
3EI,IPBH IBBEruTAJ 3A OCOEI,IHLITE HA JIBK

1. I,IME HA MEAUIryIHCKI{OT IIPOII3BOA

Humalog 100 eluirzuulml,pactnop sa raHjelcrupane Bo narpoH
Humalog 100 earanprqra/ml KwikPen, pacrBop sa unjexrllrpalr,e Bo rrperx

2. KBAJII,ITATIMEHIIKBAHTI,ITATIIBEHCOCTAB

Cexoj ml coAp)KH 100 eguuuuh Ha vnayrfirH Jrr4crrpo (exorEnareuruu ua 3.5

llarpon

Cexoj narpoH coApxu 300 eausuqvr vrncytu4* Jrr.rcrpo eo 3 ml paorBop.

KwikPen

Ceroe nperxoAHo HarroJrHero rreHK€uro coApxH 300 earanzqn HHcyJrriH JIHcn
Cexoe KwikPen ucnopaYyBa 1-60 eauuuqrl Bo r{eKopu oA I eAunuqa.

*npousne4e so oL E.coli co peroira6prHaHrHa IHK rexHolorutja,

3a xonlrerHa Jrncra Ha eKcuHnHeHcH BHAere aen 6.1,

3. OAPMAUEBTCKA OOPMA

Pacrnop :a nnj exrupan,e.

Fucrap, 6es6oen, BoAeH pacrBop.

4, KJII4III,FMII KAPAKTEPIICTIIKLI

4,1 Tepauenrcnu rrHAHKarIr{H

Tepanuja Ha Bo3pacHpr u AerIa co 4raja6erec MeJrr,rryc Ha Kolr LrM e

Ha HopMarrHa xoMeocrrra Ha rJrrrKertujara. Humalog e Hcro
cr a1utuzupalbe Ha,qnj a6erec MeJrlrryc.

4,2 ,{orupane rr HaqHH Ha aAMrrHrrcrpaquja

.IIo:nparse

{osaraja oApeAyBa JreKapor, cropeA norpe6ure Ha narrHeHror,

Humalog ce AaBa KparKo BpeMe npe4 o6pox. Kora
flocJre o6poxor.

Humalog BeAHarx gejcreyra, v HMa

rrorKo)r(Ho, eo cnope46a co pacrBopJrlrBr.ror
aujercquja'ra (unlr axo e aAMHHHcrpHpaH Bo

ci

HANOJIHETO ICHKAJIO

so 3 ml pacrBop.

norpe6eH HHCyJTUH 3a OAp)r(yBalbe

TAKA rIHpaH 3a r.rHr4rIHJaJrHO

ce AaBa KparKo BpeMe

5 uaca) xora
oB03MO)IWBa

e AaAeH

Humalog
Humalog
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6oryc) Aa 6ul'e AaAeHa Bo BpeMe MHory 6rtacro 4o o6pomor. Bpeuero ua 4ejcrao xaj cexoj AaAeH
LrHcyIrLrH Bapl{pa xaj pa:inuuHl4 naqlreHrl4, HIrH Bo pa3rHr{HH BpeMrarba raj ucra :aHALrBvAya. Ho 6es
pa3JII4Ka Ha Mecroro u{ alvunvtcrpaquja, ea6ererKaH e no6pe noqeroK ua gejcrno orKoJrKy npr4
ynorpe6a Ha xyMaHIl \ucynunu. Itaro u raj cure r4HcyJrHucKH flpenaparr4, BpeMerpaemero Ha

4ejcrno:ro Ha Humalo$ 3aBvcv oA Ao3ara, Mecroro Ha uujemupame, nporoKor Ha KpB,
reMneparyp ara pr oA $u$uvnara ar(THBFrocT,

Cnope4 coBer oA lexaf, I{umalog Mo)Ke Aa ce rcona6uHupa co xyMaH uHcylrr4rt co 4onrorpajHo
AeJCTBO HrrV CO JreKOBpr H coAp)KaT cyxQor{Hxypea.

Ey6pectcuo uap.

Bo cnyuaj Ha 6y6pe;nHo HapyuryBabe norpe6Hte 3avHcytrrtr Molr(e Aa 6uaar HaMzrJreHu.

Xenamaauo
llorpe6rzre 3a HHcy rrurr
HaMaJreHr.roT Kanaqr,rTeT

cnyraj, raj naqraeHru co

Aa or.rAaT HaMajrer{r4 KaJ nauHeHTr,r co xenaTaJrHo HapyuyBa}be flopaAr{
3a flyKoHeofeHe3a 14 HaMafleHoTo pa3Jror(yBal+,e Ha HHcyJrHr{oT; Bo ceKoJ

xpoHr{qHo xenararHo HapyxryBarbe, 3foJreMer{ara pe3prcreHqr,rja Ha HHcyJrr.rH

MOx(e Aa BOAU AO HH noTpeor4 3a HHCyJrprH.

IledujampucKa nony,

Humalog Molr(e Aa ce Kaj aAoJrecrleHTr.r H Aerla (nugere aen 5.1),

[Iomrcoacua ynompe6a

Humalog npou3BoAr{re

KwikPen e noroneH
cy6xyrarur uHjenqau co
nyMrra 3a KoHTlrHyr4paH

Vnompe6a ua Humalog
Henolr flyMrru ce KoM

nyMnaTa.

Cy6nyrauara aAMHH rpe6a Aa 6u4e Bo HaAJraKTuqa, 6yronu, 3aAHr.rK, alu a64oueH.
Mecrara na unjexrupa
nosefre oA eAHarrr Bo

rpe6a Aa ce porr.rpaar, TaKa rrrro Hcro Mecro He rpe6a Aa ce Kopr4crn
poK oA npr.roJrl4)KHo eAeH Meceq co rleJr Aa ce HaMaJrlr pt43r.{KoT oA

JrunoAucrpo QvUa u aMurror4Ao3a (nu4u rcn 4.4 u 4.8).

