
3BI,IPEH I,I3BEIIITAJ 3A OCOEI,IHUTE HA

1. IIME HA MEApIIII,IHCKpIOT IPOI,I3BOA

Humalog Mix50 100 eanuurin/ml cycneusuja sa unjenrupame Bo rrarpoH
Humalog Mix50 100 eannnqra/ml KwikPen cycneH3uja za uujexrupane no
NEHKAJIO

2, KBAJIPITATHBIIHI,IKBAHTIITATI,IBEHCOCTAB

Ceroj ml coApxr{ 100 elrzuzrtpruncyrrlrr lucnpo* (ernurarenruu ua 3.5 mg).

Humalog Mix50 ce cocrorr oX 50%io r.rHcyJrrdH Jrr{cnpo pacrBop u 50o/o r{HcyJII,I

cycneH3r,rJa.

IlarpoH

Ceroj narpoH coApxn 300 eauuuqr4 r4HcyJrr.{H Jrr,rcnpo so 3 ml cycneu:uja,

KwikPen

Cercoe [perxoAHo HanoJrHero neHKzuro coAp)KH 300 eluuuqu r{Hcyirr,rH Jrr{cnpo
Cexoe KwikPen r4cnopaqyBa 1-60 ear.rnuqr.r Bo qeKopu oA 1 eAannqa.

*npousne.4eso oA E.coli co pexou6uHaHrHa ,{HK rexHouoruja.

3a xouurerua lrucra Ha eKcrlunueHcr,r Br{,{ere aen 6.1.

3. OAPMAIIEBTCKA <DOPMA

Cycnenslrj a sa uuj enrupaH,e.

Eera cycneusnja.

4. KJILIHIFIKI{ KAPAKTEPIICTI,IKPI

4,L Tepauenrucu rrnArKarluu

Humalog Mix50 e r,rHArrrlupalr sa repanuja Ha rraqr{eHru co 4raja6erec
LrHcyJrr{H 3a oApxyBarb e Ha H opM aJrHa xoMeocra3 a ua r nuxetv.uj a'r a,

4.2. [orupane u Harrrru Ha aAMr{Hr,l

,Ilosuparbe

,{osara ja oApeAyBa JreKapor, cropeA

6*K-t{-\

effi":9
lcxon4

[peTXoAHO HanOJIHeTO

Jrr,rcnpo [poraMr4HcKa

3 ml cycneusuja.

HA KOI,I I4M C NOTPEOEH



Humalog Mix50 ce KparKo BpeMe npeg o6por. Itora e Heonxo,qHo, Humalog Mix50 ce AaBa KparKo
uHjemqnja. fIoA HlreAHn ycJroBr4BpeMe nocJre oopoKoT. malog Mix50 ce AaBa co noMorl Ha norKolr(Ha

Humalos Mix50 He c Aa ce aAMr,rHr4aTpupa r,rHTpaBeHcKr.t.

Eps nouetoK r,r paH n K Ha aKrr{BrrocT e sa6e.fierxaH rrocJre cy6ryrana a1MuHucrpaqraja Ha Humalog
o6poror,
Mix50 e

Mix50. Osa ososNrox na Humalog Mix50 Aa ce aAMr.rHucrpr.rpa Bo BpeMe 6nprsy .qo
Bpeverpaemero Ha Ae Ha r,rHcyJrr4H Jlr{cnpo nporaMnHcKara cycneH3uja va Humalog
cJrr,rqHa Haraa or 6a:an Hor rlHcyfir.rH (NPH).

Bperraerpaenero Ha Ha cexoj r4Hcylrr,rH MolKe Aa Bapvpa raj pasnnuHu ut4prBr4qyr4, r4Jrr4 Bo
pa3Jrr{qHr4 BpeMurba KaJ Hcra klLr4rtBtrgya. Karco u xaj cure r4r{cyJrr,rHcKr{ npenaparr,r, BpeMerpaerbero Ha

Mix50 3aBprcr4 oA Ao3ara, Mecroro ua uujerruparbe, KpBocHa64ynarrero,4ejcrnoro sa Huma
reMneparyparau $usu KATA AKTI4BHOCT.

Ey6petcuo Hapyur
Bo cnyuaj Ha 6y6pex Hapy[ryBa]be norpe6nrc 3ar4HcyrrLrr Mo)r(e Aa leryar FraMiureHra.

Xenama"luo pebure 3a r.rHcyJrr,rH Moxe Aa 6ular HaMa,.reHH ref naqueHrlr co xerrara;rHo
HapylxyBaIIJe
r4HCyJrr4HOT;

pesucreuquja

nopaAH
no ceroj

aMuLIreHr4oT Karrarlr{TeT 3a rJryKoHeoreHe3a 14 HaMaJreHoTo pa3JroxyBa}be Ha
uaj, xaj narlrreHTr4 co xpoHur{Ho xenaraJrHo HapyrxyBarbe, 3roJleMeHara

Ha r4HCy H Moxe Aa BoArr Ao 3roJreMeHu norpe6u 3a r4HcyJrr4H.

IledujampucKa non,

Agir,ruuucrpaquja Ha H log Mix25 naj 4eqa not 12

cJryqaj Ha oqeKyBaHa cr cnopeAeHo co pacTBopJrr4B

roAr4Hr,r Tpeoa Aa ce 3eMe Bo npeABr4A caMo Bo

I,IHCVJI14H.

