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Mo no3mBy 3a NogHoLWEHE NoHyAa objaBrbeHOM Ha [lopTany jaBHMX HabaBKM U Ha MHTEPHET CTpaHuLm
KnuHuukor ueHtpa Cpbuje gaHa 09.04.2019.roa,oaHocHo ObaBellTEHEM O NPOAYKEHA POKa 3a
nogHowekwe noHyaa aaHa 22.04.2019.roga.

Y cknagy ca ynaHom 63.ctaB 3 3JH, Hapyyunay KnuHnykm ueHtap Cpbuje, oBuM nyTtem faje ogrosop
Ha 3axTeB 3a AoAaTHO nojawmnene ( JobujeH gaHa 23.04.2019.r) y Besn ca npunpematem noHyage, :

NMUTAKE:

Y HOBOj U3MeH-EHOj KOHKYPCHOj AOKyMeHTauuju y npurory 6p.7 n 1o: BpcTa ,0onmc gobpa, TeEXHUYKe
KapakTepucTuke(cneundukalmje), Ha4mMH cnpoBofera KBanuTeTa, 0b6e3dbehera rapaHumje kBanuTeTa u
octanux obaBesHuM ycrnoBu, y OOHOCY HanpeaxoaHy Bepaujy goganu cre u ga lobaereay Ha cebe
npeyauma o6aBe3y ofHoLIEeHa MEOULIMHCKUX CpeacTaBa ca UCTEKITMM POKOM Tpajakba U paganoaKkTUBHU
oTnag(enpyseTe) nocne Uckopuwhewa Knuta ogHOCHO KomnreTa (in vitro AnjarHOCTUYKMX MeOULNHCKUX
cpeactBa ca paguoakTueHum J125). MNMpeysnmare 04HOCHO OfHOLEeHe ce BpLM Ha KnuHnuwm 3a
MHEKONOornjy N akylepctso M KnvHuum 3a eHOoKpuHonoruvjy, auabetec n 6onectn metabonusma npum
CBaKoj UCNopyumn HOBUX KUTOBA OAHOCHO komMnneTa ( in vitro AnujarHoCTUYKMX MeOULMHCKUX CpeacTBa ca
paguoakTueHuM J125) y3 nMCMeHy NoTBpAY O Npey3umMatby.

3AXTEB: Tpaxvmo fa ce Oeo Koju je godat y HaBegeHoMm npunory aa [Jobaerbay Ha cebe npey3uma
obaBe3y ogHoleHa MeAMLMHCKUX CPeACTaBa ca UCTEKNMM POKOM Tpajatba 1 pagnoakTUBHU
oTnag(enpyseTe) nocne Uckopuwhewa kuta ogHoOCcHO komnneTta(in vitro AnjarHOCTUYKUX MeaULMHCKUX
cpeactea ca paguoakTusHum J125). MNMpeysnmare 04HOCHO OfHOLEeHe ce BpLM Ha KnuHuuwm 3a
rMHEKONOrnjy 1 akyllepcTBo M KnuHuumM 3a eHgoKpuHonorujy, anadetec n 6onectn metadonuama npu
CBaKoj MCMOpyLM HOBMX KMTOBa OAHOCHO komnneTa (in vitro gujarHoCTMYkux MeguumMHCKMX cpeacTsa ca
pagnoakTuHuM J125) y3 nucmeHy noTBpay o npey3umarsy, 3y3me 13 oBe jaBHe HabaBke-u3baum us
KOHKYpCHEe IOKyMeHTaLluje.

OBPA3NOXEHE:Hapyuunau moxe of nobaerbaya Aa 3axTeBa Aa Ha cebe npeyame obaBesy
OAHOLWEHa MeANLMHCKNX cpeacTaBa ca UCTEKINMM PaokoM Tpajaksa UNnun HenckopuwheHe KuTose
OAHOCHO komnieTe (in vitro AnjarHOCTUYKUX MeOULMHCKUX CpeacTBa ca pagnoakTuBHUM J125).

OHO WTO Hapyuunay, UICKOPUCTU, eNpyBeTE U3 KOMMJeTa koju y cebn nmajy ononoLkn martepujan
(cepy,nnasma) TpeTupaH pagnoakTMBHUM peareHcoM (in vitro AnjarHOCTUUYKMX MeaULMHCKUX CpeacTBa ca
paguoaktusHuM J125) ce cmaTpa Kao noTeHumjanHn MHPEKTUBHU MaTepujan 1 Kao TakaB OHOCUK Ce Ha
YHULITaBake Ha Ha4unH Ha koju KnmHnukm ueHtap Cpbuje Beh To obaBrba jep MMa CKIonibEH YroBop ca
KoMnaHouvjama Koje ce Tume b6aBe.



