
3EIIPEH ITSBEIIITAJ 34. OCOEI4HLITE HA JIEKOT

1. IIME HA JIEKOT

AEACA|IIAP (ABASAGLAR) 100 U/mL pacrnop:a raHjexrnpalt,e Bo rarpoH.

2. KBAJII,ITATPIBEHI,I KBAHT'I4TATI4BEH COCTAB

Ceroj mL coApxh 100 units (earzsuqrz) uHcyJlrrH rlapruu* (ennunaleureH ua 3,64 mg).

Cercoj uarpoH coApxr4 no 3 mL pacrBop sa aujerruparbe, eKBrlBaJreHreH Ha 300 units (e4lrunqu).

E npou:ne4eH co pexou6uHaHrHa {FIK rexHorroruja rcaj Escherichia coli,

3a rounlerH a rvara Ha eKcrlfinr4eHc)H, BI,tAere aen 6.1,

3. OAPMAIIEBTCKA OOPMA

Pacrnop sa nHj ercrapame (r.rHj erqzj a),

Facrap, 6es6oeu pacrBop.

4. KJII{HI{qKI,I KAPAKTEPIIC'TI4KPI

4.1 TepanenrcnuuHArrKarlnH

Tepanr.rja sa 4uja6erec MeJrr4ryc rcaj eo:pacHu, aAonecueHrn r4 Aerra oA2 ro1uutt v noarapu.

4.2 {o:uparse H HarruH Ha rrprrMeHa

,[osuparbe

AEACAfJIAP (ABASAGLAR) coAplKI4 HHcyJrr4H fJrapfr.rH, HHcyJrHHcKlr aHaJror *r vua npoAoJrxeHo
4ejcrno,

Pexur,tor Ha Ao3ara Ha JIeKor (.qosa u epervre) rpe6a 4a 6ular npucnoco6eHr,r r4HAr.rBr4Ayanuo. Kaj
IIarIeHru co rr.Ir 2 graja6erec MeJrr4ryc, AEACA|nAP uoxe Aa ce AaBa 3aeAHo co aKrr4BHr4

aHru4uj a6ercKr4 JreKoBr,r sa opaJrHa yno'rpe6a,

ABACA|JIAP (ABASAGLAR) rpe:6a Aa ce 3eMa eAHan AHeBHo eo 6r.{ro

AeH BO UCTO BpeMe.

JaLIUHaTa Ha OBOJ JreK e r43pa3eHa BO eIH
eAHaKBr4 co IU ulu eAHHHr,ruHre KOr4 r
(nu4ere aer 5.1),

Ifoce6uu nonyaauuu

KOJ BpeMeHcKH nepuo4 ceroj
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Ilocmapa nonynaquja Q65 eoduuu)
Itaj nocraporo HaceJIeFI[e, :a6p:anoro BJIoIxyBa[be ]Ia $yHrcqrajara ua 6y6pesnre Mo)r(e Aa AoBeAe Ao
nocrojauo HaMaJryBaH,e ua norpe6nre 3a xHcyJrr4H.

Ey6pecrcuo Hapywycarbe
Kaj naqneHrn co 6y6pextHo l{apylxyBarue, notpe6l4re 3a nHcyJrHH Mo)r(ar Aa 6u1ar HaMareHr,r nopaAr4
HaMaJleHr40T N,rera60JIusaM Ha Hr{cyJll4r{o'r.

Hapywyaan e ua tlpu dpo6
Kaj naqenrr4 KoI4 nMaar HapynyBarbe Ha qpHnor 4po6, norpedur:e 3a uHcyJrHH Mo)Kar Ia 6u1ar
HaMaJreHu IopaAu HaMareH Kanur4Tel Ha fJryKoHeoreHe3ara u HaMarerr mela6olugaM Ha nHcyJlHHor.

If eduamoucrca nonvnauui a

Adorcc4eumu u deqa Ha lnpacm od 2 zodwu u nocmdpu
Ees6egHocra u e$nxacnocra Ha IIFIoyJII4H rJIaprI4H e yrBpAeHa raj a4onecqeHrn rr Aerla Ha aospacr o4 2
foAr4Hr.{ r.r nocraprl (nu4ere lter 5.1). ,{osnltor pexr4M (Aosa lr BpeMe) 'rpe6a ga 6trAe uuAr,rsr4AyaJrHo

npnJraroAeH.

Ieqa nod 2 zoduuu
Ee:6e4Hocra u e$urcacHocra Ha HHcyJIr{H frapfr4H He e yrBpAeHa

AOCTaIHH nOAaTOr_Ur.

AeLIa noA 2 roAuHu. Heua

Ilpe&pryaarce od dpvzu uucltnuuu na AEACA|JIAP (ABASAGI-.IB)

Kora ce spu:u npe$pJryBalbe Ha pexr,rMor Ha repanuja oA r4HcyJlr4H co cpeAHo r4Jnr AoJrfo 4ejcreo co
pexr,rM Ha rHcyrII4H ABACA|IIAP (ABASAGLAI{), Mox(e Aa r.rua no'rpe6a oA npoMeHa Ha Ao3ara Ha

ocHoBHr4or nHcyJl4H r4 npr,IJraroAyBan,e ua rou6nHaryujam co auruluja6ercrca repanraja (Aosara n
BpeMero Ha AonorHHTeJrHr4Te peryrapHlt L{HcyJl4HH nnn 6pro-4ejc'rByBaqKr4 HHcyJrr4HcKr4 aHalrosr4 t4rrr4

Ao3arara Ha opaJrnr4re autu gvrj a6erwlu).

IIpebpt)tean'e od NPH uucvnuu rcqi ce sena dea namu duean ua AEACA|T'IAP (ABASAGLA\)

3a la ce HaMaJrr.{ pr43r4Kor oA Hoftua Hrrz yrpr4HcKa xr{nofJrnxenanja, nar-lr4eHrr,rre'KoH ro MeHyBaar
Hr4BHr4or pe)Kr4M Ha ocHoBeH HHycJII4H oA I4lIcyJII4Hor I{IIX(NPH) nprarr,ren ABa rartr AHeBHo Ha pe)Kr4M co
AEACA|JIAP (ABASAGLAR) rpuMeH eAHau AHeBHo, rpe6a 4a ja uauarar AHeBHara Ao3a Ha

ocHoBHlror r4HcyJrHH no 20-30 oZ ao npenle HeAeJrh o4 repanujara.

II pe@ 3 0 0 units/ml u a AEACAIJIAP (ABASAGLARI

AEACA|JIAP (ABASAGLAR) ta Toujeo (r.rHcyrttH frlaprnH 300 units/ml) ne ce 6noereneareHrrrn ri He

ce Ar4peKTHo 3aMeHJrHBH. 3a Aa ce HaMaJIH pl43r4Kor oA xufiofJu4reiunja, nauneHrure Kor4 fo MeHyBaar

Hr4BHr4or ocHoBeH lrHcynuHcrc4 pe)rc4M oA I,rHcyJu4HcKu pe)r(HM co npHMeHa rra uHcyJlr4H rlaprnu 300
units/ml eAHarx AHeBHo Ha pelrr4M co AEACA|IIAP aaaeH eAHau AlreBHo, rpe6a 4a ja Havalar Ao3ara
cooAeerHo 20010.

Kaj

3a npenae Ha npBure
HHCyJrr.rHOT 3a BpeMe

HCACJII,I HAMAJIY

Ha o6nor. llocle

Ce npenopaqyBa MoHuropupabe
HE.IIEI14.

Aa KOMneH3r.lpa CO 3rOJIeMyBaILe

r4HA14Bl4AyanHO.Aa 0e IIpr,rJraloAr4

a ripe$p,rynarbero r(aKo 14 Bo npBare
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llopa4n nogodpeHara KoHrpoJIa sa ltera6arrr3Mor roja uorre Aa pe3yJrrhpa co 3roJreMeHa r4HcyJurHcKa
ceH3l4l4BHocr Moxe ra r4Ma norpeOa oA [oHaraMouHa npoMena Ha Ao3HHor pexr.rM, flpncnoco6yname
Ha Ao3ara Moxe Aa 6u4e norpe6Ha Ha [pr.rMep arco rcaj [arlneHTor rzMa rrpoMeHa Bo re)KilHara r,r HaqHHor
Ha )KI,tBor, npoMeHa Bo BpeMero Ha 3eMalbe Ha Ao3ara Ha I4HcyJIr4H t4IrA npyru oKoJlHocru xot't 6w ja
3roJIeMI4JIe rIoAJIo)KHocra Ha xrirorJruxeunja r.{Jrr,r xlrleprJrurceuuja (annere aet 4.4),

flaqlzeHrure co BHcoKI4 Ao3r4 Ha lrHcyJurH rropaAn aHTnreJra Ha xyMaH fiHcyJrrH Moxe Aa wMaar
no4o6peH L{HcyJrHHcKH o,qfoBop co AEACAfIAP (ABASAGLAR).

HaquH ua npurraeHa

AEAC Af JIAP (A B A S AGLAR) ce twMLtHncrpvpa rrorKoxHo.

