Cekos In Ekspert
Ha ocHoBy ynaHa 97. ctaB 5. 3akoHa o MmeguunHckum cpeacteuma ("Cnyxberu rnacHuk PC", 6poj 105/17),

MwuHucTap 3gpasrba 4OHOCK

NMPABUNTHUK
O NMPARERLY MEOUUMNHCKMX CPEOCTABA HA TPXUWITY

(Cn. rmacHuk PC 6p. 102/18)
OcHOBHM TeKCT Ha cHasu op 21/12/2018 , y npumenu op 21/12/2018

- OCUM un.: 7 - y npumenm op 22/12/2020.

UnaH 1.

OBUM NpaBUITHUKOM MPOMUCYjy Ce YCMOBU U HAa4YMH Npaherwa MeaULMHCKOT CPEACTBA Ha TPXKMLLTY.

YnaH 2.

(1) Mpahere MeguUMHCKOT cpeacTea Ha TPXKUWTY obyxBaTa npahere MeAnLMHCKOr CPeACTBa MNocse CTaBbakba
Ha TPXULLITE (Y AarbeM TEKCTY: NMOCTMAPKETUHLLKO Npahere) 1 TPXMULIHM Haa3o0p, Y cknagy ca 3akoHOM.

(2) Mpownseohauy, ogHocHo oBnalwwheHn npeacTaBHUK Nponadsohaya (y AarbeM TEKCTY: Npon3Bofay) KOHTUHYUpPaHO
BPLUM NMOCTMapPKETMHLLKO npahere y cBpXy ugeHtudukosarwa buno kakese notpebe ga ce ogmax npumeHe cee
noTpebHe KopeKkTUBHE UNn NpeBeHTUBHe mepe. O CNpoBeAEHUM KOPEKTUBHUM U MPEBEHTUBHUM Mepama,
npomn3eohay, 0AHOCHO oBrawheHn npeacTaBHUK Npon3sofjada Boan eBuaeHUmMjy 1 n3sellTaBa AreHuujy 3a nekose
n meguumHcka cpeactea Cpbuje (y Aarbem TekcTy: AreHuumja), y cknagy ca 3akoHom.

(3) Mpomnssohay MMeHyje nuue oAroBOPHO 3a BUrMNaHLUy v npahewe MeauLMHCKOr CPeAcTBa Ha TPXKULLTY - nuue
3anocrneHo ca NyHUM pagHUM BpEMEHOM Kop npoussohjava, koje ob6aBrba NocnoBe BUrMaHLEe 1 Koje nMa 3aBplLUeH
MeaMLMHCKM, CTOMATONOLWKK, hapMaLeyTCK1, TEXHOMOLLKW, EMNEKTPO-TEXHUYKM, MALLMHCKWA, XEMUjCKU UK OpYri
oarosapajyhu cbakynTeT 3aBMCHO 0 BpCTe MeAMLMHCKOr CPeAcTBa, kao 1 godaTHe edykauuje y obnactu
BUrMNaHLE.

(4) AreHumja o6e3benyje, opraHusyje n KOOpAUHMPa NPUKyNIbakbe U aHanM3y nogataka nobujeHnx nocne
CTaBrbaka MeJULMHCKOr CpeacTBa Ha TpXULITE.

(5) AreHuuja moxe of npomssofhaya, ogHOCHO oBnalwheHor npeacTaBHUKa npomssohjava ga 3axrteBa ga AocTasu
0o0pasnoXeH 1 Ha Aoka3nMa 3aCHOBaH U3BELUTaj O UCKYCTBMMA O MEAMLMHCKOM CPEACTBY Ha TPXULLTY.

1. NocTmapkeTuHLLKO npahekwe (post market surveillance)

CucTteM nocTMapKkeTUHLLKOr npahexwa npou3sohaya

UnaH 3.