Kora ce a4unnr4crpupa cy6ryraHo rpe6a Aa ce BHr4MaBa Kofa ce ranjexrupa Humalog 3a Aa ce
ocrzfypa AeKa He e Bo KpBeH caA. llo uHjerrupame, Mecroro Ha uujenrupalbe He rpe6a 4a ce

Aa ce eAylllapaar 3a cooABerHr4Te rexHlrKtr sa uHjexruparle.Macvpa. flaquenrure

Humalog KwikPen
Humalog 100 eAraHraun I ml KwikPen I4cnopaqyBa 1 - 60 e4r4Hr4r\r4 npu 1 eAHHr4rIa Bo eAHa

uHjer<qaja, Epojor ua eAnHHrIr{ Ha rrHcyJrrrH e BO AO3HpHTTOT rrpo30peq Ha

rcoHnepouja Ha Ao3ara npn
qeKop Ha Ao3aTa

Aa ce AaBaar co norxo)nHa raHjexquja.

.Mo 3a cy6xy'rauu r,rHjexqrau. Hurnalog Bo narpoH e rrofoAeH caMo 3a

Lilly nenxano sa noseftexparHa ynorpe6a HJIH KoMnarulunsu cr4creMu co
cy6rcyraua vHcyrrlrHcKa nH$yslrj a (C SII).

qo uHcyJtuHcKa uH sl:T,/@1?

Q:,*tV
flATHOIIJIHI,i CO KTH}I NA CE BMETHAT BO



3a lrHQysuja Ha HHcyJraH Jrr4cnpo Mo)Ke Aa ce Kopr,rcrar oaMo oApeAeHH JII4HCKI4 I4HCDV3HOHI4

nyMrrr4 rou ja vtMaut o3HaKara CE, Ilpea ran$ysraja Ha r.rHcyJu4H Jrucn rpe6a Aa ce npoyqar
HHCTpyKT{r4HTe OA ilpOr43BO.4HTeJrOT Ha nyMnara 3A AA Ce OApeAr4 Ha [yMlaTa.
Vnorpe6ynajTe ro HcnpaBHuor pe3epBoap pr Karerep 3a ryMnara. IIpu uon Ha pe3epBoapoT Ha

A .IIOJIXHHA HA UIJTA

ce MeHvBa coulacHo

nn$yrraouraor cer, Bo cnyuaj Ha e[r{3oAa Ha xnrrorJruxenuja, r,rn$ysrajara
AOCTaBeHr,r 3aeAHo co
rpe6a Aa ce conpe, ce

AoAeKa He ce HaAMr4He xr4rrourrrKeMujara. Arco 4ojge 4o rojara ua BAqKH I{JIH TEIUKI4

xr.rrrorJruKeMr.rqHr,r HanaAr.rpa3Mr{cJrere 3a rrorpe6ata Aa ce HaMaJII{ I,IJI conpe prHcyJII,IHcKara

rryMnara ras6eruynajre oureryBarbe Ha rryMrrara fipeKy Koprrcrerbe Ha coo
Bo cr{creMor 3a noJrHeme, I,Iu$ysr4oHrror cer (qenue u xauuta) rpe6a
HHcrpyKrIHHTe HaBeAeHu Bo uu$opltaqr,rure 3a npor{3BoAor KoIr ce

uu$ysuja. Hapyruynamero Ha Syurqrajara Ha nyMnara r.rJra orrcrpyrqlrja ua

Aa pe3ynrnpa co 6pso noKaqyBarbe Ha Hr4Boara Ha HryKo3a. Aro nocrou col,t
Ha riHcyJrr{H, cJreAere fr.r r4HcrpyKqHVTe Bo Jrr{Teparypara 3a rryunara. Ano
rryMrra, Humalog He cMee Aa ce Merxa co Apyra HHcyJrr4Hr4.

XHrpaneucxara uujercqr,rjalaakrHayilr4H Jrrzclpo ce AaBa cne4ejftu ja uopiuan
HHTpaBeHcKll nujexqua, Bo BLIA Ha r{HTpaBeucxu 6olyc r4Jru npeKy cr4creM
TIeCTO MepeEe Ha HHBOaTa Ha fJIyKO3a BO KpBTa.

ceT MolKe

3a HapyureH reK
AaBa co r4HcyJrr,IHcKa

I4ump ae euc rca aduuuucmp a uuj a u a uu c\tn uu

[orconny e rorpe6Ho, Humalog plcro raKa Mox(e Aa ce aAM]rHlrc^tpvpa u H, Ha npHMep: 3a

KOHTpOJTa Ha HHBOaTa Ha rJryKO3a BO KpBTa 3a BpeMe Ha KerOarIr.rAO3a, aKyTH

}lav[Tpa u rocT onepaTHBHr{ rrepHoAH,

ooJrecrl4 r4rw 3a BpeMe

KII4HI4I{KA NPAKCA 3A

rlH$ysraj a. florpe6Ho e

I,Iu$ysnourzre cr.rcreMr{ co KoHrIeHTpaquja o4 0.1 eAranuqulml lo 1.0 elr.rn qprlml r.rHcynl4H JIHc[po
so 0.9y0 HaTpHyM xJIopI4A unu SYo AeKcrpo3a ce cra6ursrE sa co6na reu so uepuoA oA 48
qaca, Ce ilpenopar{yBa cr4creMor [pBHqHo Aa ce ucnpo6a npe4 Aa ce 3an

r.rHcyJrHH Jrncl]po.
He co raHSysujara Ha

4.3 KourpanugrrKarlrlu

flpeoceuurocr KoH aKTr{BHara cyncraHqrEja urn ueroj oA eKcr{unueHcvre

Xltnouuxenazia,

eo ler 6.1.

4,4 IIoce6Hn [peAyrrpeAyBar+,a rr Mepnll Ha rrperrra3JruBocr

Cre.rrusocr

Co qer Aa ce no4o6pa cJreAJruBocra sa 6aolorxKr4Te JreKoBa, r4Mero

aAMr,rHucrprrpaHr.ror npor.r3B oA rpe6 a j acuo Aa ce eBr.{AeHrr,rp aar:

flpeOpnarre sa lauueur na lpyr run nlu 6pesA sa raucyrus

opoJoT Ha cepvJa Ha

Kora ce Bprxn rrpoMeHa Bo rprrror lrru 6peu4ot'nu r"rynr4H rrrro fte rd npr,rMaar rIaIII4eHTHre,

norpe6Ha e crpora cynepnusuja Bp3 naqr{eHrare oA crpaHa Ha MeAr{TIHH9KH Jrr4qa. flpotueulr no
jauuua'ra,6peu4or (upou:no4ureror), rurror Ha r.rHcyJrr4H (regular/soluble, NPlVisophane, u.r.u.),
BriAor Ha IrHcyJrr{H (xunoruncrn, xyMaH, gry xyMaH lrucynulr) s/uttu MeroAor Ha

rpoa3BoAcrno (penona6HHaHrHa [tIK uacpff@.s-tyRoA ns{Borr4Hcfro roreKro) rrloxe ga

pe3yrrnpa co npoMeHH Bo Ao3ara. 3a6pzosffina*frfif9+d4fNHu, cexoj nauueHr xoj e nocraeeu Ha