ABACA|JIAP (ABASAGLAR) ue'rpe6a 4a ce aAMr.rHlrcrpr4pa r{HrpaBeHcKu. llpo4olxeHoro 4ejcrno Ha
I4HcyJII4H frapnlH 3aBrrcv oA HeroBoro nHjerrupame no IrorKoxHoro rKr,rBo. I4nrpaeeHcrcara
aAMI4HHcrpaquja na soo6uqaeHara ttornoxHa Ao3a Moxe Aa pesyrrrapa Bo cepr{o3Ha xunornureuuja.

Herrna suauajHl4 Krr4HI4tIKH pa3JII,IKI4 novrefy cepyMcKr4or r,rHcyJrr4H .r4Jrr4 Hr4Boara Ha fJrr,rKo3a rrocJre
aAMLrHr4crpaquja ua HHcyJrr4Hor rJraprr4H no a64oueH, paMeHa uln 6yronu.

Mecroro sa uujer<ruparbe ceKorau rpe6a 4a ce MeHyBa Bo Hcruor npeAeJr co qeJr Aa ce HaMaJrr4 pr,r3nKor
oA JrnnoAncrporfuja H KoxHa aMr{Jror,rAo3a (nu4u gel 4.4 u 4.8).

AEACA|JIAP (ABASAGLAR) ue rpe6a 4a ce Merua r4Jrr pacrBopa co Apyr vHytrwH. Meuranero nnu
pacrBopabero Mo)Ke Aa Ha[paBu rrpoMeH].r ro npeuero/4ejcrnoro Ha HHcyJrr4Hor, a Metuarbero Moxe Aa
npeAH3BI4 Ka Tanoxerbe.

3a noeefte AerilJu{ sa ynope6a, Br4Aere rcn 6.6.

4.3 Konrpanngr{KarIHH

flpeocerlueocra KoH'aKTLrBHura cocrojrca uru Heroj oA eKcr{LrnHeHcr4Te ce HaBeAeHu no Ael 6.1.

4.4 IIoce6Hn npeAyrrpeAyBaba H Mepnn Ha rrperrra3JlHBocr

Crelrrlrsocr

Co qel 4a ce no4o6pl4 cJIeAJII4Bocra Ha 6norourrure MeAll-u4HcKr4 npor.r3BoAu, uMero n cepucruor 6poj
Ha aAMr4Hr4crprpaHr4or npou3BoA rpe6a. jacuo Aa ce 3anr4uar.

fiuj a6 eruuua Kero arlr4Ao3a

AEACA|IIAP (ABASAGLAR) He e rpaBzJlHuor us6op Ha r.{HcyrrnH 3a rperfipa}be ua 4nja6eruura
KeroalluAo3a. Bo raKsu cryqan ce llpenopaqyBa r4HcyJrr4H aAMr,rHr,rcrpr4paH r4HTpaBeHcKr,t.
ZHcyrrzHcxr.r norpe6rl H Ao3Ho npr4JraroAy

Bo cnyuaj Ha HeAoBoJrHa KoHrpoJra
xHnepfrr4Keunja wlw xunouureulrja, n
MecToTo Ha uHJeKTHpabe, cooABeTHaTa
6ugat pa3rJreAaHr4 npeA Aa ce HarrpaBar

ocr
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3a [oJaBa Ha enH3oAH Ha

nperrHuaH14or Ao3eH pexlrM,
peJreBaHrHr,r Qarropu Mopa Aa
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I(ora ce Bptun npoMeua Ha'rI4IIor Iala 6peH4or Ha r{HcyJuau rr<l.i ro npr4Maar [ar1r4eHTure, norpe6eu e

crpor MeAr4rrr4Hcr(r4 HaA3op. flpouenu no jauuHara, 6peu4or (npor,rcao4r.rrelor'), rltnor Ha uHcyJtr,tH

(peryrapeu, NPH, lente, 4onro-lejcrByBaqKl,r u r.u.), floreKJroro (xuroluHcn].r, xyMaH, aHarof Ha xyMaH
r.rHcyJil{H) r4lr4J1r4 MeTOAOT Ha IpOH3BOACTBO, MO)Ke Aa p$yJrTr.{pa CO npOMeHH BO Ao3ara.

Xnnoruurenauia

Bpeuero ua nojaoa Ha xr.rrornurenuja 3aBnct4 og npoQunor ua 4ejc'rno Ha yrorpe6eHnor LrHcylvl vr

Mo)r(e Aa ce npoMeHli r(ora pexnMor Ha Ao3r4paH,e e cMeHer, 3apaau [oroJreMoro BHecyBatte Ha

oAplKnr4B 6asareH uHcyJrr,lH co HHcyJr!{H rrapnrn, nonepojaruo e Aa ce oqeKyBa nojasa Ha

xlrnofirr4KeMuja ao yrprrHcr(ure qacoBn a loMarr(y so HoriHr4re.

Ce npenopavyna oco6eHa nperna3Jll4Bocr I4 t4HTeH3HBeH Mol-rr4Topr4nf ria fJryKo3ara no rpnra naj
[ar{r{eHTr4 xaj ron xrr[ofJrr4KeMl4r{Hl4're enn3o.I{n Mo)Ke cepr4o3Ho Aa nrr,rjaar Bp3 Hr4BHara Krr4Hr4rrKa

cJrr4Ka, KaKo [ITo ce nauneHrlr co suauajua creHo3a Ha cpr{eBara aprepr,rja r,rJrr{ r(pBHr4Te caAoBH Kor4 ro
cHa64ysaar Mo3oKor (pnsnn oA cpueBl4 HJrut Llepe6parHn r(oMrrJrr4r(auul.r oA xr,rrlorJrHreuraja) raxo u raj
raq?reHrr4 co nponr,r$eparnBFra pernHonaruja, oco6euo aKo He 0e rpelr4paHu co $o'ronoaryraqnja
(prarnx oA rpaH3ilropHa aMaypo3a npocneAeHa co xHnorJrrzrervrraja).

llaqnenrure rpe6a Aa 6u4ar cBecHH 3a yJroBr,rre KaAe rrpeAyrpeAyBaqKure cr4MnroMr4 Ha

xrlnorJrnKeMujara ke ce HaMarar. ilpe4ynpe4yBaqrl4Te cflMnroMr4 Ha xnnomui<enraja Moxe Aa ce

cMeHar, Aa ce HaMaJrar vrrw IIeJIocHo Aa I,IcqBHar raj Heron pr,r3urrHr4 rpynr4, Bo onne rpyflH cnafaar
TIAUHEHTI,I:

- rcaj rou rr[KeMr4r{Hara KoHropJIa e 3HaqLITeJlHo no4o6peua,
- KaAe xlr[ofJrr4KeMujara ce pa3BHBa flocreneHo,
- KOU Ce [OCTapH,

- KaAe r4Ma [poMeHa Ha repannja oA HHcyJII4H co )KrIBorHHcKo noreKJro Ha xyMaH uHcyJrr4H,

- raj rcon e npucyrHa aBroHoMr{a Henponaruja,
- Kor,r HMaar AoJrfa ucropraja ua guja6erec,
- Korl r.rMaar ncnxujarpucxn :a6orynama,
- raj rou r4Ma r4croBpeueHa repanuja co Apyrr4 JreKoBr4 (nrz4ere aen 4.5).

TaKsra cryqav Molr(e Aa p*yJtr4paar co rettrl(a xHIIorJMKeMraja (a uoxno e u ry6erre ua cnecr) npe4
nar-u4eHTor La 6u Ae cBece H 3a xH n orJI H Keiv raj ra.

llpo4olrreHuo'r ecpem Ha norKo)I(Hl4or HHcyiII4H rJlaprnH Mor(e Aa fo oAJro]Kr4 3aKpenHyBa]bero oA

xunouurceuuia.

Aro ce gaberexranu HopMaJIHI4 L{JIII HaMaJIeHI4 BpeAHocrr4 Ha IJILTI(oJrrd3HpaH xeMorJro6nH, uocrou
MoxHocr o4 nojana Ha noBTopyBar{KI4 Heilpeno3HarJrr.{Br,r (oco6euo Horfnu) enr43oAH Ha xunorJrHKevuja.

llpapxynamero Ha [auueHrr4Ter Ha Ao3ara 14 pexflMor a, npaBuJrHo aAM14Hr4cTpr4par$e Ha

I4HCYJII4TIOT 14 CBECHOCTA HA CI4MIITOMI4TE HA XUNOT H QaKTOpH 3a HaManyBaF,e Ha

pl43r4 KOr OA Xr4rlOfJil4rerr4nj a,@arropnre rorz ja a KoH xHnounrevujara 'rpe6a

ocooeHo Aa ce HaAfJreAyBaaT 14 noc'lol,I Mo)nHocr
- npoMeHa Ha Mecroro ua uHjercrraparse,

- no4o6pynaH,e Ha IaHyJn4ncKara ceHeulnnuocr (
- HeBoo6uqaeHa" 3rcneMeHaulr4 npo4olxeHa $u
- r4 HrepKypeurun sa6onyaarra (np. norpaft au'e,
- HecooABerHavcxpaHa,
- rponyureHn o6poqn,

ara. Oele cnaiaar:
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- KoH3yMarlr4ja Ha €urKoxoJr,
- KOHKpeTHH HeHaAOMeCrJrr,rBr4 eHAOr(pHHr4 3a6oJryBarba, (IIp. Kaj xH[oTupouAv3aM, h npu

n Hcy$ uqu eHqraj a u a n peAHa xunoQusa r4Jr 14 aApeHoKoprHKaJrHa r.rucy$u qrzeuqraj a),
- rrcroBpeMeHa repanuja co Apyrr4 reKoBr4.