Cy6xyraHara aAMu Ja rpeoa Aa or,rAe Bo HaAJIaKTr4r{a, 6yronu, 3aAHr,rK, unr.r a64oveH. Mectara
I4cro Mecro He rpe6a Aa ce Kopr.rcru nonerte oA eAHam
ce HaMaJrra pr,r3r.rKor oA Jrr.{noAucrpo$uja r4 KoxHa

Mix50 3a Aa ce

He rpe6a 4a ce

Ha HHJeKTHpaFbe rpeoa ce poTr{paar, TaKa lrrTo
Bo poK o4 npu6nux e,qeH Meceq co rleJr Aa

.4 u 4.8).aMr4Jror,rAo3a ( nu4u 4en

Kora ce aAMr.rHucrpr,rpa cy6xyrauo rpe6a 4a ce BHr4MaBa Kora ce unjemrapa Humalog
ocr4rypa AeKa He e Bo KpBeH caA, flo uujerrnpane, Mecroro ua nujerruparre

Aa ce eAyrlr4paar 3a cooABerHr4Te rexHr4Kr{ sa uHjexrupame.Macupa. llauueHrnre

KwikPen

KwikPen racnopauyna I
Ao3a ce uz6upa Ha eAHH

60 ennnw\u Bo qeKopr,r oA 1 eAnurla ilpr4 eArzHeqno uHjerrrapane. Ilorpeduara

4.3 KoHrpau

I ji'Jn*
Ilpeoceunnocr KoH BHara cyncrauqnja ul Aa!eHr4 no Aen 6.1.



Xunounrceuuja.

4.4 Iloce6uu rpeAyrrpeAyBalla LI MepKI{ Ha rlperrla3JlltBocr

Cre.{ltusocr

Co qen Aa ce no4o6pu cJIeAiII{Bocra ua 1uottolrKl4Te JIeKoBIz, I4Mero

aAMrdHr4crpr{paHuor npolrsBoA rpe6a jacuo Aa ce eBllAeHrlrpaar.

flog uueguu ycJroBrz Humalog Mix50 He cMee Aa ce aAMI{HLIcrpupa lrHrp

llpe$plame ua nauneHr sa apvr run ulu 6peuA ua uucylun

Kora ce Bprxu [poMeHa Bo rr4nor ulu 6peu4or Ha HHoyJII4H rxro fte ro npuuaar
crpora cynepnuslrja Bp3 narlneHrrrre oA crpaHa Ha MeAI4III4HoKI4 JIIzqa.

(npousro4ureror), rurrolr Ha LrHcyJrr.rH (regular/soluble, NPH/isophane, u.r.
(Nunoruucrr4, xyMan, aHaJror Ha xyMaH uucyrtzu) u/uttu tteroAor Ha

,{HK Hacnporu r.rHcyJrrzH oA xr{Borr.rHcKo rroreKJro) rvroxe,qa p$yJITLIpa co npoM

XunorrrEneuuj a u xraneprrureuuj a

HJrr{ noMajrKy r43pa3eHr{ BKlyr{yBaaT AoJrro Tpaerbe Ha Ar4JaoeToT, I4HTeH3I{BI,lpa

4uja6eruuuo sa6orynane Ha HepBr4re r4Jrr4 JreKoBrz xano 6era-6JroKaropu.

Hexonxy [aqpreHTr,r Kor{ Aoxr4Betue xr4rrorJrlrKeMr,rr{Hr{ peaKrlr{}r rocJle
I.IHCyJTI4H CO XI4BOTT4HCKO nOTeKJIO Ha I{HCyJII.IH OA rIOBer{KO nOTeKJIO II
npeAynpeAyBqKu 3Harlu Ha xHnorJrurerrrraja 6une noualKy r43pa3eHl4, rtfi
sa6eneNeur.r raj nperxo,4Hpror r,rHcyirr,rH, Heroperupau14 xI4norJII,IKeMI4oKII

peaKrlur,r Moxe Aa npeArr3nr4Kaar ry6nror Ha cBecra, KoMa r,rJrr cMpr,

Cocroj6u Kor,r Moxe Aa AoBeAar Ao paHH, npeAynpeAyBaqKpl cIiMrIroMpI Ha nornureuuj a pa3rl,IqHu

6pojor ua cepuja ua

aqueHTuTe, rrorpeoHa e

flporr,reHu ao 6peu4or
.), nngor Ha r{HcyJII4H

(PEKOMOI4HAHTHA

14 BO .[O3aTa.

r{Hcynl{HcKa repailvJa,

Ha repanHJara oA
janune AeKa paHl4re

pa3JIHtIHIlI, OA OHII9

14 JII4 XI4N EOIJII,IKCMI4 CKI,I

Vnorpe6a Ha HeaAeKBarHu Aosu, prlru

Mor(e Aa BoAH KoH xnnepunrcevuja
JIET€UIHLI,

Texsura sa nnjenrupane

rrpeKr4H na repanujara, oco6eno
unu puja6ewrrrHa KeroarluAo3a,

KaJ r4HC HH 3aBr4CHr{OT AI,IJ a0er,
Kor4 ce noreHqujarHococroj6

flar{aesrure Mopa Aa 6u4ar yrrareHr,r Aa Bprxar KoHrrrHyr,rpaHa npoMeHa Ha M Ha uHjercruparbe 3a

Aa ce HaMaJrr{ prr3r,rKor o4 pasnoj Ha JlllnoAl4crpo$raja I,I KoxHa aMI4JIo flocrou loreuunjareu
pr{sr{K oA oAJroxeHa ancopnquJaHaul]cylwrH I{ BJIolIeHa KoHrpoJIa Ha |JIHKeM qjara no uujerquure ua

r,rHcyJrHH Ha Mecra co oBI4e peaKqull llprajaneHo e A.gKa .uena4ejuara MCHA HA MCCTOTO HA

nuj emupame Bo HerpernpaHa o6racr pe3yJrrl,Ipa co' x?rnorJr4xemuj a. CneAeme Ha fJlyKo3a Bo KpBra ce

npenoparryBa no npoMeHara Ha Mecroro ua uujemupabe r{ rpe6a ,qa ce pa3f rrprrJrarcAyBalbe Ha

AO3aTa HA AHTLT AVJAoeTrrrrHH JreKOBrr.

ffi
llorpe6ure 3a vHcyrrvH Moxe Aa ce 3 I,IJII4 EMOUHOH Hr4 noTpecr4,



llogecyname na Ha T4HCyJII4H I{CTO TaKa e

aKTI4BHOCT, I.IJIH CO npo Ha BOOoUqaeHaTa nHeTa.

norpe6Ho raj naqueuru co 3roJreMeHa $rasravra
@lrgnqrcu neN6u BeAHa[r nocJre o6poror Moxe na

fo 3roJreMaT pr43rrKoT oA xHnormarceruuja.

