAIbE

,{a ue ce saupuryna. [a

flpea ynorpe6a

HEHCII

ce rl3JroxyBa Ha Ar.tpeKTHa coHqeBa cBeTJrr4Ha.

,{a ce uyna no Spr,rx Ha reMrreparypa

6K"b
u6aal

:fl!
ng

,"8*9)
f-.&oc'rtrs- '
!. cx{stW

Ifampou
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,{a ce vyna Ha reMneparypa noA 30"C. {a He ce qyBa no SpraNuaep.
rpe6a 4a ce qyBa co 3aKaqeHa r4fJra,

KwikPen

,{a ce vyna Ha reMrreparypa noA 30"C. ,{a He ce qyBa no $praNragep. IIeHrcan
3aKaqeHa rrfJra.

6.5 flpupoaa l,l coAp]fiHHa na noHrejuepor

flarpou

Cycneusujara e coApxaHa Bo narpoH oA craKJro rnn 1, 3arreqareH co
3aTBOpaq Bo BI4A Ha AI4CK H KJII4II, 3arXTI4TeHU CO aJryMLIHI4yMCKr4 neUar. ,{tZ
eruynsuja Moxe Aa ce ynorpe6ar 3a rperr4palbe Ha KJrr4rror Ha narpoHor, vluttu

3 ml llarpoH: llaxynarsa o,q 5 rznn l0 narpoHr.r. Moxuo e Aa He 6u1ar
foJreMuHH Ha [IaKyBarta.

KwikPen

Cycneusujara e coApxaHa Bo narpoH oA craKJro run l, saneqareH co 6
3arBopaq Bo BHA Ha AHcK r{ KJrHn, 3arrrrprreH}r co aryMHHr4yMcKr4 neuar, ,{r,r
eMyJr3rrJa Moxe Aa ce ytorpe6ar 3a rperHpalbe Ha KJrprrror ua narpoHor, u/
llarpouure oa 3 ml ce 3arreqareHr4 Bo neHKaJro sa uHjer<rupalr,e 3a eAH
"KwikPen". I4rlu we ce BKryr{eHu.

3 ml KwikPen: flaxynarra oA 5 rrperxoAHo HarroJrHerr,r rreHKzura HJrH MyJrrr4
oA 5). He cHTe rraKyBarba ce craBeHrz Bo npoMer.

6,6 Cnequjannr [peAy[peAyBarba 3a orcrpaHyBabe H Apyrn Harrr{Hrr

I4scrpyxunu sa )ruo:rpe6a u parynane

3a 4a ce cnpequ MoxHa rpaHcuucuja Ha 6olecru, ceroj rrarpoH r4Jrra neHKaJro
o,4 crpaHa Ha e.{eH rrar{treHr, Ayptr 14 AoKOJTKy r4rilArA e [poMeHeTa.
oTcTpaHyBaaT ht JraT a nocJre ceKoe r,rHJ eKTr{pa}6e.

Humalog Mix25 rpe6a ga ce rpoBepyBa peAoBHo r.r He rpe6a Aa ce y
fpyTKH r4Jrr4 TIBpCTH oeJrr4 napTr4KyJrn 3aJreneHr,r Ha AHoTo r4Jrr4 sr4Aor Ha
[por.r3BoAoT 3aMp3Har ]r3fJreA.

IIodzomoexa ua dosa

llarponure r,r KwikPen-oBure rrrro x25 rpe6a 4a ce
par{ere 10 naru, r4 Aa ce npeB

vl lv

16{d

HeJElt?o
mv

frg
.:3 o,

rv'.946tl?'
-cxonJl

pecycrreHAr{pa }rHcyJrr4HoT, ce MIIEI-IHA HJII{ KAKO

tI

co cTaBeH naTooH He

He Tpeoa Aa ce r{yBa co

I{JI}I XAJ]OOVTHJIEH

ETIIKOH lIJII4 CHJIHKOHCKA

a cTaKJreHr4oT naTpoH.