Texsuxa ua uHjemupame

flaqaeHrure Mopa Aa 6uAar yrareHH Aa Bpuar KoHrr{HyHpaHa npoMeHa Ha Mecroro ua uHjercrupa}r,e 3a

Aa ce HaMaJII{ pI43I,IKor o4 pa:noj Ha Jrr4rroAr4crpo$raja r4 KoxHa aMr,rJrorlAo3a, Ilocrou noreHqujaleu
pI43t4K oA oAJIoxeHa ancopnqr,rj a Ha rnHcytr4H r4 BJrorreHa KoHrpona Ha rlnrenrujara ro uHjercquure Ha

IiHcyJIHH Ha Mecra co oBHe peaKrlur4. flprajaneuo e AeKa ueua4ejHara [poMeHa Ha Mecroro Ha

uHjerrupame Bo HerperHpa*a o6lacr pe3yJrrupa co xr4rrorJlrzKerranja. CleAeme Ha fJryKo3a Bo KpBra ce
npenopallyBa no [poMeHara Ha Mecloro ua uHjemlrpalbe r4 Moxe Aa ce pa3rJreAa npr4JraroAyBa]be Ha

Ao3ara wa anru pwja6ern quu JreKoBr4.

I4HrepK)'peHrHH sa6olysan a

Kaj r'tHreprcypeHrHuTe sa6olynama norpe6Ho e uHreH3r4BHo MoHuropr4parbe sa uera6o,rusNaor, Bo
MHOry CJIyqAA uHAI4rIHpaHa e npuMeHa Ha TecToBH 3a npr4cycrBo Ha KeroHu Bo ypr,rHa, u MHofy qecro e
norpe6Ho Aa ce HanpaBll nprrJraroAyBarLe Ha Ao3ara Ha HHcyJilIHor. Hajuecro ce 3foJreMyBa Ao3ara Ha

IlHcylIIHor. IaqneHrure co rhn I 4rzja6erec Mopa Aa npoAoJrxar Aa KoH3yMupaar peAoBHo 6apenr uala
4osa ua jarnext4Aparrl, uaKo ce cnoco6su pa jagar caMo MaJrKy r,rJrrr BoorruJTo Aa He ja4ar xpaua r4Jru aKo
nonpaicaar H T.H. Ho HrrKaKo He cMear Aa ro H3ocraBar rzHcyJurHor Bo qeJrocr.

14ucyruscr<n aHrnrena

AAuuuucrparyujara Ha I,IHcyJrLrH Morxe Aa rrpeAu3Br.rKa $opnrupame Ha aHrnreJra Ha r,rHcyJrr4H. Bo perrcrz

cryr{au, [pt4cycrBoro Ha BaKBr4 r4HcyJrHHcKrr aHTureJra Moxe Aa 6apa npunafoAyBarbe Ha Ao3ara Ha

HHoyJII4H co IIer Aa ce nonpaBl4 reHAeHqujara:a xtanep- uJrH xr4rrorJ]raxerurEja (nu4ere aer 5.1).

lleurara rou rpe6a ra ce ynorpe6ygaar co AFACAfJIAP (ABASAGLAR) narpoura

flarpouure rpe6a Aa ce yflorpe6ynaar caMo Bo rcorra6rauaquja co Lilly r4HcyJrr4ucKo neHKilro HaMeHero 3a

noBTopHa ynorpe6a n He rpe6a Aa ce Kopr.{crr4 co 6ulo roe Apyro neHKnJro HaMeHero 3a [oBropHa
ynorpe6a 6wpjkw roqHocra Ha Ao3xparbero co Apyrlr neHKaJra He e rrpr4JraroAeHo. l

fpeuiKn co reKoeH

flpr,rjaneHrz ce rpelxKr{ co reKoB}I, xaj xou Apyru HHcyJrr4Hu, oco6eHo rcparxo-4ejrByBaqKu vHeyIu4HV,
6ule no rpeuKa aAMuHucrpnpaHlr HaMecro rrHcyJrnHor fJlapruH. Mopa ceKoraru Aa ce npoBeprz
eruKerara Ha v+cyJlr4+or npeA cexoe uujerrupaFbe 3a Aa ce ng6eruar rperxKr,r co lercoeu uefy
AEACAfJIAP (A BA SAGLAR) ra Apyr.H nHcyrlr.r H H,,

Kou6uuauuja Ha AEACAfJIAP co nrroFrrr4ra3oH .

llpnjaneHra ce cJryqau Ha apu,eBa raHcy$u r4orJrnra3oH 6ral ynorpe6eH so rcou6nuaquja
co IzHcyJrr4H, oco6eso rcaj naqueHru co
BHHMaBa Ha onoj $arr xora ce [JraHr4

rj Ha cpqeBa r,rucy$aqneHur.rja. Tpe6a 4a ce
qraja oa nuorrurasoH z AFACA|JIAP.

'Sasq"eH$t eo%%
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3Harln r4 cnnToMr4 Ha cpqeBa r4HcyQHqHeHur4Ja,

3a6eJlexaHr4 3HarIH Ha BIOrXyBabe r{a cpqeBr,rTe

npeKr,rHe.

3foJIeMyBaH,e Ha TeJIeCHaTa Te)r(HHa r,1 eAeM. AKO
cr4MnToMr4, 'repanniaTa co nr4ofJil4Ta3oH Tpe6a Aa

4.5

Co.qpxrz sa sa H arpnyrvr

Oaoj rer coAp)r(H [oMaJlny oA I mmol r{arp}.ryM (23 mg) Bo eAHa Ao3a, ollFrocFro "6e3 uarpynM"

Ilureparcquja co gpyru flel(oBrI HJrIt Apyru $opnra Ha uHrepanquja

BpojHu cyrrcraHlurfi Mo)r(e Aa nlnjaar Ha rJryr(o3Huor uera6onu3aM, co rrrro Mo)Ke ga ce janr.r norpe6a o4
npucnoco6yBabe Ha Ao3ara Ha r4HcynI4H rJIaprI4H.

CyncraHqn l(on nrro Molr(e Aa ru no4o6par e$errure Ha HaMaJlenr.i Hr{Boa Ha rJlyr(o3a Bo KpBTa 14 Aa ja
3roJreMar noAJro)r(Hocra Ha xr4llorrnxeltuja BJIKyqyBaar opaJlHr4 aurr.r4uja6eruqu, uHxu6r4roptr Ha

aHrnoreH3r4H KoHBeprupaqr(H eH3I{MI4 (ACE), Auconl4paMt{zl, $udparn, $ryorcerun, vruxuluropu Ha

NroHoaMr4H oKcraAa3a (MAO), neuloxctrQurn4H, nponoKcu$eu, caJrr4ur4na'ru, aHaJro3u Ha coMarocrarvl Lr.

cyn$oHartr ra4su aHrn6rz oruqpr.

Cyncrauqn Kopr Moxar Aa ru HaMaJIar e$errure Ha HaMaJreH14 Hr4uoa Ha rJryKo3a Bo KpBTa BKryr{yBaar
Koprr4Kocrepov1'v, AaHa3oJr, Ar4a3oKcvr1, Ar4ypervrr{r4, rJryKarou, uzonujazuA, ecrporeHn, rporecroreHr4,

SeHornja:raHcKh AeprIBaru, coMarpo[r4H, cnMrraroMr4Merr4qHr4 J]eKoBr4 (np, enzne$prau [a4penanmuf,
cal6yrauor, rep6yranuH), rupolr4Hn xopMol{r4, arunt4q+vt aHTr4ncuxorr4rrHu reKoBu (lp.xlo:arr{H t4

orau:anuH) u raHxn6zropu Ha nporea3a.

Eera-6loxaropu, KJroHIl p.vr*, Ir4Tr4yMoBI4 coJrI,I I4Jrn aJrKoxoJr rvtoxe Aa fh loreHlll4paar uln ocla6ar
HaMaJreHr4Te eQexru Ha riryKo3a Bo KpBTa Ha r{HcyJrr4Hor. ltreHramu.qnH Mox(e Aa npeAH3BuKa

xr4norJrhKeMnja, roja Bo oApeAeHlr cryrra[ Mo]Ke Aa 6r't4e npocleAerra co xnneprunreuuja.

,{onolunrerHo, rroA ennjauue Ha cltMnaroJruTr4qKr4 Jrer(oBr,r KaKo 6era-6loraropu, KJroHuAr,rH,

rBaHr4Tr4Ar4H n pe3eprrliH, 3Haqare Ha aApeHepfr.rr{Ha KoHTpa-perylaqzja Mo}r(e Aa 6urar HaMaJreHH LrJrH

OTCYTH14.