Korr.r6u a Ha Huma Mix50 co nl4orJrr4Tur3oH:

cprleBa uHcyQuqraeuquja xora nuorJrr4ra3on 6ut ynorpe6eH no xov6raHaquja
rarlr4eHru co pr43r4K $axrop sa pa^:noj Ha cpr{eBa nHcy$r,rqrneuqraja. Tpe6a 4a ce
fa ce nrraHr4pa repannja co rou6uuaqr.rja og nr4ofJrr,rra3ou u Humalog Mix50.

xorvr6rzuaquja, narlueHrr.tre rpe6a 4a ce Ha6nyAyBaar 3a MoxHara nojana Ha

cpqeBa uncy$nqraeuquja, sroreuyBan,e Ha reJrecHa re)Kr{Ha r,r eAeM. Aro ce
:aderexar 3Haqr.r Ha

npeKr4He.

yBarLe Ha cpr{eBnre cr4MnroMr4, repanrajara co nuorJrr4Tul3oH rpe6a ga ce

flpujaaeHu ce cJryqar4

co r4HcvJIr{H. oco6eHo
BHr,rMaBa ua onoj Qar<r
AHo ce Kopucra BaKBa

3HarIU r4 CI,IMnTOMIT Ha

llauueHrnre rpe6a JrHo Aa fH npoBepyBaat us1pauwre eAuHHrII,r Ha Mepar{or 3a Ao3r,r Ha rreHKaJroro.

Og ryra, 6aparrero sa MOr4HJeKTr4palbe Ha narIHeHTr{Te e nopaAr{ Toa [rTo Mo)Kar Aa ro [poqr4TaaT
Mepar{oT Ha Ao3r{ Ha II oro. fIauueHTHTe Kor4 ce cJrenra vrrr4 vMaar cna6 nu.4 Mopa Aa ce coBeryBaar
ceKoram Aa Ao6r4Badr oMorx oA Apyro Jrr4rle Koe uua 4o6ap BWA Lr e o6yveHo sa ynorpe6a ua
r.rHcyJrl4 HcKoTo cpeAc

Excuuneucu

Onoj rraeauquHcKr4 n
narpuyu".

Bo.q co.{pxn noMaJrKy og I mmol Harpr{yM (23 mg) Ha Ao3a, oAHocHo e "6e3

4.5 llnrepanqnja Apyru JreKoBrr rr Apyrrr Sopuu na nnreparquja

llaqnesrure tpe6a 4a
ceroe uujerrllparbe 3a

KwikPen KaKo r.r co Apy

florpe6ure savncytvn
KaKO Ha np. opaJrHrr

AKTI{BHOCT" KAKO

aHTH0HOTI4rI14, OApeA

unxu6uropu), Heron A
6era-6noraropu,

coBeryBaar ceKoram 4a ja nponepyBaaT naJrenHraqara Ha HHcyJrr{Hor npeA
ce c[per{ar cnyuajHrz Merrrarba norr,refy ABe pa3rutrnu jauuuu na Humalog

r4HCyJrrrHcK14 npo143BoAr.r.

3roJreMyBaar npu ynorpe6a ua Herou JreKoBr4 co K{neprJrr{KeMut{Ho 4ejcrno,
Br{, KOpTr{KOCTepOrrAr4 Hrru "trrpor4Ha c:yncTr4ryrlrzoHa repanuja,

ce HaMaJIyBaaT Bo rrplrcycTBo Ha oApeAeHr4 JreKoBI,I CO XHrrOfJrr{KeMI{qHa

n xanorJrr{KeMr4qlt, caJrr4rluJrarr,r (np. aqeruncaJrr4ur4JrHa rucenHHa), cyn$a
ar{TuAenpecaHru (MAO raHxu6nropu, cerreKTHBHr4 ceporonrrn peanrejr
uuxu6nropu (xanronpun, eHaranpr4Jr), aHruorenszn II peqenrop 6noraropn,

I4JII,I AJIKOXOJI.

Meurame ua Humalog x50 co Apyrlr IrHcyJrHHr4 He e Hcrr

llorpe6ua e KoHcyJrrarlr4 a co JreKap Kora Tpeoa Aa ce Ko o co Humalog
Mix50 (nusere sen 4,4).