(1) Mpownseohau 3a cBako MEANLMHCKO CPeacTBO, NPONOPLMOHANHO Knacu puauka 1y cknagy ca BpCToMm
npou3eoAda, nnaHvpa, ycnocTaerba, LOKYMEHTYje, CNPOBOAN, OApXKaBa M axypupa CUCTEM NOCTMAPKETUHLLKOT
npaheksa, Koju je cacTaBHU AEe0 CMCTeMa ynpasibaka KBanMTeTom npoussohaya.



(2) Cuctem nocTmapkeTUHLLKOr Nnpahera npunarofeH je 3a akTMBHO M CUCTEMCKO NPUKYNIbake, EBUAEHTUPAHE U
aHanu3y peneBaHTHUX NogaTaka o KBanuTeTy, nepdopmaHcaMa U CUrypHOCTM MEOULIMHCKOT CPEACTBA TOKOM
H-EroBOT XXMBOTHOI BEKA, 3a AOHOLLEHe NOTPEOHNX 3aKibyyaka, kako 6u ce yTBpaune, Cnposerne u npatune cee
NPEBEHTMBHE M KOPEKTUBHE Mepe.
(3) Mogauwm Koju cy NpMKynibEHM CUCTEMOM MOCTMapKeTMHLUIKOr npahewa npouseohayva ynotpebrbaBajy ce 3a:

1) axkypupare 0gHOCa KOPUCTU U pu3mMKa 1 NoborbLuake yrnpaebaka pusmunuma;
2) axxypupare JOKYMeHTaLuuje 0 NpojekToBaky 1 NPOU3BOAHM;
3) axypviparse ynyTcTBa 3a ynoTpeby n obenexasara MegULMHCKOr CPeacTBa;
4) axxypupare nogaTaka KnmHudke eBanyauuje MeavMunHCKor cpeacTea;
5) axypupare nogaraka 0 CUrypHOCTM U KNMHUYKUM nepdopmaHcama MeanLMHCKOr CpeacTBa;

6) ytBphmBare notpeda 3a NPpeBEHTUBHUM, KOPEKTUBHUM MM CUTYPHOCHUM KOPEKTUBHUM Mepama Ha
TepeHy;

7) ytBphMBame onumja 3a noborbliake ynoTpebrbMBocTM (CasHatwba 0 nepdopmaHcaMma MegULNHCKOT
cpencTBa kaga ce kopucTtu y "Heogrosapajyhoj" nonynaumju, casHawba 0 Ha4YMHUMa NorpeLLHe ynotpebe
unu ynotpebe Koja Huje y cknagy ca ynyTCTBOM 3a ynoTpeby), nepdopMaHch 1 CUrypHOCTU MeOULNHCKOT
cpencTBa;

8) no noTpebun, gaBare JONPUHOCA NOCTMAPKETUHLLKOr Npahera 3a 4pyro MeAMLUHCKO CPEeACTBO;

9) oTkpvBaH-e TPEHAOBA U U3BELLTaBaHE Y CKagy ca NoA3akoHCKUM NPOMMCoM Kojum ce ypehyje
BUrMNaHLa.

(4) TexHu4yka gOKyMeHTaLmja 0 MeAULMHCKOM CPefCcTBY axypupa ce Ha ogroapajyhv HauvH 1 y cknagy ca HOBUM
casHatbumMa.

(5) Ako y OKBMPY NOCTMapPKETUHLLKOr Npahewa NnocToju notpeba 3a NPEBEHTUBHUM, OAHOCHO KOPEKTUBHUM
Mepama, npouasohay y cknagy ca 3akoHoM cnpoBoan ogroeapajyhe mepe 1 obaBelwutasa AreHuujy 1 no notpeodu
Teno 3a ouewmBare ycarnaweHocTu. AKo ce yTBpan 030urbaH WTeTHU gorahaj unv cnpoesefe CUrypHocHa
KOpEKTUBHA Mepa Ha TepeHy npuvjaBrbyje ce y ckrnagy ca noa3akoHCKMM MNPonMcoMm Kojum ce ypehyje BurunaHua.

MnaH nocTMapkeTUHLLKOr npahewa

YnaH 4.