Vnu ga HacTaBrbajy Aa TakBy BPCTy OTNaga TpeTupa Ha HauuH Kako je CBUX OBUX roavHa un paguo.Ha
ocHoBy [NpaBunHMKka 0 ynpasrbaky pagnoaktueBHUM otnagom (,Cn.rnacHuk PC* 6p. 60/11) KnuHnyku
LieHtap Cpbuje kao Hocvnal, nuueHue 3a obaBrbare pagujaLMoHe OenaTHOCTU je NpUBPEMEHO
CKNaauLwTNO paamoakTneHm otnag 7-10 nonyBpemeHa enMuHauuje n HakoH Tora TpeTMpao oTnaz Kao
WH(PEKTUBHM 1 JaBao Ha yHULLTEHE KOMNaHnjama Koje ce Tume BaBe 1 koje nMajy yroBop CKINOMNIbeH ca
Hapy4MoLLeM Ha OCHOBY NOCEBHUX jaBHUX HabaBKMy.

Tako oa HaBeaeHn 3axTeB Koju je Hapy4unaugo4ao y HOBOj U3MEHEHOj KOHKYPCHOj AOKYMEHTaLmju
Tpeba na 6yae aeo Heke apyre jaBHe HabaBke unu Aeo HoBe jaBHe HabaBkea Aa He npunagajy Habasum
6p.A140/2019. — peareHc 3a ogpehnBare xopMoHa y kpeu PUA meTogom.

Paguo nmyHo tectoeu (PUA) 3a ogpehnBarte XopMOHa Koju cy oBe HabaBke HEMAjy HUKaKBY Be3y ca
TpeTuparweM pagnoakTMBHOr U MHEKTUBHOT OoTnaaa.

He nocToju HMKakBa NOrMYHOCT Aa ce Yy 0BOj HOBOj N3MEHEHO] KOHKYPCHOj AOKYMEHTaLMjM HanpacHo
CTaBM YCr0OB KOjW HKMje NocTojao Yy NpeaxoaHoj, oCM e ce MOXaa oneT dhaBopuayje jegaH noHyhau.

ODGOVOR:

Komucuja ocTaje npyu cBOM CTaBy Aa Yy KOHKYPCHOj JOKyMeHTauuju y mogeny yrosopa Npunor 6p.6
ocTaje HOBU YnaH 8. Ynpaerbate HeynoTpebrsmeumM meanumnHckum cpeagctanuma n PAO (pagnoakTMBHUM
oTnagom) a y npunory 6p.7 ocrtaje Tadka 4. Komucuja je KopuroBarna CBOj cTaB, Ja OgHOLLEHE,
oAHOCHO npey3umane PAO Hebyae nocne cBake HOBE MCMOPYKE KUTOBA,04HOCHO KOMMMeTa , WTo 6u
MoX4a MMarno 3a nocrneguuy nosevarwe jeAMHUYHE LeHe K1Ta, OQHOCHO KOMNNeTa,wTo Huje 6ro Haw
UuIb, HATK haBopur3oBame jeaHor noHyhava. MowTyjyhn HoBM 3akoHa 0 pagunjalMoHOj U HYKINeapHOj
curypHoctu u 6e3begHocTu(,Cn.racHuk PC*, 6p 95/18 n 10/19) ; MNMpaBunHuka 0 ynpaerbaky
pagnoakTueHuM oTnagom (,Cn.rmacHuk PC* 6p. 60/11). n y KOHCynTauuju ca oAroBOpHMM NMLIEM 33
3aWTUTY o4 joHnsyjyher 3padersa y KLIC, komucuja je 3ay3ena ctaB Aa ce Yy KOHKYPCHOj AOKYMeHTaunju y
Mpwunory 6p.6 y mogeny yoBopa Yy unaHy 8. ogHocHo y Tauku 8.2. n 8.3. n y Mpunory 6p. 7 y Tauku 4.
M3MEeHM TEeKCT, Koju Hebu NyHO yTMLAo Ha NoTeHumjanHe noHyhade, Ha HUXOBY NOHYAY, Aa JoBede Y
nuTawe HbUXoBO yyelhe y jaBHOj HabaBun, HUTU Aa daBopusyjemo Hekor og noHyhada, Beh 6u To, Buna
ctBap gorosopa lNoHyhaya n Hapyyuoua no notnucnBamy yrosopa .