AaHa3OJI, oeTa2 CTr,rMyJra (rar<o Ha np. pr4roAprlu, cal6yralron,'rep6yranuH).

florpe6ure sa r.rHcy

@l-u:l;"5
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4.6 @eprurnrer, lr Aoerbe



6peueuocr

floAaroqure oA r43JroxeHocra Ha foJIeM 6poj 6peueutt xeHl{ Ha L{HcyJII4H He

peaKrlnn o.( LrHcyJrr4H Jrrlcnpo nps 6peueuocra, HI{ry epr s4panjero ua Qerycot/

Kaj naqrzeurKr4 co r.{HcyJrr,rH 3aBI4ceH IIJII4 recralll4cxu 4rEja6er BaxHo e Aa ce

rlnrceur.rjara Bo reKor Ha 6peueuocr:a. florpe6ure 3a I4HcyJIIiH o6uqso ce s
[pBnoT TpnMecTep, I4 ce 3foJIeMyBaaT 3a BpeMe Ha BTopI4oT I.I TpeTLIoT TpI4

flaquesrrcu xou ne(e vMaar auja6er rpe6a 1a fo H3Becrar JleKapor AeKa ce

6peueHocr, O.q ecesqrzjailHa BaxHocr xaj 6pervreHl4re xeHI{ e MoHI4ropI4Hf Ha

oruuroro :4panje,

.I{oene

flaqpleurrcu co 4uja6erec rou 4ojar Moxe Aa uMaar lorpe6a oA nppIJIa

Ar4era, uru o6ere.

@ep'rururer

I4ucurluu Jrr{npo He npeAV3BI4KaiI HapyilyBarba ua $erycor Bo cryAI{H

aen 5.3).

4.7 BnnjaHue npr cnocodnocra 3a Bo3erbe H yfipaByBan,e co MaIITI{HII

MoNHo e cloco6socra Ha rrarIr4eHTHTe Aa ce KoHrreHrpr{paar u Aa peafirpaar
pe3yJrrar Ha xr{norJrr,rrelruja. Toa uoxe 4a 6uge !r pr{3uqHo Bo cI4TyaIII4n Kora
oco6eHo 3Haqebe (np. ynpanyBalse co Bo3I,IJI0 I,IJIH co rvraurnuu),

flaqueHrnre tpe6a aa ce coBeryBaar Aa us6erHyraar ynpaByBalbe co

xr4rrorJrr,rKeMuunn cocrojdu, ona e oco6euo BaxHo raj ouue co HaMaJIeHa cBec
rrecru erru3oAu Ha xr{rrorJrr4KeMnja. Conerure 3a Bo3erbe rpe6a Aa ce

cr4TyarJr4u.

4.8 Hecaxauu eQenlu

36upen ugseuraj ga 6es6eaHocHuor npo$lar

Xnnorrnreuzja e uajuecro HecaKaHo 4ejcrno Haj uHcyrrzncKara repanrzja. Teur

Aa AoBeAe 4o ryduror Ha cBecra, Ii Bo eKcrpeMHI{ cJIyqaI4 ctr,tpr. He Moxe Aa ce

xoja ce jaryra xr4rrofJruKeMnjam, 1ugejftu ncrara saBucu oA npuMeHara A

$axropra KaKo Ha np. oA pe)Kr4Mor Ha r4cxpaHa Ha nar{ueHTor 14 HefoBara $Iasn

\,a

Hecaxauure peaKrIHH oA rsr,Hr.rr{K v cry*Lrpr-u{#$l
cof JracHo MedDRA npenopaqaHra renu rauryi,ry gsrEp

It5 I tfi,t'5 9r ?S

Ta6erapeu nperne,u nb Hecar<aula peaxuua

*.k**

6,t;
CI4CTEM14 VT

HA

ayBaar Ha HecaKaHI,I

BOpOAeHT{eTO.

4o6pa KoHrpoJIa Bp3

aJryBaar sa BpeMe Ha

p o4 6peueHocra,
MeHr,r r4lrr4 IJJJ.aHIIpaaT

J]I,IKEMI4IATA. KAKO 14 HA

Ha AO3aTa Ha I{HCyJII'IH,

14 HA XI,IBOTHI,I (BI4AETE

6n4e uapyureHa KaKo

er4e cnoco6nocrrl ce o.u

BO3IiJIO 3a BpeMe Ha

. I{JII,I OHI{E KOI4 HMAAT

BO npeABrrA BO oBr{e

xr{rrorJrHKeMl,rJ a Moxe
oApe.{u QpexneHquja co

Ha HHCyJlr,rH 14 ApyfH
AKTHBHOCT.

Kor ce AaAeHI4 noAoJry
peAocJreA sa onaiaqxa

5



r4Hr{r.rAeHrIa (MHory
perKo: > l/10,000 go <

AocranHHre noAarouu).

ro: > 1/10: qecro: Z
1/1,000: Muory perKo:

1/100 ao < 1/10: Hesoo6r4qaeuo: > 1/1,000 ao < 1/100:
< l/10,000) ; He e no3Haro (ue Mo)r(e Aa ce nporleHr.r oA

Bo paurrare Ha ceKoe r{ecaKaHaTe peaKqur4 ce AaAeHr{ no
pe,4ocJreA Ha onaraqKa

JtoKaJtHa allepzula

t{ecra e JroKaJrHa aJreoru a xaj laqueHru. I-lpeeHuno, noreme u cnpa6ex Moxe Aa cejanar Ha Mecroro Ha
6uta ce no4o6pyna 3a HeKoJrKy AeHoBH Ao HeKoJrr(y HeAeJrH. Bo uercou erryqav,a1MtHrrcrpaquja. C

cocToJoaTa Moxe Aa ce Ha Apyrrz Sar<roprz, KaKo riprlrar{uja og cpeAcrBara 3a xurr4eHa, utu cna1a
TexHI4Ka Ha uujerrlr

Cucmemcxa anepzu_ia

llojanara Ha cucreMcKa rrEja e perKa, uo noreHqrEjaJrHo rrocepHo3Ha e reHepaJrr{3r4paHara aneprzja
ua uHcyrlEu. Taa Aa npeAr.I3Br{Ka ocl4rr no rleJroTo TeJrO, HOAOCTaTOK Ha BO3AyX, CBr{perbe Bo
rpaAr4Te, HaMaJryBatbe KpBHr4or rrpr{Tr{coK, :a6psaH ilyila, urrr4 norerbe. Teurxure cryqar.r Ha
f eHepaJrrr3HpaH a aJeprtr MO)(e /Ia Ce O[aCHI4 nO XI4BOTOT.

rpyrr{parbe cor.fiacHo QpercSeHqrajara,
oI403HOCT.