6azatua uHcynHHcKa repanaja, r'aopa aalgsfootiH/ffirif(dfi\ra Ao3a 3a ABara vHcytlllrl co Llerl

Aa ce o6e:6eAH KoHrporra Ha rnuxer'rnjprfnp*$),..@otAq\loco6eHo {rofte/rora He ce rpuMaxpaHa 
\\aa %# *6s1,
rsi'3."t&dr -"s*9/ 3
\Yt -'sxr.up' ,Y'\\*gdrl



Xu

Cocroj6u Kou Mo)Ke
r{JII4 IIOMaJTKy

TepailHJa, I.vtJ 3aooJryBarbe Ha HepBr4Te HJru JreKoBu raxo 6eta_6JloKaropr4.

Her<olxy [arIHeHTpr

AOBEAAT AO PAHN, I]PEAYNPEAYBAqKV CI4MNTOMH HA XHTOrIIUNCITVTJA PA3JIHqHHa BKryqyBaar noJrro Tpaelbe ua puja6eror, rrHTeH3ABUpaHa uHcyJrr4."cKa

or'r AolrszBeaJle xr4norurr4KeMl4qH' peaKqr{u nocJre rpauc$ep ua repanujara o4
HCKO NOTCKJIO HA I,IHCYJII4H OA qOBEqI(O NOTEKJIO NPUJANZIC AEKA PAHI{TE14 Ha xlrnomurennrzja 6ure noua.nKy r.I3pa3eHvl) ulrn pa3JILIqHH, OA OHH.

oAHI4or lI$cyrru[' HeroperupaHu xIlnoruILIKeMHcKu riJrv xr{neprJrrzKeMr4c6r{
peaKqHr,r Molr(e Aa n aKaar |yOI,ITOK Ha cBecra, KoMa I4JII,I cMpr.

Vnor:pe6a na THVI AO3U r,tJrr,t [peKHH

uHayruH CO )Kr4

rpeAynpeAyBr{KH 3

3aoeJre)KeHz KaJ n

guja6er, MolKe Aa Ar{ KOH XaneprurzKeMr4Ja
ua repanujara, oco6eno xaj uucyluH 3aBueHr,tor
unu 4.uja6eruqna Keroarlr4Ao3a, cocroj6a Kor{ ce

noreHqzjanHo JrerzurH

llorpe6ure 3a r4HcyJl MOX(e Aa ce 3roJreMar 3a BpeMe ga 60recr uJrr4 eMorIHOHaJrHr,r norpecu.

Ilo4ecynarre Ha

flaqzeurure Mopa Aa
3a Ia ce l{aMaru
norenqajaleH pr43HK

r4HJeKrIr4r{Te Ha HHCyJT

MECTOTO HA HHI
fJryKo3a BO KpBTa Ce

pa3fJreAa npHJraroAyB

AKThBHOCT I4TTI4 CO

Aa fo 3foJIeMaT

4ejcrnynavxvffe uHcy

e4evr, Axo ce

aAar ynareH, Aa Bpmar KoHrHHyr{paHa npoMeHa Ha Mecroro na nHjerrnpame
{3ltKor oA pa3Boj Ha JrHrroArrcrpo$zja r,r Kox(Ha aMr4JrOHAO3a. llocrou

OAJIOXEHA AIICOPNIII4JA HA I{HCYJII4H H BJIOIIIEHA KOHTPOJIA HA ruZXEUNJATA IIO
r Ha Mecra co oBue pea*qr'lr. flpujaneuo e AeKa HeHa4ejrrara npoMeHa Ha

BO Herper'paHa o6nacr pe3yJrr'pa co x,rroflrarevruja. cnelerre Ha
[pe[oparryBa no npoMeHara Ha Mecroro ua uujexrupalbe H rpe6a Aa ce
be Ha Ao3arama aloruguja6eruqHra JreKoBH,

Ha u*cy'rpr* Hcro raKa e norpe6uo raj naqueur' co 3roJreMeHa saszuxarra Ha soo6H'{aeHara Avera. (DHSrrqKr,r eerx6H BeAHarx locJre o6poxor uoxeKor oA xranounreunja. flocregraqa Ha $apuaxoguHaM'Kara ua 6pso

l"y^ilT:.1 "]:1 rrrro aKo ce janra xunorurnKeMuja, uoxre 4a ce jaeu 6pso

uHcyQnqneuqaja, 3roJreMyBarbe
yBarLe Ha cpueBlrTe cHMrrToMH,

[ocJre nnjexrrapan ero, cnopeAba co Hcra.ra nojana rcaj pacrnopJrr4B xyMaH uHayJrHH,

llpujanenw ce cJryqa
rorr,r6r,rHaqraja co r4Hc

Ha cpqeBa uncy$zqr.reHqraja Kofa nuorurr4Ta3oH 6ut yno.rpe6en Bo
rn4H, oco6eHo raj rta pr.r3r.{K rf arcrop :a pasnoj Ha cprleBauucyQuquenquja. T AA Ce BHI/MABAHA rrJraHapa repannja co xov6asaquja o4NI'OfJII,ITII3OH U H log. Arco ce IJVJ&, [aqrzeHTnTe rpe6a Aa ceHaoJbyAyBaaT 3a Mo)r( nojana ua

K';lll#

HA TEJIECHA TE)I{HHA Id

oH Tpeoa Aa ce



I4g6e[rysarbe ua rvreauuuucru rpeuxpr

flaquernure rpe6a Aa ce coBeryBaar ceKofaru 4a ja npoBepyBaar HilrenHullaralaavngyrwrHor npeA

cexoe uHjexrupalbe 3a Aa ce c[peqar cnyuajuu Meuarba nonrefy .qBe pa3rr4quu jauuuu na Humalog
KwikPen KaKo r.r co Apyrr{ prncylruHcKu [por.r3BoAa.

flaqueHrnre rpe6a Br43yeJruo na rur flpoBepyBaar ras6pauure e4lz'Hlrr\v Ha Mepaqor 3a Ao3H Ha

leHKruroro. 04 ryra, 6apanero sa cauouujeKTr4palbe Ha rraqHeHTHTe e lopaAu Toa u]To Mox(ar Aa ro
npoqr.{Taar Mepaqor Ha Ao3r,r Ha [eHKzrJroro. llaqueurr4Te Kor.t ce cJrenu ulrrr uuaar cr'a6 nup, Mopa Aa

ce coBeryBaar ceKorau Aa Ao6ueaar rroMorrr oA Apyro Jurrle Koe utv.a go6ap BuA u e o6yueno sa

ynorpe6a Ha r{HcyJrr,rHcKoro cpeAcrBo,

ErccunnencH

Onoj rr,re4lrqlrHcKr{ rpor43BoA coApxcta rroMaJrKy oa 1 mmol Harpr4yM (23 mg) Ha Ao3a, oAHocHo e "6e3
uatprylt".