1. ynpPunory bP.6.(MOOEJ1 YTOBOPA) Y UJ1AH 8. YIIPABIbAHE HEYNOTPEBIbUBUM
MEAUWLUMHCKUM CPEAOCTBUMA U PAO

e Tauka 6p.8.1. ocTaje ucra
e Tauka 6p.8.2. n 8.3. TeKCcT ce MmeH-a U rnacm :

8.2. C 063mpom Ha penatvmBHO Ayr nepuof nonypacnaga J125, kog HeMckopuLYeHNX U nckopuwheHnx
in vitro aujarHocTuyknx mMeguumHckux cpeactea, HAPYUUMITAL kao sagpaBcTBeHa ycTaHoBa ce
obaBesyje ga HeynoTpebrbeHa MeAMUUHCKa cpeacTaBa ca UCTEKITUM POKOM Tpajakba BpaTu
[obaereavy a [lobasrbay Ha cebe npeysmma obaBe3y ofHollena UCTux, 6e3 HagokHage. Kag cy y
NnUTarwy UCKOPULLNEHU KUTOBM OOHOCHO KOMMINETH ,in Vitro AnjarHoCTMYKa MeguuuHcKa cpeacrtsaa
Koja cagpxxe pagmoaktmeHu J125% | ogHocHO enpyBeTe kao pagunoaktueHu otnag (PAO), unje
nonypacnagawe npectaje ga 6yge pagmoaktnsHo nocne 420-600 gaHa, wto no MNpaBunHuky o
ynpasrbawy pagmoaktusHuMm otnagom(,Cn.rnacHuk PC* 6p. 60/11) , npenasn makcumanHu nepvog
3a Apxare y CnpeMuLUTy oA roavHy AaHa, a pagu 6e3beaHor TpetmaHa, Jobasrbay 6u Tpebao aa
byne y obaBesn ga HajMakbe Ha LLECTOMECEYHOM HUBOY Npey3uma pagvMoakTuBHU oTnag ( Aakne
ABa nyTa of AaHa noTnucrBaka yroBopa, Ha nona roguHe u npef ucTek Tpajawa yrosopa), 6es
HagoKHaje y3 MMCMeHy NOTBPAY O Mpey3umarby.

8.3. [aH n mecTto npey3nMmare,00HOCHO OAHOLIEHEe MEANLIMHCKMX CpeacTaBa ca UCTEKNUM POKOM
Tpajaka Kao pagvMoakTMBHOr oTnaga (enpyseTte) Bpwu he ce y gorosopy uamehy [obaBrbaya wu

Hapy4dnoua (KnuHuke 3a ruHekonorujy n akywepctso KLUC n KnuHuke 3a eHOOKpUHOMOrWjy,
AvnabeTtec n bonectn metabonuama KLC).

2. Y OPUNOry BP.7. Y OENY OCTAINMN 3AXTEBU , Y TAYKU 4. MEHA CE TEKCT U TTIACH:
+JOBABJbAY Ha cebe npey3uma o6aBe3y ofHOLLEHA MEOMLUHCKMX CpeacTaBa ca
NCTEKNUM pPOKOM Tpajarka 6e3 HagokHaae. Kag je y nutawy paamMoakTMBHOM oTnaja
(PAO) (enpyBseTte) nocne wuckopuwherwa Knta ogHOCHO KomneTa (in vitro



AnjarHocTU4ka MeaMumMHCKa cpefcTBa ca pagmoakTuBHum J125). ¢ 063upom Ha

penaTMBHO A4yr nepuopg nonypacnagawa, otnaj npecraje ga dyae paguoaktMesaH nocne
420-600 paHa, wTto no [MpaBunHUKY O ynpasrbaky pagmoakTuBHuMm otnagom(,Cn.rnacHuk PC*
6p. 60/11), npenasn MakCuUmarnHu nNepuoa 3a ApXake y CnpeMuLlTy of roouHy AaHa, a pagu
6e3begHor TpeTmaHa, [obaerbay 6u Tpebao na 6yne y obasesun ga HajMare Ha
LLeCTOMECEYHOM HMBOY Npey3umMa pafvoakTUBHU oTnaa ( Aakne ABsa nyta o4 AaHa

noTnucMBama yroBopa, Ha nona rogvHe u npea  UCTeK Tpajawsa yroBopa), 6e3 HagokHaze y3
NMUCMeHY NoTBpAY O Npey3nmay.

U3 rope HaBeageHor, ctaB Komucuje je : Hapyumnau he nsBpumti n3ameHy KOHKypcHe
OOKyMeHTauuje.

KOMNCWJA 3A JABHE HABABKE