4.6 (reprurnrer, 6penaeuocr I{ Aoelbe

Epeuesocr

He nocrojar KJrHHI4qKr4 noAaroql4 3a n3JloxeHocra Ha 6pelrenu xerr4 Ha r4HcyJllrH rraprnH oA

KoHrpoJrHpaH[ KJrr,rHr4r{Kw cryAr4r4. foneu 6poj no4aroqn raj 6peuenn xreHra (nonerte oA 1,000
rpy4urzqn) He yKDKyBaar Ha cner{H(ra.rHu HecaKaHI4 peKar{ur4 Ha r4HcyJu{H fJlapnrH nps 6peureHocra r,r He

noKa:KaJre cnequ$ruua rr,ra;r{roprr.raqulauury tfelo/ueoHaraJrHa roKcur{Hocr Ha r4Hcyirr4H fJrapil4H.

Kaj ncnuraHr4Te )r(r4BorHr4, noAarour4Te He IroKalr(yBaar penpoAyrcr4BHa ror(c14r{Hocr.

!or<o"n xy e KJrr4 H H q Kli no'rpe6uo, AEACA| JIAP 3a BpeMe Ha opeMeHocTa,

KaJ naqr4eHTH co rrocToeqKr4 r,lJrH recTarlHcKr4

KoHropoJra 3a BpeMe Ha 6peueuocra sa
AO0pa Meraoort4r{Ka

xH rreprJrr4 Ke vwj ar a. llorpe6rzre sa u u cyrrztt o6u u
TIOCJ]EA14IIH

Ha npBr.roT

IIoBp3aH14 CO

rpr4Mecrap H ce

nopoAyBarbeTo,
*sFrKuP 

"
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norpedara 3a I4HoyJITIH Harno onafa (srolelreu e plr3r4Kor oA xunofJruxertllrja). O4 ecenqujaJrHa BaxHocr
e BHUMaTeJIeH MOHHTOpUHT Ha fJ,lyKO3HaTa KOI{TpOJIa.

Aoerue

He e nosuaro AaJrr4 r4HynuH fJlaprr4H ce raqv Bo qoBeKoBoro MJreKoro. He ce olreKyBaar vera6oruqrcu
eSercru Ha BHeceHhor r.{HcyJrr4H rJrapfr.{H rcaj Hooopo4eHoro AoeHue 6ra4ejftu r4HcyJrr4H rJrapfl4H KaKo

IIe[TI4A Ce Ar4fecTr]pa BO aMHHO KHCeJrHr4Te Ha qOBeqKUOT mCTpOHHTeCT].tHaJleH TpaKT.

Kaj xeuure Kor4 urro 4ojar uoxe 4a e norpe6Ho rrpuJraroAyBabe Ha uHcyJrHHcKara Ao3a v Luera.

fhoAuocr

Ctyguu HanpaBeHr4 Bp3 xr4BorHr.r He yKaxyBaar Ha Ar.rpeKrHH HecaKaHH lejcrsa rroBp3aHr4 co rrJroAHocra.

4.7 B.nujanne np: cnocodnocra 3a Bo3erbe r{ yrIpaByBarbe co MarrrrrHrl

flocrou MoxHocr Aa 6w1e HapyueHa cnoco6uocra Ha rraqtreHTor Aa ce KoHqeHrl'rpa v pearurpa KaKo
pe3yJrrar Ha xurofJ'rr4rcevujara r4Jn4 xr4nepfrnrcennnjara uill Ha np. KaKo p$yJrrar Ha oureryBabe Ha

ru4or.Toa Mo)r(e Aa 6uye u pH3HqHo Bo curyar-(ru4 Kora oBr4e cnoco6socru ce oA oco6eno suauene (np.
y|IpaByBa]be co Bo3HJlo Hilv Ma|'].lv]Hu).

Ha naqueurure rpe6a Aa r4M ce coBeryBa Aa rrp$eMar MepKr4 sa Aa rasderHar xr{rrorJrr{reuuja 3a BpeMe

Ha ynpaByBabe co Bo3r4J1o. Ona e og oco6eHa BaxHocr raj ouue Kor4 r,rMaar HaMaJreHa r4Jru HeMaar
cBecHocr 3a rrpeAyrrpeAyBaqKr4Te cl4rrroMr4 Ha xunorlurevuja uiln vwaar qecru enH3oAr.r Ha

xHIIofJrHKeMrzja. llorpe6Ho e Aa ce pa3Mr4cJrr4 AaJr14 e rroxerrHo Aa ce Bo3r4 r4irr4 yrrpaByBa co Marx[Ha [o.{
BAKBI,I OKOJIHOCTI4.

4"8 HecanaHlr gejcrna

Pegul4e ua npo$r,rr :a 6eg6enuocr

Xunorlnr<elruja
Moxe Aa ce janu
4.4).

(MHOfy qecToJ feHepaJrHo e

aKo uHcyJrHHcKara Ao3a e Il
KaHO AeJCTBO IIpH r,rHCyJrlrHCKa

Ha rrorpeoaTa 3a UHcyJIHH

repanvJa 14

(ara4ere gen
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Ta6e,,rapHa rncra Ha HecaKaHr,r rejcrga

CleAHure HecaKaHh peaKuun oA Iou4HuqKI,l ncnuryBarsa ce Aal{eHH noAoJry corracHo MedDRA
repMr4Hn rcoj ce npe(reprapa cnopeA KJIacLrre Ha oprar{crrr cr4creM u cfiopeA peAocJreAHo HaMeJreHara
14HrIHAeHrIa (uuory qecrr.r:-lll0; qecru:>1/1001o <1/10; noMaJlr(y rlecrpr: >l/1,000 4o <1/100; perKr4:
>1/10,000 ao <1/1,000; MHory perr(H: <l/10,000) z Heno3HaTH (He uoxe ra ce npoqeHa oAAocranrrr4re
uH$opr',raquu).

I(aj cexoja fpyna, ilpr4r(axaHll ce Hecar(aHl4 peaKIu4H flo peAocJrell Ha HaMaJreHa cepuo3uocr

MedDRA KJracH Ha

opraHcKr{ cucTeM
lIoma.nrcy
qecTIl

Heno:Haru

Hapyuynama Ha HMyHoJrorxKr.ror cHTeM

AreprficKr4 peaKqr4r4

Ha pyurynan'a Ha rr.rera6oJrrr3Mor LI ucxpa Hara

Xnnorrnxeulria

Hapymynan a Ha HepBnHor cr{creM

PernHonaruja

Hanvurveaba Ha KoxHo LI rlorKoll(Ho TKHBo

JlunoxureprpoSraj a

Jlunoarpocpnja

JIOCKEJIETHO I{ CBP3HO TKI,IBO

Mujarruja

Onurru HapvuryBaba H vcJroBr{ Ha Mecrara Ha anMHH

Pearqnu Ha Mecroro
Ha HHjeKTnparbe

i g tr*J-' >\tx x- |

s;""ww""S;
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Onuc ua HaseaeHz're HeceKar-rn nejcrna

Hapvw-vaarta ua aema6oLtustvtom u ucxbauamit



Teurrnre HanaAV Ha xr,r[ofJ.rr4reunja, oco6euo aKo ce noBTopyBaar, Moxe Aa AoBeAar Ao HeBpoJrorxKH

olxreryBarba. Ilpo4orxeHure I,rJrH TeuKn xr4rrofJrr4KeMr4r{Hn eno3oArl Moxe Aa 6u1ar ottacHn Iro xr4Bor.
Kaj none(ero nar{HeHrr.r 3Harlprre r{ cr{MrrroMure Ha HeBporluroneunjara ce [perxoAHo rrpolpareH]4 co
3Haqrz Ha aApeHepf[qHa KoHrpa-perynaqaja. feuepaluo, KoJrKy e rrororreMo ra no6pro HaMaJryBabero Ha

rJIyKo3a Bo KpBTa, roJ.rKy rose(e ce HarJracyBa $euouenor Ha KoHTpa-perylauuja r.r HeroBl4re cr4MrIToMLI.

Hap.vu4veamta ua u.tt'tyuonorurcuom cucm ent

Heuagejuure rurroBr4 aJrepfr4cKr,r peaKuur,r Ha r.{HyJrr4Hor ce perKr4. Taxe}.r peaKrlr,r[ Ha r4HcyJurHor,
(nrnyuynajftr4 fo r4HcyJruHor riraprnn) nnu eKcqr{rrr4eHcr4re Moxe Ha npr4Mep Aa 6w1at noBp3aHI4 co
feHepaJrn3r{paHa Ko}r(Ha pearcquja, aHrno-eAeM , 6pouxocna:aM, xr4rroreHzuja w [roK, a Mo]Kar Aa6u4at
OIIACHI,I I]O XI4BOT.