Jlunogracrpo$nja u
O.IIJIOX}I JIOKAJIHATA

ao o6racra Ha nujemn
sen 4.4)

na uujemzpalbe r4 Aa ce

Mecroro Ha uujerrnpane

MedDRA KJracH

Ha opraHcKr.r

CICCTEMI{

Hapynrynarra Ha n

Jlorcanua anepruja

I{ TIOTKO}I(HO TKIIBO

6fl-Tilih

Edeu

Ha oBr4e peaKrlr{r4 (Br4Ar4



flpr.rjaneura ce cryrrau Ha eAeM rrpr,r HHcyJrr{ucrca repaluja, oco6eno aro
KoHrpoJra e uo4o6peua co r,rHreH3r,rBvpaHa HHcyJrr,rHcKa repauuja.

Ilpuj aq)e atue ua anrcuu uecarcauu p earcuuu

llprajaeynanero Ha MoxHlrre HecaKaHr{ peaKur{u nocJre craBarLe Ha MeAHrIr,rHc

e BaxHo. Toa onosrvroxyBa KoHTr,rHyr4paHo cJreAerbe Ha xopracr/pusux 6an

rrpoAyKr. O.q s.{pascrBeHr4re pa6oruuqu ce 6apa npnjanyname ua cercoja uoN
AreHqr,rjara 3a JreKoBr4 r,r MeAr4rIrrHcKr{ cpeAcrBa Ha Peny6nrExa Cenepua
Merograj 6p, 54 Kar i) nru no eJreKrpoHcKr.{ rrar npeKy ne6
http : //mal med. gov, mk/.

4.9 Ilpe4ornparre

trIucynuHure HeMaar HeKor4 crporH 4eQr.trrzquu 3a rrpeAo3r{pame 6ra4ejftn cep
rrlyKo3ara ce p$yJrrar Fra KoMrrJreKcHr4 r4Hrepaxuulr nouefy HHcyJrr.rHcKnre

fJryKo3a H Apyru nera6olulr rpoqecu.
Xuuornurelruja noNe la ce ianu KaKo pe3yJrrar Ha [pexyMepHa r{HcyJrr.rHcKa a

co 3eMarbe Ha xpaHa H Tpollelbe Ha eHepruja.

Xunorrureuujara rvroNe Aa e acoqupaHa co 6aauocr, xou$ysuja, ilru[rrra
nonpaftane.

Cm6u enH3oAI{ Ha xr{nofJrprreuuja AaBaar 4o6ap oAroBop Ha opaJrHa a1MrrHvl
Ha Apyrr4 ureftepu.

Koperquja Ha yMepeHo rerrrKa
aAMr4Hacrpaquja ua rJryKaroH,
onopaByBa. flaqueHrure xou
r,rHTpaBeHcKr4.

XNIIOTJII,IKEMI4IA MOXE IA CE NOCTI THC CO I4

cJreAeHa co opaJreH BHec Ha jaruexugpatu, rco

He AaBaar oAfoBop Ha fJryKafoH, Mopa Aa rrp

Aro raqueHTor e Bo KoMaro3Ha cocroj6a, rJryKaroHor rpe6a 4a ce aAMI4H

IIOTKOXHO.

KaHo u Aa e, rJryKo3Hr4or pacrBop Mopa Aa ce AaAe r,rHTpaBeHcKrl

aKo rrarlneHTor He oAroBopn Ha ruryKafoHor. Kora rte ce ocBecrr4,

AKO HCMA

IIAUI4EHTOT

florpe6eu e KoHrHHyr{paH BHec Ha jarlexu4parv vr o6cepaauuja Ha narlr4eH

6uaejku Mo)Ke Aa aojae ao [oBropyBarbe Ha xr{rorirr.rKeMr{qHara Kpr43a.

5. OAPMAKOJIOIIIKI{ KAPAKTEPI{CTIIKI4

5.1 (DaplranoguHaMcxrr KapanTeprrcrrrKu

(DapuaxorepaneBrcKa rpyra:'JIeronu 4trja6erec, vt

nnjer<rupame, cpeAHo ulu 6pso 4ely
pu

AelyBaqKr4. rcol:Al0AD04.

O CJIAOATA MCTAOOJIHA

or nporr3BoA Bo npoMer
coT Ha MeA[qr{HcKr4or

HecaKaHa pearquja no

raja (yr. Cn, Kupun rz

Ha Areuqujara

r{re KoHr{eHTpauuI4 Ha

BOa, npucycTBoro Ha

nuoct roja e noBp3aHa

TJIaBOoOJIKI4, nOTgIbe U

ja ua rnyxo3a, r4tru

IIHA lj.JfiI NOTKOXHA

naul4eHror ueJrooHo ce
pacrBop Ha fJryKo3a

r,r HTpaMycKyJrHo 14 Jrr4

HOCT HA IJ]VKAIOH. LIJII,I

Aa npuMr{ o6por.

rrocJre onopaByBabeTo,

IIITHH 14 AH€UIO3I]



Irlucyrr,rHrEre noceA

AeJryBaar.

Mr4Hyrr4 rrpel oopoK.
IOTKO)KHA A,IIMI{H

npr,rraxaHr.{ <papua

Ha uuro4rzHaMcKr{or

SyHr<qraja.
fnnro4nuaucrzre
H3MepeHO rrpr4 fJryK

{yHxquja.

