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NMPEOMET: logaTHO nojawikere y Be3u ca npunpemMamemM NoHyaa 3a jaBHy
HabaBky JH-23/18 — ANNOTEKAPCKU NMOTPOLLUHU MATEPUJAI

HOana 15.08.2018. roguHe enekTpPOHCKMM NyTeM Ham je [OCTaBfbeH AOMUC
3aMHTEPECOBAHOr NULA KOjUM Ce TpaXu O04aTHO MojallkeHe Y Be3n ca MpUMpeEMarem
noHyae 3a jaBHy Habasky JH-23/18 — AnoTekapcku NOTPOLUHWU MaTepwujan y oksupy Kojer
Cy NnocTaBIbeHa criegeha nurama:

,1. la nu je nompebHo docmasumu 6e36e0HOCHU fucm 3a xemukarnuje u3 napmuje 1 koje
Hucy knacugukosaHe kao onacHe, BT unu vllvB (marnk, easenuH 6enu, anuuepuH 85%,
orneym napaguHu, mpu-Hampujym yumpam-2-xudpam)?

2. [a nu je 3a MeOuyUHCKU 6eH3UH, anuuyepuH 85%, oneym napachuHu, easzenuH benu u marnk
nompebHo Aocmasumu 0038051y MuHucmapcmea 30paerba 3a rpomem ¢hapmaueymcKkum
cyricmaHuama, Kao u rpoussohayku cepmugbukam aHanu3e ca UMeHOM U rpe3umMeHoM ocobe
002080pHE 3a Keanumem u nywmare cepuje y npomem (QA/QP) koju odzoeapa
MoHozpagpuju phapmakoneje (Ph Eur, Ph JUG...)?

3. 3a napmujy 2, 0a nu je nompebHo docmasumu u3geuwimaj 0 30pagcmeeHoj ucrnpasHocmu
boue 200 mn u kymujuua 200 e kao u cepmucbukam MUNCO 15378 (Passoj, npouszeodra u
npodaja npoussoda u Mamepujana 3a npuUMapHoO rnakosar-e MeOUUUHCKUX U ghapmaueymcKux
npouseoda) nipouseohaya rmoHyheHe chapmaueymcke amabanaxe?

4. Y napmuju 6p. 5: da nu je nompebaH dpeeHu wmanuh dyxuHe 18 ym u 0ebrbuHe 3 MM?

5. Mapmuja 6p.9 - da nu je noped Pewera o ynucy y [llpuspemeHy nucmy 6uoyudHoe
rnpouseoda, b6e3bedHOCHOz2 sucma U y30pka, nompebHo Oocmasumu U rfpoussohayku
cepmuchukam aHanuse ca pesynmamuMa U3BPWEHUX ucrumueara rnapamemapa Koju
odzosapajy 3axmesuma Ph Jug IV?*

Ha ocHoBy unaHa 63. cTtaB 3. 3akoHa o jaBHUM HaGaekama (,Cnyx6eHn rmacHuk PC*
6p. 124/2012, 6p.14/15 n 68/15), gocTaBrbamo 0AroBop Ha NOCTABILEHO MUTAHE:

Oa, noTpe6HoO je.

He, Huje noTpebHo.

He, Huje noTpe6HoO.

Hapyuyunay he npuxBatutn gpBeHu wtanuh ayxuHe 18 um u aebrouHe 3 mm.
He, Hnje noTpebHo.

ahoON=

OBa wuH(opmaumja, cxogHo 4dnaHy 63. ctaB 3. 3akoHa o jaBHMM HabaBkama, ce
o6jaBrbyje Ha NopTany jaBHMX HabaBku U MHTEpHET cTpaHuum Hapyunoua.

Komucuja 3a jaBHy HabGaBKy