Hapyw)taarca ua audom

3navajHa npoMeHa Ha fJlr,rKeMUcKara KoHrpoJra Moxe Aa npeAr,r3Br.rKa nphBpeMeHo orrrreryBalbe Ha

BI4Aor, nopaAu ripr.rBpeMeHa npoMeHa Ha pr{TaMor r4 rrHAeKcor Ha npeKprxyBan e Ha lekara,

[orrorpajHoro no4o6pyBa]be Ha fJrHKeMHcKara KoHTpoJra fo HaMaJryBa pn3nKor 3a 3roreMyBane Ha

4laja6ercrara perr.{Horrarr'rja. Itarco v ra e, I.rHTeH3}rBupa[bero Ha LrHcyJrr.rHcrcara repnuja, co Hafrro
no4o6pynaru,e Ha rJrr4KeMr4cKara KoHTpoJra Moxe Aa 6u4e npocreAeHo co [pr,rBpeMeHo BJlorrryBa]be Ha

4uja6ercrara peruHorlauaja. Kaj naqueHrr4 co npoln$eparlrBHa peruuonaruja, oco6euo aKo He ce
rperl4paHr4 co (loroxoarynaquja, rerlKrr xunorruKeMurrHr{ enn3oAr..r Moxe Aa pe3yJrrl4paar co
rpaH3aropHa aMaypo3a.

Hapyuwearba ua rcoacuo u nomrcoacuo tnrcuao

Jlulo4ncrpo$vtja u KoxHa aMr.rJror,IAo3a Moxe Aa ce nojanar Ha Mecroro Ha rzujercrupalr'e v Aa ce

oAlo)Kr4 JloKaJrHara ancopnquja Ha uHcyJrr{Hor. KouruuyvpaHara npoMeHa Ha Mecroro Ha uHjexrnpame
so o6racra ua uujercrupame Mo)Ke Aa noMofHe Bo HaMaJryBarbe Hrr4 cflpeqyBalbe Ha oBI4e pearqun (ru4u
aer 4.4)

Onu.tmu uapyu.qleatua u )/cnoeu ua uecn?ama ua aduuuucmpauqia

Pearquure Ha Mecroro ua uHjerrupatle BKJIyqyBaar rdpBeHuro, 6onKa, qerrralbe, 6ot{ran,e, oroK t4ttl4

BocnaJreHHe. lloeeftero MaJrH peaKrrt4r4 Ha vHcytrr4Hor Ha Mecroro Ha aujercruparre obuqHo Hcq$HyBaar
|Io HeKoJ]Ky AeHA VilVr HeAeJrr{.

Bo [puHur4rl, 6es6eAHocHr{or npo$un Kaj Aer]a I,r aAoJrecueHrfi (< 18 roaxura) e eAHaKoB co

6es6e.4HocHuor npo$rzr xaj norpacur.r, tr4s HecaKaHI4Te peaKqul4 oA locr-M apKeTHHIxKI,lTe

Bo perrcu aryqat4., lrHcyJu.rHor Moxe Aa npeAr43Br4Ka

[perxoAHa rol rr,g N4 g166oJlu qKa KoHTpoJIa HacraHal]a

II e d uamp ucxa n o nvn at&tj a

HcilHryBarba yKaxyBaar Ha peaKqr4r.{ Ha

pearquja Ha Mecroro Ha rujercrupa*e
peJIaThBHO noqecTo KaJ Aer_la H

6e:6eAuocHrz noAarorlr4 sa Aeua noA 2

3aApxyBalbe Ha Harp[yMor I{JII{ eAeu, oco6eHo aKo

co 14 HreH3u B vpav.Ka uH cyJII4HKa repan uj a.

(6orrca Ha Mecroro Ha HHJeKTl4parbe,

ocr4rr, yprr.rKapnja) Kou ce nprajaneun

npdaBa Ha MoxHr.r Heca

n), omorry raj nospacHu, Kruuuqu



flpujanyearrero Ha Mo)r{HHre HecaKaI{H pearul,r}r no 4o6lrnane Ha o4o6peHue 3a c'raBarLe Ha JreKor Bo

npoMer e Bilr(Ho. Toa ososllo)r(yBa l(orlTrlrlyupar{ MoHr4Topr4Hr ua 6eueQrar/pr43r4r( 6alancor Ha Jrer(or.
Hecaraulrre e$emu oA JIeKor Mo)r(ere 4a rra npujanuTe Bo Haquoualnuor ueHTap :a rfaprraar<oBr{ruraHr{a
npu Areuqzjarasa JIer(oBr4 I4 MeArqIzHcIc4 cpeAcrBa (yl. Cn, I(rapnn n Mero4uj 6p. 54 rar 1) uru no
eJreKorrpoHcKr,r nar npeKy ee6 clpauara Ha AreHqr.rjara blplmAingd".go"y".m!.

4.9 Ilpe4orupan e

Cznrnrouu

flpe4oslt pamero co vIHcyJlt4H Mo)I(e Aa AoBeAe Ao relxKa n Bo Her(or4 cJryqan 4orrorpajHa xnnorlnxevuja
roja vorxe ra6u1e orracHa no )Ic4Bo'r.

Tperuan

Cna6u enu3oAr4 Ha xr,rlorJll4l(euuja uoxe aa6ular rperl4paHn co opaJleH nuec ua jar"rexr.rAapr[. Ilocron
Mo)nHocr Aa:aua no'rpe6a oA nprJrafoAyBalbe HaAo3aTa Ha Jier(or, pe)r{HMor Ha ucxpaHa lrlu r}nsuvrara
AKTI4BHOCT.

Arco naqueHror e Bo koMaro3Ha cocroj6a, IzMa Ha[aA HJn{ Nro3oqHo r{apymyBarse, rpe6a Aa ce rperr4pa
co r{HrpaMycrcyneu/norro)r(eH ulyKafoH HJII4 co }IHrpaBer{cKa KOHrIeHrLrpaHa rJryKo3a. llorpe6eH e

KoHTr,rHyr4paH BHec Ha jaruexn4parn v HaArxeAyBarbe Ha rraqlreHror 6uaejnpr xnrrorJrnKeMujara voxte 4a
ce noBTopr{ fiocJre KJraHHqKoTo o[opaByBar6e.

OAPMAKOIOIIKI,I KAPAKTEPI4CTI,IKI{

(DapnaanoguHaMcKH Ka paKTeptlcrrlKrI

(DapnaaxorepareBrcKa rpyra: JIeKosI,I r(or4 ce Koplrcrar sa 4r.r.ia6erec, HHcyJu4Hr4 r aHaJro3r4

nHjercruparue, co Aorrfo 4ejcrro. ATC Koa: A10AE04.

AEACA|IIAP (ABASAGLAR) e 6nocntaqeu ren. ,{erarHu un$r:pnraq}rr4 Moxe 4a Haj4ere sa web
crpaHara ua Enponcrcara AreHqr.rja 3a rIeKoBn (EMA) bltp.,//y-l-v..'1.-v*"qlni1*p"l1"t-9.p"q].,p""11,

MexaHHgaN{ rra Aejcrso

l4ncylwn rJrapfr4H e xyMaH r,rHcyJIHlIcKI,I aHaJror {ropnaynrapau Aa r4Ma Mara pacrBopnr.rBocr Bo HeyrpaJtHo
pH. Toj e KoMnrrerHo pacrBoprrr.rB Bo Kncerlnor pFI r.rHjer<qucrr.r pacrBop Ha AEACA|IAP (pHa). flocne
luHjexruparse Bo rrorKo)KHo'ro rKI4Bo, I(I4ceJII4or pacrBop ce Heyfparusnpa nogejrtr.r 4o rloprraynaqnja ua
MuKpo-raJro3n oA KoH KoHTr.rHyHpaHo ce ocno6o4yBaar Manr{ r(oJIHqr{HH Ha u:r'cylw:nor fJraprrru
o6es6e4yeajftu recsa pr Mara ttuK, rpeAB]IAJI[rBa l(oHueHrpaquja/npeueHcnrE npotpran co npoAoJr)KeHo

BpeMerpaerbe Ha 4ej crnoro.

Llucytrwu fJrapfuH ce uera6oru3upa Bo 2 arcrueHu ueraOolu'ru M1 u M2 (erz4ere ael 5.2).

Auqnuttcxu epsy earu<u pettenmop

IIu aumpo ary[Lrrire rroKor(yBaa'r 4era a(tuH H 14 Ha HeroBr4Te uera6oruru M1

5.1

's'HKu? *

"9t-ol19

wM2 za xyMaH r4ncyJrr4HcKuor pel{enrop e JIHI{OT.
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IGF-1 npsynaqKlz perlenrop: ASunrzreror Ha uHcyJrr4H fJrapfr4H 3a xyMaH IGF-1 peqeuropor e oroly 5

4o 8-naru roroJleM o4 oHoj Ha xyMaH uHcyJrr4Hor (Ho npr.r6luxHo 3a oKoJry 70 ao 80 rrarr4 noHr43ot oA
ouoj Ha IGF-l), AoAeKa Ml ra M2 ce Bp3yBaar sa IGF-I peuenropor co ManKy noMaJr a$uulrrer,
cnopeAeHo co xyMaH vHcyril4H.