HEIOBI4OT CQCKT E MH

5.2 (Da KapaKTepncTrrKn

flpuuapua aKrr4BHocr H r4HcyJrr4H Jlr4cnpo e perylaqnja Ha rJryKo3Hr4or ueraoolugau.

aqa6orwarcu r4 aHTr4-Kara6omEqru ,4ejcrna, Bo 3aBr{cHocr oA TKr4Boro Ha Koe

Bo uycr<ynHoro rKr,r ce 3foJIeMyBa KoJIIIqHHATA Ha fJrr4KOreH, MacHr4 KIZCeJrr4Hr4, rJrr4rlepoJr 14

npeB3eMalbe Ha aMI4HOKHO€JIHHI{, a ce HaMaJIyBaaT fJII4KOleHoJIrIgaTa,npoTer.rHcKa cI4HTe3a,

TJILIKOHCOTEHE3ATA, K

AMI4HOKHCEJII{HI,I.

Ylwcynnu Jrr{cnpo r4Ma

nocne o6porc (0-15 uu

clamp npoqeAypa, ce oApxyBaar 14

Ce nora:rano ,[eKa r4H Jrr{H JIT,ICIIpO e eKBr4nOTeHTeH

rroop3 Ir Tpae noKparKo.

e3ara, Jlllnoilpr3arq IIporeI4HcKlIor rara6onr4gaM H rrpoH3BoAcrBoro Ha

p3 noqeroK ua 4ejcr:no (oxorry 15 rrlnHyru), r{ roa oBo3Mo)KyBa 4a ce 4ana 6p:o
yrr4 oL o6porcor) no cnope46a co pacTBopJrrlBr,ror r{Frcyfi}rH r<oj ce laea 30-45

rroqerox, r,r paH nr4K Ha ar(Tr{BHocra Ha Hr{cyJrraH Jrr4cnpo ce sabenerxyBa nocJre
ja ua Humalog Mix50. Humalog BASAL uua npo$un Ha aKrrrBHocr rcoj e

MHOfy CJrrZqeH CO OHOJ sa 5azatunor r{HcyJrr{H (NPH) Bo frepr{oA oA oKoJry 15 qaca. Ha crunara ce
r4naraHa Humalog Mix50 ra Ha BASAL.

Xunornnrerr,tr4cKa a

_ Humalog

- - Humalog Basal

Bpeiue, iracoBrd

Ha cnlmara e npe3eHrr4 Ha peJIaTI'IBHaTa KoJII4qI4Ha Ha fJIyKo3a Bo oAHoc Ha BpeMeTo, KoJa e HeonXoAHa
3a oAp)KyBabe Ha BKyrrH KOHrIeHTparIUr.r Ha rJryKo3a Bo KpBTa KaKO BO yCJlOBr4 HA rrrA4, r.r e r.rHAr,rKaTop
3a eQeKTr{Te Ha Tr4e HHC Jrr.rHH Bp3 rJryKo3Hr4or uera6olusau.

Ha r4HCyJrr4H Jrr4cnpo He annjaar HapyrxeHara 6y6pexHa rrJrr{ xenaraJlHa

KII IIOMETV I4HCVJII4H Jrlrcnpo H pacTBopJrlrBr4or xyMaH

1612

EI{H

HHCyJIHH, KaKO IIITO e
Ha Hapy[reHa peHaJrHa

MoJIapHa 6a3a, uo



(DapuanoruHerr{Kara Ha r4HcyJrr4H Jrr4cnpo oApa3yBa cocrojra rcoja 6pso ce

Ha rouqeurpaqujara Bo KpBra sa BpeMe oA 30-70 Mr.rHyrr{ nocJle

OapuarorcnHerrirKara Ha LrHcyJrr4H Jrl4crrpo nporaMr4HcKa cycneusuja e eAHaKBa

rrHcyJrr4H co cpeAHo,4ejcreo rcano NPH,
@apnaarcorcuHeuiKara ua Humalog Mix50 no4pa:6upa vH4uBu4yartrra rfa
cocraBur4 KoMnoHeHTH. llpu pa3fJreAyBarbe Ha KJrr{Hr4r{Kara peJIeBaHT

rrocooABerHo e Aa ce vcrlrraar KpHBIITe Ha yrr,rflr{3ar{wjaua uyrosara (xaro

Kaj naqr.reHrr.r co 6y6pexua raHcyQnqneuquja, raucylrrH Jrr{cilpo no6pso
pacrBopJruBuor xyMaH r,rHcyrrr.{H. Kaj naqr.reHrr,r co .quja6erec run 2, u
HapyrxeHa 6y6pexua Syurqnja, {apuanoruuercKrrre pa3Jrr4Krd nouefy
pacrBopJrnBuor xyMaH r.rrrcyJrr4H 6r.rle reHepalHo o,{pxaHr,r, u noKaxrue
6y6pexuara $yunqlrja. I(aj naqaenrrz co xerraraJrHa uucy$rzqrzeuquja, uH

pecop6upa v uruMkrlupa 3a pa3JIr4Ka oA xyMaHaor pacrBopJrr.rB rzHcyJrrzH,

5.3 flpernruur.rr{Ku rroAarorlu ra 6er6eAHocra Ha Jrenor

Bo in vitro recroBuTe KoH BKnyr{yBaar Bp3yBarbe 3a r.rHcyJrr4HcKure peqenropri
pacT, I4HCyJrr4H JII,ICilpO Ce IIOKaXIUI MHOry CJII4T{eH Ha XyMaHI4OT I4HCy

AeMoHcrpupaJre AeKa nracourEjauujara Ha HHcyJrr.rH Jrr,rcnpo oA perlerrropure e

oA xyMaHr4or pacrBopJrr4B rrHcyJrLrn, Kparrcorpajurlre, eAHoMeceqHu
ToKcI{KoJIorxKH cryAr,rfi He rroKaxare sHauaj uu roKcr4KoJrouru e$erru.