(1) Cnctem nocTMapkeTUHLLKOT Nnpahera M3 unaHa 3. OBOr npaBuiHMKa 6asmpa ce Ha nNnaHy 3a NOCTMAaPKETUHLLIKO
npahewe. [1naH nocTMapKkeTUHLLKOr Npahewa je Ae0 TEXHNYKe JOKyMeHTaLmje, OCUM 3a MeaULMHCKO CPpeacTBo
npon3BeaeHo No HapybuHu 3a ogpeheHor nauujeHTa UM HaMmeHlEeHO KIMHUYKOM UCTIUTMBAHLY.

(2) Mpownseohay y nnaHy nocTMapkeTUHLLKOr npahewa npumensyje ogpende unaHa 3. OBOr NpaBUIHMKA.
(3) Y nnaHy noctmapkeTuHLIKOr Npahera Npukynrbajy ce n ynoTpebrbasajy A0CTYNHe UHdopmaumje, a HApoO4mTO:

1) MHpopmMaLumje 0 MHUNAEHTUMA, YKIbydyjyhin nHcopmaumje ns nepmoanyHmMx n3eeLuTaja o CUrypHoCcTmu
(PSR) 1 curypHOCHUM KOPEKTMBHUM Mepama Ha TepEeHy Y cknagy ca NoA3aKOHCKUM MPONUCOM KOjUM ce
ypehyje BurunaHya;

2) eBnaeHuUMja y Be3N ca LWUTETHMM dorahajuma Koju HUCY 030UIbHM U Nogaun O CBUM HEXEIbEHUM
peakumjama y cknagy ca nofsakoHCKUM NPonncom Kojum ce ypehyje BurnnaHua;

3) nHdopmaumje us TpeHa nsBeLlTaja y cknagy ca nof3akoHCKMM NponmMcom Kojum ce ypehyje Burmnaduya;

4) peneBaHTHa crneuujanucTuyka Unv TexXHnYka nutepatypa, 6ase nogataka, O4HOCHO PErucTpu;



5) nudpopmavmje, ykrbyyyjyhu nospaTHe nHdopmaLmje 1 peknamaumje Koje cy JOCTaBuUM KOpMCHULUM,
ancTpmbyTepu 1 yBO3HULM, Kao 1 n1La oAroBopHa 3a kanvbpauujy n ogpxaBakwe MeauLMHCKOr CpeacTBa;

6) jaBHO 4OCTYNHe MHbopMaLMje O CANYHUM MEANLMHCKMM CPEACTBUMA;

7) nHdopmMaLuje HacTane y TOKy NOCTMAaPKETUHLLIKOT KITMHUYKOT UCNUTMBaHa (MHTEPBEHLM|CKOT U
HEWHTEPBEHLMjCKOT);

8) nHdopmavmje gobujeHe KPO3 CUCTEM KOHTpOMe KBanuTeTa ko npouasofada, ykrbyyyjyhn n Tectupame
Bepudumkayuje nota (lot verification testing) 3a in vitro gujarHocTnyka megmumHcka cpeacrtsea npe
anctpubyuuje, a HakoH AncTpubyunje eBanyauujy nogataka cMcTema KOHTPOne KBanvTeTa U Lwemy CrnosbHe
npoueHe keanuteTa (EQAS/QC).

YnaH 5.

MnaH nocTmapkeTMHLWEKOr Nnpahera obyxBaTa:

1) NpoakTMBaH N CUCTEMATCKM NOCTYNaK NpUKynbakba CBUX MHopmauuja U3 ynaHa 4. ctas 3. oBor
npaBuWIHKKa, Koju omoryhaea ucnpaBHy Kapaktepusauyujy nepdopmMaHcy MeguuuHCKor cpeacTsa u
ynopehuBarbe ca CIMYHUM MeANLMHCKUM CpeacTBMMa Koja Cy AOCTYMHA Ha TPXULLITY;

2) edhukacHe n ogrosapajyhe MeToae 1 NOCTYMKe NPOLEHe NPUKYNIbEHUX NoaaTaka;