Bnynuara KoHIIeHTparrprJa Ha repaneBTcKr.{or r4HcyJruH (nucynuu rJrapfr4H 14 HeroBr{Te uera6onraru)
orKpr4eHa xaj naqueHrlr co rr4rr 1 4rzja6erec 6unazuatuteJrHo rroMaJra orKoJrKy ruro 6u 6ula norpe6ua
3a iloJroBHHa MaKcnMaJrHa orcynaquja Ha IGF-I peqeilropor H nocreAoBareJrHara arruaaqnja ua
MzrofeH!{re-nponr.rSeparnnHu nojanu v*LtL\vpaHu oA crpaHa sa IGF-1 peqenropor. Ougr.rollourxnre
KoHIIeHrpaI{uu Ha eHAoreHr4or IGF'1 rrroxe na aKTr,rBr{paar MprroreHra-nponra$eparunuu nojanu; ce[aK,
TeparleBrcKrlre KoHlreHrpar\wvt, Haj4euu Bo r,rHcyJrr.rHcKara repannja, nrnyuureJrHo u ro repannjara co
AEACAfJIAP (ABASAGLAR), ce 3Haqr4rerrHo noHr{cKH oA Sapuarororurnre KoHrleHrpaqHH
norpebHu 3a aKruBr4pane sa IGF-lrrareKa.

OapvaxoAusarrrcxu ederru

flpuvrapua aKrr,IBHocr Ha 14HcyJu,rHor, BKryqyBajkv u LrHcyJrrlH fJrapfr4H, e perynaquja Ha rJryKo3Hr4or
uera6olu:au. I,Iucylt'tuor I,I HefoBHTe aH€IJro3H ro HaMaryBaar HLrBoro Ha rJryKo3ara Bo KpBra flpeKy
crlIMyJtl{parbe ua nepuQepHo HaBJreryBa}be Ha rJryKo3a, oco6euo Bo cKeJlerHnre MycKyJrr,r kt Macrv, a co
wruxvt6ugwja Ha co3AaBarbe Ha rJryKo3a Bo qpHnor .qpo6. lIucyJrr.rHor ja uuxu6wpa JrnnoJru3ara Bo

aAHnor{r4rt4re, jauuxulupa nporeoJrr4sar.au ja noreHur.rpa [poreuHcKara chHTe3a,

Bo xluHu.IKure $aprr.laxoJlorxKr4 cTyAurl, r,rHTpaBeHcKr.{oT r.{HcyJrr{H fJlapn4H r,r xyMaH }rHcyJrr4HoT ce
noKDKaJIe eAHaKBo noreHTHt4, Kora ce AaBaar Bo r4crtl Aostl. Kaxo n xaj cure lrHcyrrkrHn, Qnsuurcara
aKrHBHocr 14 Apyrt4 napaMerplr Moxe Aa stqaar Ha BpeMetpaerbero Ha 4ejctnoro Ha HHcyJrHHor
fJraprr.rH,

Bo o4pe4eHn eyfJIHKeMIIqHH cryAHI,r, cnpoBeAeuu rcaj 3ApaBr.r Ao6poBorqu unw rcaj naqlreHru co run 1

4aja6erec, [oqeroKor ua gejcrnoro Ha [orKoxHr4or riHcyJrHH rraprrlH 6ran no6aneH Bo oAHoc Ha

xyMaHl4or NPH uncynuH, npo$uror Ha 4ejcrno oBo3MoxyBaJr JreceH H MaJr [r,rK, H BpeMerpaerbero Ha

HefoBr4or ederr 6ul npoAolxteu.

Cre4uuor rpa$r.rxon fr,r noKaxyBa p$yJrra IIau14eHTI4:

C.nuna 1: IIpoQu.n ua qejcrno raj

lun*ut'
l(on.tg-



Ir{ti'ilrlH
fafttrirfin

SPH xnrl.rrlul

Kpaj wlln*;:mcgilrlril
cii**peaxnia

+ Onpe4ereH KaKo KoJrrdqr4Ha r{a rJryKo3a BHeceHa 3a oAp)KyBalbe Ha nocrojauu Hr4Boa Ha fJryKo3a Bo

nJra3Ma (npe4Hocru cMeraHH eo uaconu)

llo4onrorpajuoro 4ejcrno Ha norKo)KHl4or I4HcyJII4I{ rJIapfHH e ArapeKrrro rroBp3aHo co HeroBara rocfiopa
crarrra Ha a[copnqraja u no4plnyBa a4Mttncrpllparbe eAHarx AHeBHo. Bpelrerpaerrero Ha p,ejcrooro ua
uHcyJlr4Hor L4 vrlcyrrvrHcKr4Te aHaJlo3r4, I(aKo uro e nHcyJIttH rJraprr4H, Mo)Ke Aa Bapr4pa raj pasnrzuHrz
prHAr4BVIyv nlu rcaj eAHa r4cra uHAr4Br4Aya.

Bo rlunuqrcure r.{cflr,rryBaba, caM['roMHTe Ha xunorJrr,rKeMr4Ja r4Jr4 KoHTpa-peryJraropHr4Te xopMoHcKr4

oAfoBoplr 6ure cnnqnr4 rro I4HTpaBeHcKa [pnMeHa Ha HHcyJrr4H rJlapfuH u xyMaH r4HcyJrHH r<aj s4panu

4o6ponolqr.r LI nar{ueHru co rHrI 1 4Iaja6erec.

KruHuqra 6eg6eaHocr n eOnnacnocr

Bo nlr't Hlrqrcvre cryAur4, aHTprreJra Kor,r BKpcreHo pearupaar co qoBer{Kr4or HHcyJrr4H 14 }rHcyJrHH rJlapnrH
6lrle ga6ele)Kanr4 co ucra (lpercneHqr,rja ra Bo fpynr.rre 3a rperMan co NPFI-rzncyJrwH t4 Bo fpyfrrlre 3a

TperMaH co HHcyJrr,rH rJrapFI4H.

E$exror Ha r4HcyJrr4H fJrapfuH (aaaen eAHan 4nenuo) np: 4r,rja6elcKara perr4Honaruja 6nl ucnnrynaH
Bo orBopeHa 5 roAuurHa NPH-rconrpoJlplpaHa crygnjalr.a 1024 rlallaeHrrl co rr4n 2 gwja6erec, KaAe uro
ce cJreAeJr pa":nojor Ha perr.rHonarnjara co $yuayq r[rororpadlrzja no 3 ulu nonefte qeKopr4 co cKaJrara Ha

crynujara 3a paHo rperuparbe ua gwja6eru(a peruHonaruja (ETDRS). llpn cnopeAyBaFbe Ha repanujara
co r4HcyJrr4H rJrapfr4H co repannjara co NPH IIHcyJII4H ue ce ga6erelr(aHa roJreMr,r pa3Jrr4Kr4 no pa-:eojo'r ua
gaj a6ercrara peruHonarnj a.

Myrruqeurpr4r{Hara, paHAoMr.r3upaua cry4raj a ORIGIN (noao6pysarbe Ha pe3ynraror co nuuqujalHa
cnpoBeAeHa na 72,537 t4ctrlara:l^lrtryt co BHcoK

KapArroBacKynapeH pr.r3nK (CV) co nau,e (lFG) HJrr4 HapyueHa fJryKo3na
2 guja5e'rec'Merrr4ryc rperupaHu co <1ronepaHqnja (IG'l) (12% oA IIarII4eHrLr

opaJreH aurwguja6ercKl4 afeHc (88%o,o rluTe 6nre paHAoMn3r4paura (1:1) rana
Aa ilpvMaar r,rHcyJrr4H rlapruH (n=62 ue FPG S95 rng/dl (5.3 mM) Hrv t4M
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llpeuor pe3ynrar :a eSuracuocra 6lrlo BpeMero Ha npBara nojana Ha KapAroBacKyJlapHa (CV) orlpr,
ue$arareH MHoKapAeH au$aprcr (MI), vru He$araneu MosoqeH yAap, a Bropnor p*yJrrar 3a

eQuracuocra 6uto BpeMero Ha npBara nojana Ha 6ulo xoj o4 npBr4re Hacratvr r.rJrr4 frporleAypa Ha

peBacKyJlapusallhja (rcopoHapHa, KaporlrAHa unu nepn$epua) r.rnra xocnnraJrr.r3aqr.rja nopa4u cpqeBa
cra6ocr.

Bo ceKyHAapHure 3aBpuHr4 ToqKH ce BKryr.reHH cr,rre [pr4qr.{Hrz 3a cMprHocr u KoMrro3ureH
M HKpoBacKyrapeH pe3yJlrar.