4.5 I4urepanquja co 4pyrn JreKoBH rrJrrr Apyrr {opuu na unrepanquja

llorpe6ra're 3a HHoyJTHH ce 3roJreMyBaar npr4 ynorpe6a Ha HeKora JreKoBI4 co xurrepruIHKeMI,ItIHo
gejcrno, KaKo Ha np. opaJrHr.r KoHTparlenrr4Blr, KoprlrKocrepor,rArz, lIJrr4 TpIpoI.rAHa cyrlcrl,ITylrlroHa
tepanuja,.{aHasoJr, 6era2 wuv,yr,.aHrz (lcaxo Ha rrp. pr{ToApr.rH, car6yrauo.u, rep6yranraH).

Ilorpe6ure 3a r.rHcyJurH ce HaMaJryBaar Bo npucycrBo Ha oApeAeHr.r JTeKoBLI co xulorJIIrKeMHr{Ho
gejcrno, KaKo opiurHu xurrorurrzKeMrzrlu, caJlrirlr{Jrarr{ (up. aqeraJrcaJrI4III4JIHa ruceruua), cyr$a
auru6uoruqrd, oApeAeHH aHTr.rAenpecaHTu (MAO uuxu6nropn, ceJreKTLtBHr{ ceporoHl4H peanrejx
unxu6uropu), HeKoH AI{E rlnxu6uropu (Hanronpun, eHalaupul), aHrI,IoreH3HH II peqenrop
6lonaropu, 6era-6roxaropu, oKTpeorr41 urrv zrJrKoxoJr.

llorpe6na e KoHcyJrraquja co JreKap Kofa ce ynorpe6ynaar Apyrr4 JreKoBH r4croBpeMeHo co Humalog
(nngere aer. 4.4).

4.6 Oepru.nurer,6penaenocrr{Aoerbe

EpenaeHocr

floAaroqure oA foJreM 6poj n:norxeun 6peueur4 )r(eHr,r Ha HHcyJrr.rH He yKaxayBaar Ha HecaKaHpI

peaKrlr{H oA HHoyJTHH Jrr4crrpo nps 6peueuocra, Hr4Ty rpe:4panjero ua $erycor/noaopo.4eHqero,

Kaj naqutenrKlr co rlHayJrrH 3aBr4ceH HJrr{ fecrar{ucxu guja6er BaxHo e Aa ce oAp}KI4 go6pa KoHrpoJIa

Bp3 rJraKeMrEjara no reKor Ha 6peueuocra, Ilorpe6r4Te 3a uuayrfirr o6uqHo ce HaMaJIyBaar sa BpeMe

Ha npBr,ror rpuMecrep, u ce 3roJreMyBaar 3a BpeMe Ha BTopr,ror H Tpernor rpuMecrap o4 6peuenocra.
flaqneHrrcn xon serte :av'aar guja6evrpe6a Aa fo r43Becrar JreKapor AeKa ce 6peueun vrv rurannpaur
6perueHocr. Oa eceHqujurHa Ba)KHocr xaj 6peueuure xeHlt p MoHrzTopHHr Ha rrnneuujara, KaKo H

Ha ofi[rroro:4panje.

.4oeme

flaquerrrn co 4raja6erec rou 4ojar
prHcyrrn*, Avera urz o6ere.

oA npr{JraroAyBaBe Ha Ao3aTa Ha
6*h
*""W..-'it -'5s6g?- .
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@eprururer

klvcur.uln irnnpo ne npe4zsu4l€Jl HapyuyBalba na $erycor Bo cryAHH H3BeAeHH Ha )KHBorHr,r
(eu4ere aer 5.3).

4,7 B;rnjanne np: bnoco6Hocra 3a Bo3erbe E yrrpaByBaH,e co MarrrrrHr{

Moxso e cnoco6nocr4 Ha naIlI4eHTI4Te Aa ce KoHlleHTpr,rpaar v Aa peail4paar Aa 6u4e HapyneHa
KaKo pe3yJrrar Ha xuftouIEreuzja. Toa Mox(e Aa 6ule u pu3r4rrHo Bo crzryaquu Kora oBr{e

cnoco6Hocru ce oA nocb6no 3Haqeu,e (np. ynpanyBalbe co Bo3r4Jro urlaco uarruuu).

llaqnesrure rpe6a 44 ce coBeryBaar Aa H36erHyBaar yrrpaByBarbe co Bo3r4Jro 3a BpeMe Ha

xurrorJll4KeMnvun cocrdj6n, ona e oco6euo BaxHo rcaj oune co HaMzuIeHa cBecHocr, HJrH oHHe KoH

HMaar qecru e[v3oAr4 ira xprrrornprr<err,rraja. Coserl4re 3a Bo3e]be rpe6a ,4a ce 3eMar Bo npeABprA Bo

oBue cr.{TyarII4I4,

4.8 Hecanann eQekru

Xunouurerraaja e najupcro HecaKaHo 4ejcrno xaj nHcynuHcKara repanuja. Teurrca xunomunenauja
Mo)Ke Aa AoBeAe 4o ry6uror Ha cBecra, 14 Bo eKcrpeMHI4 cryqarr cMpr. He naoxce Aa ce oApeAH

SpenneHqrEja co rcoja cb janyra xfirorJluKeMujara, 6upjftu ucrara 3aBr4cvt oA npnMeHara Ao3a Ha

vracyrl;aH pr Apyrkr rfanrbpn KaKo Ha np. oA pe)KuMor Ha I,IcxpaHa Ha [arIHeHTor r{ HeroBara $uslruxa
AKTI{BHOCT. I

Ta6elapes npeue,q sa secarcaura pearul.ru

HecanaHure peaKrlr4u dA xruuuqxr4 cry4r4v I(oI4 ce noBp3aHH co ynorpe6ara Ha JreKor ce AaAeHr4
noAony coilIacHo MedDRA npenopaqaHl,I TepMHHIt no Knacu Ha opfar{cKri c}rcreMu r,r no peAocneA
sa onafaqna usqprAeurlh (rvruory r{ecro: > 1/10: qecro: > l/100 ao < 1/10: Hesoo6uqaeHo: > 1/1,000

ao < 1/100: perKo: > 1/10,000 ao < 1/1,000: MHory perKo: < 1/10,000); He e no3Haro (He uoxe ga ce
[porIeHH oA AocranHHTe froAaTouH).