I4ucylnH Jrr{cnpo He [peAr43Br4KaJr HapyuyBarbe Ha Seprumreror,
TeparorcHocr xaj aHnlraJrHHTe cry Ar4r4.

6, OAPMAUEBTCKI,I KAPAKTEPI,ICTIIKPI

6,1 Jlucra Ha eKcurrrrueHcr,r

llporauuu cyn$ar
u-Kpeson
@eHon

fnuqepon
,{u6a:uveu Harpr.ryM rpoc$ar. 7H2O
I]uurc orcug
BoAa sa uujexquu
Xlopono4opoAHa Kr4ceJrr4Ha 14 Harpr,ryM xr{ApoKcr4A Korr Moxe Aa ce

nH.

6,2 llnrconuaru6u.nsocr

He ce r{3BeAeHr,r cry1uu sa
cry AHrr, Ha KoMrrarr{6u JrHclcr,

6.3 Porc ua rpaebe

Me[IaH'e H

onoj
Apyfll LrHcyJil4H

/'n) q.
{q,-t -{

=57t, \!)

Nlo',
,.fnnun
,l(on:E

llpea ynorpe6a

co Apyrr.r MeAI4

pa, u AocTr4rHyBa IIIIK
KO)KHO r4HJeKTr4palbe.

HA T4CTATA O.q XyMaHI4OT

KOKr4HeTr4Ka Ha ABeTe
HA OBUE KI4HCTI4KI4.

e HaBeAeHo no 5,1).

pecop6r,rpa orKoJIKy
pa3IHr{HI.r CTeIIeHI4 Ha

r{HcyJrr.{H Jrr4crrpo v
HOCT On CTeneHOT Ha

r4H JrHcnpo noop3o ce

eQeKTX Ha KJIeTKHTe BO

. Cry[uure r{cro raKa
KBHBAJIEHTHA HA UCTATA

III4 .IIBAHAECETMCCEqHI,I

pI4OTOKCLIT-IHOCT 14JlVl

3a pefylrr4parbe Ha

flopagu orcycrBo
HCKr{ npoI43BOAr4.



3 roAusr,r.

28 lelc.a.

6.4 lloce6nn 3a qyBarbe

E CE I43JIO}KYBA HA NPEKYMEPHA TOTIJII4HA HHTY HA AI,TPEKTHA COHqCBA CBETJII4HA.,{a He ce saup:Hyaa. ,{a

flpea ynorpe6a

[a ce uyaa no Spnxa4e Ha reMneparypa oA (2'C - 8'C).

ypa roA 30'C. !a He ce qyBa no Spuxr.rgep. fleurcanoro co craBeH rrarpoH He
qeHa I4tJra.

flocne

Ifampou

,{a ce uyna Ha reMn
rpe6a 4a ce rryBa co

KwikPen

.{a ce uyna Ha reMnepar
3aKaqeHa Htra.

6.5 llpupo4a u

flarpos

Cycneu:ujara e

3aTBOpaq BO Br4A Ha

CycneHrnjara e coApx
3arBopaq Bo Br.rA Ha Arr
eMyJr3LrJa MOXe Aa Ce

Ilarponure oa 3 ml ce

"KwikPen". llruu ue ce

3 ml KwikPen: llax
cTaBeHH BO npOMeT

eMyJr3r,rJa Moxe Aa ce yn T 3a rperr.rpabe Ha KJrurror Ha narpoHor, w/uttu Fra craKJreHuor narpoH.

3 ml flarnoH: llax oA 5 unu 10. Morxso e Aa He 6ulat nyrxreHu Bo npoMer clrre roneMnHr{ Ha
naKyBarba..

KwikPen

noA 30oC, .{a He ce qyBa Bo rhpuNraaep. flesraloro He rpeda Aa ce r{yBa co

Ha Ha KoHTejHepor

Ha Bo narpoH oA craKJro run l, 3a[eqareH co 6y.ruleH nnu xano6yruJreH
K I4 KJIun, 3aIxTI4TeHIlt cO aJIyMHHI4yMCKI,I nerlaT. ,{IEuerurOH r,IJII4 c}rJrr4KoHcKa

a Bo narpolr oA craKJro rl{n l, 3aneuareu co oyTI{JreH r4JIH XaJrOOyTrrJreH
vr Kfivn,3aIIITr4TeHH CO aJryMr{H MCTHKOH IIJ]I,I CI,IJII4KOHCKA

3a rpeTr,rparbe Ha KJIIi I4 HA CTAKNCHI{OT NATPOH.
IIATCHI4 BO NEHKAJIO 3A ua ynorpe6a HapeqeHo

) He cure naKyBau,a ceoA ) HJrr.r MyJrTr4naKy

10



6.6 Cnequjarufi rtpeAyfipeAyBaILa 3a orcrpaHyBarbe H Apyru HarIIrHIr H

I4Hcrpyruun sa yuorpe6a u paKynabe

3a Aa ce cnpequ MoxHa rpaHcrrrucuja ua 6orecru, cexoj narpoH
oA cTpaHa Ha eAeH rraqr{eHT, Aypv r IoKoJrKy urJrara e
orcrpaHyBaar ur rar a rroc Jre ceroe n Hj e rrr,rpalbe.