rrrTeHr{ Bo npoMeT cr,rTe

JIeH HJIt4 XaiIOOyTUJIeH

KOH I4JII4 CI4JII4KOHCKA

Ha cTaKJreHr4oT naTpoH.
yrroTpe0a Haper{eHo

Balba oA l0 (2 narcyoama

paKyBatbe

Aa ce Kopr4cTr{ caMo
re rpe6a 4a ja

aKo HMa npHcycTBo Ha

Hepor, AaBaJKr.r My Ha

paar Bo AJraHKr4Te oA

IATII BE,IIHAU rrpeA ynorpe0a 3a Aa ce



Aro osa He ro
coApxaT M€uro craKreHo

He naeuaire cuJrHo"

oApeAyBarbero Ha

Ifampouu

Humalog Mix25 narpoH
ynorpe6a n He rpe6a
1ugejkra ror{Hocra Ha

I4ncrpyrqunre r(orr

rraTpoH14, [pl4KaqyBa]be

KwikPen

llpeg ynorpe6a na I(wi
3aeAHO CO ynaTCTBOTO

npr4paqHr4Kor 3a y

flesranara He rpe6a 4a

Irlujexmuoan e ua dosa

Aro ropucrure n

AeraJrH HTe H HCTpyr(r-lH14

OIIIIITI4,

1t.

2.

a

+̂.

5.

6.

7.

Zsuujre rn

I,Is6epere Mecro

I4cur.rcrere ja x

Cra6unu:rEpajre
HIJIATAU U

Zssreqere ia u
ceryngu. He

Orcrpauere ro
oA neHKaJroTo 14

Vnor:pe6ara Ha

ynorpe6yea no

Ceroj ueynorpe6eH npo
6apawa.

noBTopeTe Ja nocTanKaTa ce AoAeKa coApxr4Hara He ce u3Merrra. llarpoHure
qe Koe to noTnoMata MeualbeTo.

iftn uoxe ga aojle ao co3AaBarbe Ha lieHa u na roj Irar{HH fte ce nonpeuu

rpe6a 4a ce ynorpe6yBaar co Lilly raHcynr4HcKo neHKaJlO 3a rroBeKeKpaTHa

nonerter<parHa ynorpe6a,ce ynotpe6yBaar co 6nno roe Apyro [eHKaJro 3a
He e yrBpleHa co Apyrr4 neHKaJra.

ceKoe r,rHAr{BHAyaJrHo neHKaJIo Mopa Aa ce cJreAar 3a rroJlHerbe co
u a1Mrrnkrcrp aqrEj a H a H H cy Jr r.r H cx ara ra nj e rqlrj a.

co
r4tITATa

Tpeoa Aa ro npoqr.rTaTe BHr4MaTeJrHo ilpupar{HI4KOT sa ynorpe6a BKJryqeH

IXTO E HABC.IICHO BOnarlrreHr. I(wikPen rpe6a 4a ce ynorpe6yBa KaKo

ynoTpeoyBaaT AoKoJrKy HeKoJ AeJr r.{3rJreAa KaKO .qa e cKprrreH r4Jrr4 orrrTeTeH.

o HanoJrHero neHKaJro HJrH neHKaJro :a nosefteKparHa ynorpe6a nofJreAHere rr4

froAforoBKa Ha [eHKaJroro u unjerrrapa]be Ha Ao3a, cneAHnre uH$opua\r4v ce

14HJeKTr{pa}be.

corJracHo HHcrpyKur.rnTe.

Koxara co rxuperbe r4JrH crrzcKarbe Ha noroJreMa rroBprrlrHa. BuerHere ja
coilracHo rrHcTpyKr{I4nTe.

HaABop 14 r{exHo npr.rrucHere fo Mecroro Ha uHjerruparLe HeKoJrKy

Aa ce Macvpa/tpue noBprlr,rHara na uujerrupane.

nprruor w vrJrara 6eg6eAuo. Co ynorpe6a Ha r(anar{ero oA r4fJrara, nsna4ere ja
ja 6es6e4uo,

ouu ruecra rpe6a nrro lrcroro Mecro, He rpe6a 4a ce
o.u eaHa[I Bo Mece

COIJIACHO NOK€UIHI4TCI,TJIH OTNA.IICH lorcrpaH14

L2



9.

7. HOCI,ITEJI

@apvra Tpejl.uooel,

HA OAOEPEHI{E 3A CTABAIbE HA JTEKOT BO

yr. AuroH llonon 6p. III-3,1000 Cnouje, Peny6lura Ce

8. FPOEBI{ HA ONOEPEHI{JA 3A CTABAI5E HA JIEKOT BO

AATyM HA rIpBO OAOEPEHI4E 3A CTABAI5E HA JTEKOT
HA OAOEPEHT4E 3A CTABATSE HA JTEKOT BO trpOMET

,{aryrvr Ha rrocJreAHa o6uosa: 26 @espyapu 2013

10. IATyM HA PEBpT3I4JA HA TEKCT

Mapr 2021
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MET

na Mar<e4onuja
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