Bo parraxrare Ha ceKoe rpy[r4pa]Le cofJracHo SpercSeHrlnjara, HecaxaHr4Te peaKqw ce AaAeHH rro
peAocJreA na onafaqxa (epuosuocr.

MedDRA Krracu
Ha opraHcKrr

CI{CTEMII

Hapymynarba Ha rr

Hapyuynau,a Ha Koxta rl nornol(Ho rKIr

.'Kon



Onuc ua AaAesprre necaranz peaxuun

Jforcatua anepzuja

r{ecra e JroKErJrHa a.nepruja raj naqr,reura. IdpneHr,uro, noren,e H c

Mecroro Ha aAMnHr4crparJnja. Cocroj6ara ce nogo6pyBa 3a HeKoJrKy AeHoBr.r
HeKoH cJryqau, cocroj6ara Molxe Aa ce AoJDrs{ Ha Apyru $axropu, naxo
xHrHeHa, utn cna6a rexHlrKa na zujerrupame,

Cucmea,tcrca anepeuja

llojanara Ha cvcreMoca anepruja e perKa Ho noreHrlujaruo nocep
areprraja Ha HHcyJrHH. Taa uoxe Aa npeAr43BraKa ocr4n no rleJroro reJro,
cBHpelbe Bo rpaAI4Te, HaMaID/Babe Ha KpBHLIOT npItTI4COK, 3aop3aH IIyJIC,

Ha reHepaJrn3r,rpaHa arepruja Moxe Aa ce olacHr4 rro xHBoror.

llprzjaneHn ce cryr{au Ha eAeM npr.I r.{HcyJrr4HcKa repanuja, oco6eso
rraera6olsa KoHTpoJra e nogo6peua co rrHTeH3LrBVpaHa r4HcyJrr4HcKa repanuja,

flpzjaeygarre Ha raoxHu HecaxaHu peaxquu

llpujaryrarrero Ha Mo)nHHTe HecaKaHH peaKrlr4n rrocJre craBarbe Ha MeApl

[poMer e BarrcHo. Toa osogr\ao]KyBa KoHTraHyHpaHo cJreAerbe Ha

MeAHTIHHoKHoT npoAyKT. Ol g,qpascrBeHnTe pa6orHzqra ce 6apa tpuj
HecaKaHa pearcquja ao Areuqraj ara 3a JreKoBtr 14 MeAHrIrrHcKH cpeAcrBa
Maxe4oHuja (yn. Cn. Kupun ra Meroauj 6p. 54 nar 1) r.rrrr4 rro eJreKrpoHcKH

na A reuqraj ar a http : I I malmed. gov. mk/.

4.9 llpegorupan e

Llucytuuvne HeMaar HeKor.r crporu 4eSuunquu 3a rrpeAo3upalbe
KOHIIeHTparIrlr4 HA fJryKO3aTa Ce pe3yJrTaT Ha KOMIJTeKCHH r4HTepaKUUr,r

nplrcycrBoro Ha fJryKo3av 4pyrv uera6oluu npoqecr4,
Xuuouunenauja uoxe Aa ce janu xaxo pe3ynrar Ha nperyMepHa r.rHcyJr

noBp3aHa co 3eMarbe Ha xpaHa 14 Tporuerbe ua eHeprlrja,

Xunoruurevujara MolKe Aa e acol{IapaHa co 6anuocr, ron$ysuja, rraJrrrvrra

u nonpartarue.

Hapyu,qtearaa ua rcotrcuo u nomrcotrcuo mrcueo

Jluno4r,rcrpo$uja r,r Kox(Ha aMuJror4Ao3a Mox(e Aa ce
oArro)KH JroKturHara ancoplquja Ha HHcyJrrrHor,
uujexrr,rpame so o6racra ua uujerrupane Mo)Ke Aa
oBue peaKrluu (vugu gen 4.4)
Edeu

Cta6u enH3oALt Ha xvrorurlrxeuuja AaBaa"r
prrrvHa Apyru rueftepu.

Kopercqr.rja Ha yMepeHo relrKa xr{n
rroTKox(Ha aAMr.rHHcTparIHJa Ha ruryKaro
rleJrocHo ce onopaBysa. llarlrdeurure
Ha rJryKo3a r{HTpaBeHcKr,r.

IIOIABAT HA MECTOTO

Kournnyupanara
rloMofHe Bo HaMaJIyBa

Ha opaJIHa aAM

'srr*.ur'l
€t on.t9

Mo)Ke Aa ce jasw ua
HeKoJrKy ueAeru. Bo
tJa oA cpeAcrBara 3a

e rcHepaJrr43vpaHura
Ha Bo3Ayx,

me. Teruxure cJryqan

r,rHJeKTr,rparbe v Aa ce
HA HA MECTOTO HA

HJIH CNDEqVBA}LE HA

rrperxoAHo cnaoara

KUOT npOr43BOA BO

A3HK OZIJIAHCOT HA

rbe Ha cenoja Mo)KHa

Peny6nura Cenepua
rrpeKy ne6 crpallara

6ngejku cepyMcKure
T4HCyJTHHCKHTe HUBOa,

AKTI,IBHOCT KoJa I

Ia, rurano6oJtKu, rlorelbe

A HA TJIVKO3A

rHe HHTpaMycKyrrHa Hru
Ha JarJrex KOTA IAIII4EHTOT

IOH, Aa npr{Mar pacTBop



Axo naqnenror e Bo cocroj6a, rJryKaroHor rpe6a Aa ce aAMrrHr{crpnpa riHTpaMycKyJrHo

HJrlr rrorKo)r(uo. Itaxo n Aa e, fnyKo3Hr4oT pacTBop Mopa Aa ce AaAe r4HTpaBeHcKr{ aKo HeMa

nocTanHocT Ha H Ltwr aKo rraqueHTor He oAroBoppr Ha rJryxafonor. I(ora fte ce ocnecru,
[arIHeHToT Tpeoa Aa n o6porc.

florpe6eH e KoHTr4 vrpar BHec Ha JarJrexrlAparrd u o6cepnaqraja Ha naqLreHTor rrocJre

orropaByBarbeTo, oHAeJ Mo)Ke Aa AoJAe AO nOBTOpyBalbe Ha xr4noHrr{KeMHqHaTa Kpr43a.