3) ogroBapajyhe nHgmkaTope 1 rpaHu4yHe BPeOHOCTU Koje ce KOpUCTE Y KOHTUHYMPaHOj NMOHOBHO] MPOLEHN
aHanu3e KOpUCTW 1 pu3unKa, Kao 1 ynpasrbamwe pusnumma;

4) echbnkacHe n ogroBapajyhe metoge 1 anaTte 3a uctpary peknamauuja n aHanmay TPXXULLHKMX UCKyCTaBa
NPUKYNSbEHNX Ha TEPEHY;

5) meTode 1 npoTokorne 3a ynpaerake goranajuma 3a Koje ce NogHoce TpPeHa n3BeLlTaju y ckrnagy ca
Nnoa3akoHCKMM MPOMMCOM KojuM ce ypehyje BurunaHua, ykrey4yjyhu metoge n npotokone Koju ce
npumetbyjy 3a yTBphMBarkbe CBaKOr CTaTUCTUYKN BUTHOM noBehara y4ecTanocTy Unm TEXMHE LUTETHUX
porahaja, kao n nepyvoga nocmaTpama;

6) MmeToZe n npoTokorne 3a edouKacHy KOMyHUKaLUWjy ca MMHUCTapCTBOM HaZMeXHMM 3a NOCcrnoBe 34paBiba
(y bareem TekcTy: MuHmncTapcTteo), AreHumjom, Tennma 3a oLermBarkbe ycarnaeHocT!, NpuBpeaHnm
cybjekTMmMa n KOpUcHULMMa;

7) ynyhuBare Ha NOCTyMKe 3a UCMNyHaBake 3axXTeBa NPONMCaHNX NOA3aKOHCKMM NMPOMUCOM KOjuM ce
ypehyje BurunaHya;

8) cuctemcke nocrtynke 3a yTephuBare 1 NokpeTarwe ogrosapajyhmnx mepa, ykiby4dyjyhn n kKopektmBHe Mepe;

9) edhukacHe anare 3a npahewe n naeHTMdmKaunjy MeamLmMHCKOr CpeacTea 3a koje 6u morna ga oyge
notpebHa KopeKkTnBHa Mepa;

10) nnaH NOCTMAaPKETMHLLKOT KNMMHUYKOT nNpahela MeauLUHCKOr CpeacTBa unn obpasnoxere 0 Tome
3aLlUTO NOCTMAPKETUHLLKO KIMTMHNYKO npahel-be HI/Ije NPUMEHNBO.

WUsBeLuTaj 0 nocTMapkeTUHLLKOM npahemwy

UnaH 6.

Mpownseohay megumumHckor cpeacTsa knace | (ocum knace Is u Im) 1 knace octana in vitro gujarHocTudka
MeduLMHCKa CpeACcTBa cacTaBrba M3BeLUTaj O MOCTMAPKETMHLLKOM npahery y KOM HaBoau caxkeTak pesynraTa u
3aKrbydaka aHanuae nogartaka NocTMapKeTUHLLKOr npahera NPUKYyNibeHMX Kao pe3ynTaT nraHa NoCT-TPXULIHOT
Haa30pa, Koju caapxu objalliere 1 ONuc CBUX Npeay3eTnx NPeBeHTUBHMX U KOPEKTUBHUX Mepa. M3BelTaj ce no
notpebu axypupa n Ha 3axTeB AocTaBrba AreHumjm, y cknagy ca 3akoHOM.



MepuoauyHu axypupaHu ussewTaj o curypHoct (PSUR)

UnaH 7.