TpervaHor co nHcyiruH frapfr4H He ro npoMeHHJr peJrarlrBHl4or pr,r3rrK sa Ao6ranarbe KapAr.{oBacKyJrapHa

6orecr I4JIa Kap,qr4oBacKyJrapHa cMpr cnopeAeHo co craHAapAor 3a Hera. Kaj pesynrarure se 6nle
ga6enexauu pa3Jrr{Kr4 novefy nHcyJrr4Hor rrrapfuH r4 craH4apAHara Hera; sa 6uno roja rcounoHeHTa Ha

rpajHa ror{Ka IrITo rI4 AaBa oBr4e pesyJrraru, 3a cr4Te nphrtuHla 3a cMprHocr; vrnkr 3a KoMno3I4THlror
M r4KpoBacKyJrapeH pe3yrrar,

CraH4apguara Ao3a Ha prHcyJruu rJrapn4H 4o xpajor Ha oBa vcnuryBaFbe fi3HecyBaJra 0.42 Ulkg. Kaj
IIcnuraHl4rlr4Te rperapaHn co r.tHcyJrHH ffiaprnH, Ao6neu e pe3ylrar sa HbAlc co BpeAHocr oA6.4Yo, asa
BpeMe Ha repaunjara rJraBHara Bpe.u,Hocr ua HbAlc Bapvrparln ol 5.9Yo lo 6.40/0, AoAeKa 3a

r4crrvraHrrr\t4re co craHAapAHa repanraja BpeAHocra sa HbAlc H3HecyBaJra ol 6,2Yo lo 6.6Yo. Crarrara
Ha cepplo3Ha xl4norJrnKeMuja (sa6oneuu Hanr4Tatuqu ua 100 roAr4HLr r{3JroxeHocr) 6una 1.05 sa r.rHcyJrr4H

rJlapfr4H n 0.30 3a craHAapAnara repanuja, a crarrKvrre 3a rrorBpAeHa HopMaJrHa xr4rrorJrr{rcelruja 6ule
7.71 3a I4HcyJInH fJIaprLIH u 2.44 3a craHAapAHa repanr.rja. 3a nperr.rerpaelbe ua 6 roAnlruoro
L{cnHryBarbe,42Yo ol naqaeHTr4Te TpeTnpaHH co r4HcyJrr,rH rJraprr,rH He rroKa)KaJre HHKaKBH cHMrrroMr4 Ha

xnnorruxeu uja.

Ha nocre4uara nocera 3a BpeMe na repanujara, 3a6elexauo e suaujuo 3roJreMyBalbe Ha reJrecHara
rext4Ha oa 1.4 kg naj wetrvratzryre rperr4paHr{ co HHcyJrr4H fnaprlrn ra 0.8 kg raj ucnnraHl4qllre
rperupaHH co craHAapAHa repannja.

II ed uj ampucrca nonyn aLruj a

Bo paH4ovr.r3vpaHq KoHrpoJrr4paHa KJrr,rHuqKa cryguja, ne4ujarpucrcH [aqr4eHrn (Ha nospacr oa 6-15
ro4nnu) co l4tr I 4rlja6erec (n=349) 6ure rperupaH Bo nepuoA oA 28 seAeln co 6a:alua 6o,'rycra
HHcyJIIIHcKa repanr.rja KaAe craHAapAeH xyMaH HHcyJTHH ce AaBaJr npeA ceKoe jaaerse. Tepanujara co
lrHcyJIHH fJrapf!{H 6wa Aa1eua eAHau AHeBHo npeA c[prebe, a NPH uHcyJrHHcKa repanr,rja 6uta Aa1esa
eAHau uJrv ABa [arrl AHeBHo, Kaj ABere fpy[H Ha vcilrrraHut\u 6urc ga6elexasu ciluqHw e$ercra Ha

rJlyKoxeMorlo6nuor 14 Ha qecrorara Ha elrMrrroMarr4qHara xr4rrorlureuuja, vefyroa 6nro sa6erexaHo
Apacrat{Ho HaMaJryBa}be Ha BpeAHocra Ha rJryKo3ara Bo rrJra3Mara xaj wcnvnaHr4r{rrre rperr4paHl4 co
HHcynIIH rJrapfr4H 3a pa3naKa oA fpy[ara rperilpaHa co NPH, Vlcra rarca 6ura sa6ere]KaHa noM€ula

nojana Ha rerrrKa xurrofJrr,rKeMzja xaj naur4eHrure rperr4paH[ 0o 14HcyJrr4H fJrapfr,rH, 143 ol narlr4eurrrre
rperl4paHll co LrHcyJrHH frapruH Bo oBaa uygwja,ja npoqolxule repauajara co HHcyJrr.rH fJraprnH Bo

HeKoHrpoJrr4paHa rrpoAorxeHa crylryja Bo rrepuoA oA AonoJrHr.{rerrHn 2 ro1wvu,. Bo rexor ua oaoj
npoAoJIXeH TperMaH co prHcyJruH rJrapruH ue 6nle sa6erexaHr,r uonu 6eg6eAHocHr4 3Haqu.

6ura uanpaBeHa BKpcreua cry4uja ttaj26 co rr4n I 4uja6erec na noepacr o4 l2
Ao 18 roAuHH, cnopeAyBajftrE ro rperMaHor Har{r4Ja co r,rHcyJrHH Jrl4cnpo co
rperMaHor co NPH so xor46raHaqlrja co
HeAerr{ no cryqaeH pe4ocne4), Karco l,r

cexoj rperuaH AaAeH eo porc o4 16

onu[raHa rrorope, pe4yrcqr.ljara Ha

f rpynara rperr4paHa co HHcyJII4H

:{;.*:,

HaMaJIyBarbeTo Ha fJryKo3aTa Bo rrJra3Ma
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frapfnH orr(oJrKy Kaj rpyrara rpe'rl4paHa co NPH. I-lpoueHure ua llbA1" 6pue clnqHu Naj 4eere
rperapaHa rpynn, so Hortsnre BpeAHocrnre Ha fJlyKo3a Bo KpBra rca.i rpynara LrcnHraHHqH rperr4paHh co
HHcyJTHH rraprun/nucyJII4H JII4cnpo 6ule ApacruttHo noBucoKr4 oA or{He'rperr4paH14 co NPH/craHAapAeH
xyMan uHcyrru*, co cnope46er-rr4 BpeAHocrl.r 5.4 rnM HacnpeMa 4.1 mM. Cnopeg roa, HHqHAeHrInre Ha

uoftuara xunorllmeuuja u3HecyBaJIe 32% Kaj rpynara r4cnr4raHr,irlr4 rpernpaH14 co 14HcyJrr4H

rraprzn/uucyJlnH Jll4cnpo Hacllporlz 52% xaj rpynara I4cnuraHr4un rperhpaHr,r co NPH/craHAapAeH
xyMaH uHcyJil4H.

HanpaneHa 6nna u 24-se1emta rapaJleJrHa crygnja Ha fpyna on 125 Aeua co run 1 glrja6erec MeJu4ryc

Ha Bo3pacr ol 2lo 6 ro1uun, cnope4ynajftra ja repanujara co prHcyJn4H rJrapfr,rH AaAeH eAHarx AHeBHo
Hayrpo n repannjara co NI'H l4ncyilr{H AaAeH eAnau vrru ABa narn /{HeBHo KaKo ocHoBewwucymtw.Ll
ABere rpynr4 npr4Mr4Jre 6olyceu []tcyJrI{H npeA ceKoe ja4eme. IlprarvrapHara ueJr 3a AeMoHcrpt4pa}be Ha

ueuHrlepuopHocra Ha.r4HcyJrr,rH rJraprr.rH ao cnopegba co NPH raj cure runoBlr xunorJltrKeMujaue 6una
nocrlrrHara, tta Aypu u 6ulo ga6erexauo 3roJ]eMyBa[r,e Ha xHrrorJrr,rr(eMr4cKr4Te HacraHu Kaj

acnvraHvt\prre rperr.rpaHn co r4ncyJrr4H rJlaprr.rH [uucyruH fJIaprHH: NPFI o,qHoc (95%CD: 1.18 (0.97-
1.44)l.l,Icro'rarca 6lrne cnope4eHn napnjaqr4l4re Ha rJryKoxeMorlo6nHor r4 fJryr(o3ara raj 4nere rpyru.
He 6rane ga6enexasu Honn 6es6eAHocHr.r 3HaI{r4 Bo oBaa cry4uja.

5.2 (DapuanonuHercKlr Kapan'repucrlrKIl

Ancopnuraja

Kaj :4pann vHAr4Bt4Ayr4 r,r naqneHrn co 4uja6erec, HHcyJl4HcKnre cepyMcKr4 KoHueHrparlr,ru roxaxaJre
cnopa H nonpoJloHrr,rpaHa ancopnqr,rja 14 HeAocraroK Ha nr.{K KoHuerpar\nkr rro aMnHr4crpr4pa}be Ha

frorKoxHa ranjexquja Ha HHcyJruH fJrapfl4rr cnope46euo co xyMaH HFN raHcyirau. KouqeHrpaqnnre 6ule
KoH3r4creHTHH co BpeMeHcKl4or npotfnl Ha rfraprraaroAl4l{aMcKara aKTr,rBHocr Ha vHcyrrhH rJrapfltH.
Cturara I AaAeua nofope ja npranantyBa aKr4BHocra Ha I4HcyJrHH fJraprnH u NPH r4HcyJrr,rnor Bo oAHoc
Ha BpeMeTo.

I4ucyluHor rJraprr.rH nHjemupaH eAHa[ AHeBHo fte gocrurHe Hr4Boa Ha cra6uluocr Bo nepilo l, ol,2-4
AeHa no npr4Marbe Ha npBaTa Ao3a.

E ra orpaH c$o pr',t auraj a

flo norroxso uujercruparre raj naqpleHT'rz co guja6erec, HlcylrrH rJrapn4H :a6psano ce uera6olr.rsnpa
Ha nap6orccrzrrHr4or npaj Ha 6era raHeqor npeKy $oprraapane Ha I\Ba ar(rr4BHH rraera6ornru M1 (2i A-Gly-
insulin) v M2 (21A-Gly-des-308-Thr-insulin). Bo nra:uara, ocHoBHa ulipKyrnpar{rca cocrojra e

uera6oruror M1. tr4gnoxeHocra Ha Mlce 3roJIeMyBa no npaMalLe Ha Ao3a Ha nHcyJrr,rH rJrapn4H.