Humalog Mix50 rpe6a 4a ce rpoBepyBa peAoBHo u ne rpe6a 4a
rpyrKlr rrJrr.r rlBpcrr{ 6enu naprnKyirr{ 3aJre[eHI{ Ha AHoro r,rJrr4

npor.r3BoAor 3aMp3Har H31-JreA,

flodzomoerca ua dosa

I4JII,I NEHKAJIO

rrpoMeHera,

ce yuorpe6y
SI4AOT HA

llarpouorure ra KwikPen-oBlrre rxro coApxr4 Humalog Mix50 rpe6a 4a ce
parlere l0 naru, v Aa ce npeBpryBaar ga 180 creneHr4 Aecer rrarn BeAHau
pecycrreHAr.{pa r4HcyJrr4Hor, ce AoAeKa cyc[eH3r4Jara He craHe MJreqHa Arru R

4o6uere, noBropere ja nocranrara ce AoAeKa coAp)Kr4Hara He ce r43Meua.

CTAKJIEHO TOIIqE KOE IO TIOTI]OMAIA MEIIAINCTO,

He uenrajre cr4JrHo, 1ugejku Mo)Ke Aa Aojae ao co3AaBarbe Ha neHa kl

oApeAyBabero Ha Ao3ara.

Ilampouu

Humalog Mix50 narpoHHre rpe6a Aa ce yrrorpe6yraar co Lilly r.rHcyJrHHcKo
ynotpe6a u ue rpe6a Aa ce ynorpe6ynaar co 6nno Koe Apyro neHKaJro 3a

6r,r4ejftra roqHocra Ha Ao3r{parbero He e yrBpAeHa co Apyfr4 reHKaJra.

ZHcrpyxquure Korr Aoaf'aar co ceKoe r4HAr,rBHAyaJrHo rreHKurJro Mopa Aa ce
IarpoHH, npHKaqyBarbe Ha r4fJraTa v aAMuHVaTparlr4Ja Ha HHcyJrHHcKaTa r,rHJeKII

KwikPen
llpea ynorpe5a sa KwikPen 'rpe6a Aa ro rpoqurare BHr4MarelHo rprparrHu
3aeAHo co ynarcrBoro 3a rrar{r4eur. KwikPen rpe6a Aa ce ynorpe6yna
rprpaqHr.rKor :a ynorpe6a.

llesrarara He rpe6a Aa ce ynorpe6ynaar AoKoJrKy neroj 4en r.r3fJreAa KaKo Aa e

I,Iujercmupahe ua dosa

Aro xopucrure nperxoAlro Ha4oJrnero

AeraJrHHTe r4HCTpyKrIrZr4 3a nOAfOTOBKa

oI1Il]Tt4.

leHKtLJlO HJII4 tleHKUUIO 3a [OBeKeKpaTHa

Ha neHKaJroTo H rrHJeKTr4pabe Ha Ao3a,

t. I,lsnaujre n{ parlere,
...

I4:6epere Mecro :la r.rujercrupa2.

a
J.

6#,;5'h
il"'dh#i#fBi E om'o:L)

{.Yt i t;,Qft<jf,/ A.g
b -3, t*-ta*g* 

^*tr*,
i{ """'*n".,-'*-t9

S-qt*z

llcqucrere ja r<oxcara corn
TI

paKyBarbe

opa Ia ce

UI,ICHTI4TC

KOpI{Crr4 CaMO

rpe6a ta ja

aKo HMa [pr4cycTBo
HepoT, AaBaJKr4 My

PAAT BO AJIAHKI,ITC OA

peA ynorpe5a sa Aa ce
o6lax. Arco oea He ro

HAI{I{H

coAp)Kar MaJro

rte ce nonpeuu

HKAJIO 3A TIOBEKEKPATHA

BeKeKpaTHa ynorpeoa,

HA

HA

cJIeAaT 3a IIOJIHeEe CO

sa ynorpe6a BKryrreH

IITO e HaBeAeHO BO

prxeH HJrr,r ouTeTeH.

orpe6a norJreAgere rH
Lrre HHQopMaI4JlIv ae



4.

5.

6.

7.

Cra6urnsnpajre
vrfif'aTauunle

I,lgsreqere ia H

cexyn4n. He

Co ynorpe6a Ha

Vnorpe6ara ua
ynorpe6yna

Cercoj ueynorpe6eH
6apawa.

7, HOCIITEJI HA

@apua Tpejg 4ooen, yn.

8. EPOEBI{ HA

9. IATYM HA II
HA ONO

,{aryru Ha nocJreAHa

10. AATyM HA

Mapr202l

a Koxara co urrpeFbe rzru crl{cKarbe Ha RoroJreMa noBprxr{Ha. Bueruere ja
Ljre cornacHo HHcrpyKrlr.,rr,rre.

JraTa HaABOp 14 He}ItHO npr,rTr4CHeTe rO MeCTOTO Ha r,{HJeKTr.rpaILe HeKOJIKy

Aa ce Macr{pNrpne fioBpur.rHara Ha Hujexruparre.

qero oA r4rilara, usnagere ja o.{ neHKairoro H orcrpaHere ja 6eg6e.qHo.

rlr,roHt4 Mecra rpe6a 4a ce MeHyBa, npr4 rxro r{croro Mecro, He rpe6a 4a ce
oA eAHar[ Bo MeceuoT.

3BOA r4Jrr4 OTnaAeH MaTepr4jan Tpeoa Aa ce oTcTpaHr,r coruracHo JIoKaJrHr.rTe

.IIOEPEHI,IE 3A CTABAIbE HAJIEKOT BO IIPOMET

HroH flonos 6p. lll-3,1000 Cronje, Peny6rnra Cenepna ManegoHuja

OEPEHPIJA 3A CTABAIbE HA JIEKOT BO NPOMET

O.IIOEPEHI,IE 3A,CT BO IPOMET/OBHOBA
E 3A CTABAIbE HAJIE

a:26 Qenpyapu2013

BI,I3I,IJA HA TEKCT
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