5.1

OA

@apuaro4un MCKH KapaKTepncTnKrr

KI4 KAPAKTEPII C TI,IKI,I

OaprraarorepaneBTcKa : Jlexosu Kopr ce Kopncrar npu guja6eTec, prHcyJrHHH pr anaJro3rr 3a

aHJeKTnparbe, op3o- yBaqKr{, ATI{ nog: A10AB04

llpul,rapHa aKTr4BHocr uncyllur rrucrrpo e perynaquja Ha HryKo3llpror trera6oJru3aM.

Llucynuuvlne noceAy
KOe AeJryBaaT,

asa6onuqru It aHTn-Kara6oruqrcu gejcrna, Bo 3aBrrcHocr oA TKHBoro Ha

Bo rr.rycrcyrHoro rKn ce 3roJreMyBa KOJII,IqI4HATA HA fJII4KOreH, MACHI4 KHCeJrI{HI'I, fJII..IqepOJr 14

rrpemeMarbe Ha aMr4HoKIrceJrHHrr, a ce HaMaJIyBaaT fJrHKofeHoJrv3ma,nporeHHcKa cHHTe3a,

e3ara, JrunoJrn3ara, nporefiHcKzor r<ara6oJrz3aM H rrpou3BoAcrBoro Ha

noqeroK ua 4ejcrno (oxony 15 rr,rrzHyra)) vr roa oBo3Mo)KyBa Aa ce AaBa
Mr4Hyrr4 o,q o6poKo'r) no cnopeg6a co pacrBopJruBuor r{HcyJrr.{H roj ce gana

porc. I,IucynLrH Jrl{cnpo AeJryBa 6p:o, a BpeMerpae}bero Ha aKTlrBHocra e
roKyco (2-5 vaca) eo c peAoa co pacTBopJrriBrroT HHcyJrHH.

Krunnqxure rlclr,ITy na Haj naqr{eHTr,r co rprn I u
nocTnpaHAr4JaJr}ja x nzHenuja co uHcyJruH Jrlrcnpo
pacrBopJrr4B xyMaH r4Hc JIUH.

fJIrl KOHeOreHe3aTa,

AMI4HOKI4CEJIPIHI,I.

Llucyrl.un nr4cnpo HMa

6pso nocre o6pox (0-l
30-45 uHnyrr4 npeA

Karo u Kaj Apyrare
Bapvpa naj pa:lzvHra

cyJrr4r{cKr4 rrpefiapaTz, BpeMeTo

H, VrItH KaJ eAlla HCTa

run 2 guja6er rroxax(aJre peAyrlupaHa
ro cnope46a co Hcrara nocJre npraeM Ha

HHCyJrr,rH Jrr4onpo Mo)Ke Aa
I,I OA Ao3ara, MeCTOTO Ha

aKTHBHocr. Tunuqguora4Mr4Hr4c"rpa\r4Ja, BalbeTo,

[poQHJr Ha aKTUBHOCT e norKo)KHa rznjexquja
5isEJ*.
S"-,*t"8,ffi'4j
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Ce nonaxalo AeKa vHcyItHH Jrucnpo e eK
HefoBrror eQercr e MHofy no6ps r4 Tpae

t4HCyJlVr Ha MoJrapHa 6a:a, uo

Ha clunara e [pe3eHTr.rpaHa peJraruB:aura KoJrurtr4Ha Ha fnyKo3a Bo oA
HEOITXOAHA 3A OAPXYBATbE HA BKYNHI{TE KOHIIEHTPAqI4KI HA rJIYKO3A BO KPBTA
r{ e HHAr{Karop sa eQercrare Ha rHe HHcyJrr{Ht4 Bp3 |JTyKO3HHOT Uera6OlUSaU,

cnpoaegenu ce KJrlrHHrrKV vrcnvryBarua xaj .leua (61 naqueur Ha Bo3pacr
(481 uauraeHT Ha Bo3pacr oa 9-19 roguHu), npr4 txro cropeAyBaHr.r ce pr

pacrBopJrHB r{H cyJlr{H. oapuaxo4nHaMcKHor npo s un Ha nHcy rrhlH Jr Hcrrpo
Haj nospacHure.

6una 0.37Y0 Tor{KH co HHcyJrr.rH JrHcrrpo, no cnope46a co 0.03%o TorrKH
(p=0.004).

Kora ce ynorpe6yna Bo [orKo)r(Ha uH$ysuoua ryMna, repalujara co uHcyl Jrr,rcnpo pe3yilrr4pa co
HaM{UreHLr Hr'rBOa Ha Drr{KO3HJrHpaH XeUOUO6ZU AO ClOpe46a Co pacrBopJrHB
cJrerra B KpcreHa cryAuj a, pe4ynquj ara Ha rJrHKo3 ]arupaHrrre xeuouo6uHqrvt

or r4HcyJrr,rH. Bo 4yruo

Insulin
Lispro

Humulin
Soluble

Ha BpeMeTo, KoJa e

KO BO yCnOBIdHAI.JTAD,

2-ll) u aAoJrecrleHTr4

yJrr,rH Jrr4cnpo u xyMaH

Aeua e cJrHr{eH co ouoj

Boa noeJre 12 uelenu
pacrBopJrr4B r,rHcyJrHH

Kaj nauueHTlr co rlr[ 2 aujalerec Korr lp]rMaar MaKcr4MaJrHr{ Ao3r4 Ha ua cyr$ouurrypea,
o'ryArrr{Te rroKzDKiure AeKa AoAaBa}bero Ha HHOyJTHH JrHcnpo suauajuo Harraarysa HbA- Bo