QapnaarcoruHercKhre n $aprr,rarcoguHaMcKl4Te pe3yJrraru
uujemnpame Ha HHcyJTHH rJrapfr4H e rJIaBHo 6a:upaHo Ha

naera6oruror He 6une ga6erexrursr,r Kai nofoJreM ,[eJr

KoHr-leHrparrunre 6nne He3aBHcHH oA KoJruqHHara Ha

Elnn,tusaquja

llpz raHrpaneHcKa npr,rMeHa, nepr4olr4'le na nory
rroKzD(aJle f oJleM a pa3Jtu I(4.

IJoce6uu nonvlaqnu

yKalxyBaar 4era e$emror oA rrorKo)KHoro
r43Jlo)KeHocra na Ml. tr4scynns rnaoruw uM2

r4qr.{Te r,r Kofa 6ure sa6ere)KJTHBH

Jrr4H fJrapfnH,

H r,r xyMaH r4HcyJIr4HoT He

* -!Hl(uf o
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Bo xluHaqxvre aryrrvr,6ute HaIIpaBeHH u aHufi4gvr Ha [oA-rpynu 6au.tpauw Ha crapocr H rroJr, Ho
Hcrt4Te He IzHAuqlrpaJre pa3rrr4r(r4 eo 6es6eAHocra u e$uracHocra Ha rrarIr4eHTHTe rperr4paHn co r4HcyJrr,rH

fJrapru H cn opeg6eH o co ocraHarara n onylaquj a.

I I e d uj q mpu c rca no qil a u uia

(DapltarornHerr4Kara rcaj aeqa ol 2 ,qo 6 ro4uul.r co rr4[ 1 lr.rja6erec MeJrr.rryc 6ula oqeHera Bo eAHa

KJII4HIIqKa cryanja (arz4ere Aer 5.1). llna":uarcKuTe Hr4Boa Ha LrncytruH rJraprurH 14 HeroBnre firaBHH
vera6oluru Ml u M2 6ure nruepenr.r naj Aella rperr4paHr,r co LrHcyJmH rrrapfuH, noxantynajftu \ra3Ma
KoHqeHrparruja cluvua co raa xaj nospaceH qoBeK, He rroKor(yBajftu nogaror{u 3a aKyMylaqrajara ua
r4HCyJnH rJraptHH 14 HefoBoTe rr,|era6oluru flplr xpoHr4r{Ho Ao3lrparbe.

5.3 llpern,ruu uurcu 6e:6e4HocHr.t rroAarorlu

Hercrusuqxnre rloAaror-u4 He noKoryBaar pr,r3lrK :a ryfero Bp3 ocHoBa Ha KoHBeHqr,roHaJrHl4 cryAl4rr oA
6es6e4uocHa Sapnarcororuja, roKcuqHocr npr{ rroBTopeHo Ao3rzpame, feHoroKcr4rrHocr, KaHueporeH
noreuquj al, peilpoAyKTr4BHa roKcilr{Hocr.

OAPMAIIEBTCKI4 KAPAKTEPI{CTIIKPI

JIucra Ha encrlurrueHcH

LInux orcuA
Meraxpe:on
flr't qepol
Xnopoeo4opoAHa KnceJruna (sa rpaJraroAyBane Ha pH)
Harpuyll xHApoKcr4A (sa npularoAyBame Ha pH)
BoAa sa nnjerqnu

6,2 Hexomnaru6utuu

Jlexor He cMee Aa ce Merxa co Apyfr4 JreKoBr4.

6.3 Porc sa ynorpe6a

2 roavmu.

PoK Ha ynorpe6a no npsoro xopHcrerbQ

6.

6.1

flpourno4or Moxe Aa ce qyBa MaKcr4MyM 28 Aeua Ha reMneparypa ao 30oC, no4anery
TonJII4Ha r{ cBerJrr4Ha. I,IHcyluucKorp neHKarro Koe sefte ce ynorpe6yna He cMee Aa

$pHNngep,
TIEHKAJIOTO IIOCJIE CEKOIA

oA Ar.rpeKrHa
ce qyBa Bo

r.rujerqrlja saKanaqero Ha rrHcyJrhHcKoro rreHKaro Mopa Aa
Aa ce 3a[rTI4TH OA CBeTJ]HHa.

6.4 Iloce6nn MepKH 3a rryBaH,e

flpen rcopucrerue

,{a ce uyea eo $praxlr4ep (2'C - 8'C),
grctile)
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He ro :aup:Hynajre.

He ro uynajre AEACA|JIAP (ABASAGLAR) BeAr{au Ao npocropor 3a 3aMp3HyBarbe r4riu Bo

3aMp3HyBaq .

r{ynajre fo ilarporror Bo }raABopeuHoro nar(yBarbe 3a Aa ce 3ailrrl,rrl4 oA cBe'rJruHa.

llpn ynorpe6a

3a ycroelne Ha qyBarbe [ocJle npBoro o'rBapabe Ha JleKor, Br4Aele ler 6.3.

6.5 flpupoga H coAplr(nHa Ha namyBalbe

3 mL pacrnop Bo narpoH (run 1 6es6ojHo crarlo) co i(Jrl4n (xano6ylvr ryn,ta) u AucKoBLrAeH 3arBopaq
(lauuuar oA norl4^r43onpen n xalo6y'ran ryva) co aJIyMHHI4yMcr(a nrona6a.

flaryname o4 10 narponn.

6.6 CneqHjanHH npeAy[peAyBarba 3a ocrparryBarbe rr Apyru HaqnHu Ha paKyBarr,e

AEACAfIAP (ABASAGLAR) He rpe6a pa ce Merla co 6nro rcoj ,4pyr rr4r Ha LrHcyrr,rH, Apyf rrer nrrr4

Aa ce pacrBapa. Meuarrero HirH pacrBaparbero Mo)r(e Aa AoBeAe Ao ilpoMena no npenero/4ejcruoro u
MemaFbeTo Mox(e Aa AoBeAe Ao TaJlor(erbe.

I4ucyrnscrco neHrcaro

llarpoHure AEACA|JIAP (ABASAGLAR) rpe6a Aa ce Kopr.rcrar caMo co Lilly HHcyrrr4HcKo neHrano
HaMeHero 3a noB'ropHa ynorpe6a (nngere aen 4.4).

fleHxaloro rpe6a ga ce KopHcrH cnopeA npenopaKnre AaAeHH co npou3BoAor,

Vnarcrsara 3a Kopl4cretie Ha ur{cyJll4HcKoro [eHKa.lto, 3a craBarbe Ha narpoHor, npuKaqyBa[be Ha LIrJIara

r{ npaBuJrHo a1uvrtvrcrpr4pa}be Ha r4ucyJrnHcKara nHjerquja, Mopa Aa" ce cJreAar BHHMareJrHo,

,{oronr<y r4r{cyJrnHcKoro neHKaJro e otrlTereno t,tJlu He pa6oru npaBnrrHo (nopa4lr MexaHr4r{Kr4 4er}err),
rpe6a nenHau Aa ce racQpnu o4 ynorpe6a h Aace 3eMe HoBo.

flarpoH

Ipe4 ynorpe6a cexoraru npoBepere fo [arpoHor. Moxe Aa ce yrrorpe6u canao AoKoKonr(y pacrBopor e

vrrc^t, 6es6oeH, 6es HLrKaKBr4 Br4q,rruBr4 uBpcrr4 rraprllKJryJru H uMa H3fJreA r{a BoAa. Ea4ejrta
AEACA|JIAP (ABASAGLAR) e pacrBop, HeMa norpe6a oA nosropHo cycneH3rpane npeg ynorpe6a.
Bos4yurHnre Meypr{Hrba rpe6a Aa ce orcrpaHar oA narpoHor npeA HHjenrnpane (nnle're n4

14HcrpyKrrur.rre 3a yrrorpe6a Ha neHrcaroro).

3a na ce cnpeqn Mo)r(Ha rpaucuucuja
I4 HCYJ]I4 HCKO I1 CH KZLJIO.

ilaqfleHrrpe6a 4a Kopr4clr4 noce6uona 6on

llpa:unre narpoHn He cMee iloBropHo
Ha narpoHor ceKoran rpe6a 4a ce

MeAHUHH cKH fpeuKil noueiy r'r HcyJr HH

Aa
npo

HO Aa Ce OTCTpaHar.

nHjemrzparue 3a Aa

Halenunqara
ce us6erHar

6X;J'I"T

tJl ere 4er 4.4).
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7, HOCI4TEJT HA OAOEPEHTIE 3A CTABAIbE HA JIEKOT BO IIPOMET
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yr. AHroH flonos 6p. l/1-3,1000 Cronje, Peuy6nnrca Ceoepua MarceAonuia

8. EPOJ HA OAOEPEHI,IE 3A CTABAIbE HA JIEKOT BO trpOMET

11-153211

9, AATYM HA TIPBO O.IOEPEHI,IE 3A CTABAISE HA JIEKOT BO TIPOMET/OEHOBA
HA ONOEPEHI{E 3A CTABAI5E IIA JIEKOT BO TIPOMET
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