' Ic

bA. 6ra ce or{eKvBuuracrope46a co rrpaMarbe caMo. Ha npenapa'ru ua cynsounrypea. peaynquja sa
r4 co Apyru HHcyJrr4HcKr.r [pot43BoAH rrp. pacrBopIuBr4uJTu isophane HHcyJrr4H

Kluuuqnu cryI.r4r4 xaj naqueHru co rr,rr 1 z.run 2 guja6ercc rroKaxaJre H H OpOJ Ha enlBoAr{ Ha
HoKTypHa xHrrofJrHKeMraja co prHcyrrrrH Jrr,rcnpo no cnopeg6a co pacrBopJr B xyMaH lrucyrraH. Bo
HeKOH ATyAI/.U, HaMaJryBaBero Ha HoKTypHara xr4[oruruKeMuja 6uilo acorrr4pa
e[H3oAH Ha AHeBHa xunouuxetrnia.

o co 3foJreMeu 6poj ua

Ha uuno4uHaMcKr{or oAroBop Ha uHcyIrHH Jrucrrpo ue unjaar ua
xerraraJrHa Qyuxquja.

euara 6y6pe)KHa urru

fruxo4uuaMcKuTe pa3Jrr4KH nouefy HHcyJrr,IH JrHc 14 pacTBOpJrHB XVMAH UHCVJII4H CE

oAplKyBaar r4 npr4 pa3HH cTerreHr4 Ha HapyureHa



6y6peNHa $yurcquja.
pecop6upa A ernMr4Hrt

5.2 @apnrarcorcH Krr KapaKTepHcTrrKH

OapuarornHeruKara
IIIIK HA KOHIIEHTPAqI,IJ

HHcyJrr{H Jrilcnpo oApa3yBa cocrojxa rcoja 6pso ce ancop6upa, 14 AocrnrHyBa
Bo KpBTa 3a BpeMe og 30-70 MHrryrH nocJre norxo)r(Ho unjenrupane, flpu

pa3rureAyBalbe Ha KJr peJreBaHTHocT Ha oBHe KvHeTr,tKH, fiOCOOABeTHO e Aa Ce HCnHTaaT
Kpr{Br{Te Ha yTr,rJrIEa Ha fJryKo3ara (xaxo urro e HaBeAeHo no 5.1).

Kai naurEeHrr{ co xHa rEucy$rEqueHqraja, pr:acyrrurr nacnpo no6pso ce pecop6lrpa orKoJrKy
pacTBopJrHBr{oT xyM r{HcyJr}rH. Kaj naqueHrr{ co guja6erec rntr 2) H co pa3JrHLrHH creneHn Ha

rfryuxqnja, $apnanoxuHercKr{re pa3Jrr,rKr{ norvrefy r4HcyJrr,rH JrHc[po uHapyrxeHa Oyo

pacrBopnr4BHor xy r4HAyIrLrH or4Jre reHepaJrHo oAp)KaHH u noKa)r(ane He3aBHcHocT oA cTeneHoT Ha
(aj naquenrn co xenariurHa uncy$uqr,reHqraja, r,rHcyJrHH Jrucrrpo no6pso ce

3a pa3JrHKa oA xyMaHnoT pacTBopJrHB r,rHcyJrHH.

5.3 Ilperrclnnuu n floAarorlu sa 6er6eAHocra Ha JreKoT

or,r BKJryqyBaaT Bp3yBalbe 3a HHcyJruHcKr.rTe peqenTopr4 u e$errn Ha KJTeTKLTTeBo in vitro recroBure
BO pacT, prHcyJrHH JrH ce rroKax(aJr MHofy cIr,rqeH Ha xyMaHHoT HHcyJrHH.

AeMoHcrprrpaJle AeKa
vcTuTa oA xyMaHHoT

corlr4JarlrrJara Ha r4HcyJrr{H xr4crrpo oI peqenToprrTe

TOKCI,IKOJIOUKI{ CTY

Vlucynuu Jrr4cnpo npeAH3BkrKaJr HapylJyBarbe r{a Qep'nrlrare'ror, eu6puoroncuqHocr HJrr.r

TeparoreHoc'r raj auu cryAIILI,

6. OAPMAUE KAPAKTEPI{CTHKI,I

6,1 Jlucra Ha e TIHEHCI{

rr,r-Kpeson

fnuqepor
,{n6asr.rven Harpr,ryM

I{nHx onczg
BoAa sa uHjerquu
XroponogopoAHa Kpr

pH.

Sar.7H2O

krlla v HaTpLryM xr,rApoKcr{A Kor{ Mo)r(e Aa ce ynoTpeoyBaar 3a peryJrnparf,e Ha

6.2 lluxou

llarpoH. KwikPen

Osrae r\aeAuIrr4HcKH He rpe6a Aa ce r IrHcyJrHH r.rJrH Apyf
ME.ZINUI'HCKV N

6,3 Porc Ha rpa

flpea yno:rpe6a

3 roAuHu.

Crygurare prcro raKa
E EKBUBAJIEHTHA HA

H ,IIBAHAECETMECEqHHpacrBopnuB HHayJrr4H. KparrcorpajHr4Te eAHoMeceqHpt

He noKor(urJre :Hauaj uu roKclrKoJrorurn e$erru.

28 teua.
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[a ce.ryna no SpuNu4ep (2.C - 8"C).

6,4 IlocedHn Mepnn sa rryBarbe

,{a ue ce 3aMp3}ryna' fia He ce H3JrO)KyBa Ha npeKyMepHa ro[J]r4Ha
CBETJII4HA,

llpea ynorpe6a

Ilampow

[a ce uyra Ha reMreparypa nol 30oC. ,{a ue ce qyBa ro Qpzxra4ep.
ue :rpe6a Aa ce qyBa co 3aKatreHa r{rJla.

KwikPen

fla ce uyna Ha reMneparypa noA 30'C, [a He ce qyBa ro Spuxu4ep. -fleuxan
co 3aKaqeHa lItJIa.

6.5 Ifprpoga r coApxnHa na nonrejnepor

IlarpoH

Pacrnopor e coApxaH BO narpoH OA CTaKrro 'rzn 1, saneqareH co 6
3ATBOPAI{ BO BI{A Ha AItcK H KJIHI) 3a[ITIIT9HpI co IUIyMITHI{yMcKpI IIerIaT , AlitT,T,ewyrcuja Mox(e Aa ce yno:rpe6ar 3a rperr4pa*,e Ha KJrr4rror Ha narpoHor
naTpoH.

3 ml narpoH: flaHyrama oA 5 uru 10. Moxuo e Aa He 6^r* rryrrrreH' Bo
naKyBarba..

KwikPen

Pacrropor e coApx€H Bo narpoH oA craKJro tu[- l,3afleqareH co
3arBopaq Bo BHA Ha AHOK 14 KJrkrrr' 3aITITLIT9HH co turyMr,IHlryMcKrr ner{ar,

flarpoH. rlarpouzre oA 3 ml ce 3aneqareHrr Bo [eHKaJro sa aujexrzpu*, .u
Haper{eHo "KwikPen". Llrtuue ce BKryr{eHH

3 ml KwikPen: flaxynarra'o4 5 
'.rra 

nrynt"nany"arua og 10 (2 naxyna*a o4 5
cTaBeHH BO rrpoMeT.

6.6 Cneqnja;rHr rrpeAyrrpeAyBarba 3a orcrpauyBarbe n Apyrr HaqHHrr

3a 4a ce crlpequ MoxHa rpancrrauclrja LtJrr,I npeTxo
Mopa Aa ce Kopr4crH caMo oA 14 AOKOJTKy

'$HKl)P t

llaqueurare rpe6a aaja

Sx on r9

KTr{pa}be,

t1

Ha Ar4peKTHa COHr{eBa

oTo co craBeH narpoH

He rpeoa Aa ce qyBa

H vrlv xalo6yrurleH
H IdIIId CZJII'KOHCKA

VIIVTV HA CTAKJIEHPIOT

ET CI4TE |OJIEMI4HPI HA

HJII{ XaJrooyrr.rJreH

KOH HJII4 CIIJII'IKOHCKA

I4/UITI4 HA CTAKJICHVOT

eAHoKparHa ylorpe6a

He cure rraxyBarba ce

paKyBarbe

o HanolHeTO neHKaJrO

urJl.ura e npoMeHeTa.



Humalog pacrBopor ta 6uze 6ucrap IE 6es6oeH. Humalog He rpe6a Aa ce yrorpe6yna axo

pacTBopoT e 3aMaTeH,

Ifodeomoerca ua dosa

Ifampou

rycHar HJTI,I MaJIKy o6oes HJII,I AoKoJIKy I,IMa nplacycrBo Ha IIBpcrv naprr4Kynu.

Humalog narpol{HTe a Aa ce ynorpe6ynaar co Lilly fleHKaJIo 3a noeeftexparHa ynorpe6a r'r ue

co 6ulo Koe Apyro neHK€uIo :a noeerterpaTHa ynoTpe6a 6naeiku rot{Hocra Ha

Co cexoe vHALrBuAy rreHKaJro, cJIeAaT I,IHCTpyKIIHH 3a nOJIHerbe Ha neHKaJroro co IIaTpoHH,

npr4KaqyBalbe Ha

KwikPen

14 aAM r{H I4 cr p auuj a Ha uHcyJI HHcxa r.ruj enquj a.

llpe4 ynorpe6a na o HanorHeroro neHKaJIo tpe6a Aa ro npotluTaTe BHrIMareJIHo

npHpar{HHKoT 3a y xoj uro e AaAeH Bo npvJlor Ha ynarcrBoro 3a naIIueHT. llperxogHo

HANOJIHETOTO NC

ynorpe6a.
'rpe6a Aa ce ynorpe6yra KaKo IrITo e npenopaqHo Bo npupatlHllKor 3a

He ro ynotpe6ynajre AOKOJTKy HeKOJ AeJI I{3rJIeAa CKpIITeH HJIpI OIrITereH.

rpe6a Aa ce Kopl4crar

Ao3ara He e yTBpAeHa

Axo KopHcrI4Te

NOIJIE.IIHETE IH
CJIE,IIHNTE H

ApyfH neHKaJIa,

HANOJlHCTO

HHTe r,rHcTpyKIII,IIr 3a

rreHKa.[o vtrrr4 rreHKaJ]o 3a noneftexparua ynorpe6a
noAroroBKa Ha neHKuuloro u nnjerrnparbe Ha Ao3a,

1,

2.

a

Aq.

I4anauj're rr.r

I4s6epere sa uHjeruEpame.

I,Icuucrere ja corJracHo HHcTpyKur4HTe.

Craiunusu ja roxa'ra co rrrupelbe HJIII crl{cKa}Le Ha rloroJleMa [oBpllruua' Bueruere ja
ArilaTau paJTe coHracHo I,IHCTpyKIIHI.ITe.

l4snreuere ja r4trra"ra HaABop II HeX(HO IIpltTVCHeTe rO MeCTOTO Ha I{HJeKTUpaIbe, HeKOJIKy

cenyHgu. He

O'rcrpanere

Aa ce Macr{pa/rpue noBpIrII{Hara ua uHjex'rnparbe.

Ja oA neH

CE ONIIITI4.

xrnpurlor 14krrrrara 6eg6eAso. Co ynorpe6a Ha Kanaqero oA I'IrJIara, H3BaAere

) r.{ orcrpaHere ja 6es6e4Ho.

nnjercquonz Mecra rpe6a Aa ce MeHyBa, nph rrrro I,Icroro Mecro, ue'rpe6a 4a

rroqecTo oA eAHan Bo MeceqoT.

poI43BOA r4Jrlr oTrraAeFr MaTepr.rJaJr Tpeoa Aa ce oTcTpaHL cofJlacHo JIOKZIJIHHTe

JIEKOT BO IIPOMET

Peny6ll.rrca Cenepna Maxe4oHuj a

Vnor:pe6ara
ce ynorpe6y

Cexoj Heynorpe6en
6apawa.

7, HOCI{TEJI

@aprvra Tpeja AooeJI,

EPOEBI,I JIEKOT BO IIPOMET
12



9. AATyM HA rrpBo oAoEpEHUE 3A CTABATbE
rrPOMET/OEHOBA HA OAOEPEHUE 3A CTABAIbE H^A, Jrl

Aaryrnr Ha rocJreAHa o6uosa: 26 Aenpyapu2013

r0. AATyM HA PEBI43I4JA HA TEKCT

Mapr2021

JIEKOT BO
BO NPOMET
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