(1) Mpowussohay megmuuHckor cpeactBa knace lla, b u lll, akTMBHUX UMNNaHTabUNHUX MEQNLMHCKUX CpeacTaBa,
in vitro AnjarHOCTUYKNX MeAMLMHCKUX cpeacTaBa U MeANUMHCKUX cpeacTaBa 3a caMoTecTupame, cadymtbasa
neprvoauyHu axxypupaHu U3BeLTaj O CUrypHOCTM 3a CBako MeANLMHCKO CPEACTBO U aKo je peneBaHTHO 3a CBaky
KaTeropwujy unu rpyny MeamuMHCKUX cpeactaBa Y KOM HaBOAM cakeTak pesyntarta U 3akrbyyaka aHanuse nogaraka
nocTMapKeTUHLLKOT npahera NPUKyNibeHNX Kao pesynTaT nnaHa nocTMapKeTUHLUKOr npahemwa, Koju cagpxu
objallreHe 1 ONUC CBUX Npeay3eTuX NPEeBEHTUBHUX U KOPEKTUBHUX Mepa.

(2) TokoMm XMBOTHOI Beka MeAULIMHCKOr CpecTBa y NePUOLMYHOM aXypupaHOM U3BELLTAjy O CUIYPHOCTU HaBoae
ce:

1) 3akmbyyum yTBphrBaka ogHOCa KOPUCTU U PU3KKA;
2) rnaBHM Hanasm NOCTMapKeTUHLLIKOT KIMHUYKOr npaheksa;

3) 06mM npogaaje n npoleHa NpoceYHe BENUYMHE U ApYrnx ocobuHa nonynauuje koja ynotpebrbaea
MeOULMHCKO CPEACTBO M ydecTanocT ynotpebe rae je npakTnyHo.

(3) Mpownseohau megmumHckor cpeactsa knace llb u lll, akTuBHMX MNNaHTabUNHUX MEANLMHCKNX cpeacTasa u in
Vvitro gmjarHoCcTUYKUX MEQMUUHCKUX CpeacTaBa N MeANLMHCKUX cpeacTaBa 3a camoTecTMpare, HajMake jeaaHnyT
roguLHb-e axypupa nepuoanyHn axypupaHn U3BeLUTaj 0 CUrypHocTu. [NepruogmyHmn axxypmpaHu M3BeLTaj o
CUTYPHOCTHU je 0e0 TEXHUYKE AOKYMEeHTalmje, OCMM 3a MeaULMHCKO CpeacTBO NPOM3BeaeHO No HapyLIGUHN 3a
ogpeheHor nayunjeHTa.

(4) Mpowussohay MeaumLUUHCKOr cpeacTBa knace lla axypupa neproavyHn axypupaHn U3BeLLTaj O CUrypHOCTH No
notpebu, a Hajmamwe jegaHnyT y ABe roamHe. [epnognyHn axypupaHu n3BeLlTaj O CUrypHOCTU je Ae0 TEXHUYKE
AOKyMeHTauuje, OCUM 3a MeAULMHCKO CPeACTBO NpoM3BeaeHo No HapyLbuHn 3a ogpefeHor nayujeHTa.

(5) 3a MmeguUMHCKO CpeacTBO NPOM3BEAEHO NO HAPYLIOUHM 3a oapefeHor naumjeHTa NepUoaNYHN axypupaHm
n3BeLUTaj O CUTYPHOCTU je Ae0 AOKYMeHTaumje npomnssohaya o ausajHy, Nnpon3Boawn 1 nepdopmaHcama
MeaunLunHCKor cpeacTea.

(6) 3a meguumnHcko cpepcteo knace lll unm nmnnaHTabunHo MeanUMHCKO CpeacTBO UMK in Vitro AnjarHOCTMYKO
MeaMLMHCKO cpeacTBo - Jlncta A y cknagy ca nog3akoHCKMM NponmMcom Kojum ce ypehyjy OCHOBHM 3axTeBu 3a
MeOuuUnHCKa cpeacTtsa, nponssohay NepMoaMYHM axypupaHy U3BELLTaj O CUTYPHOCTM NOAHOCK Teny 3a
oLeHMBaHe ycarnaweHoCTH KOje je YKIbYYEeHO Yy OLeHMBakbe ycarnaleHocTu. Teno npevcnuTyje n3BeLTaj u ceojy
npoueHy, 3ajegHo ca nogauuma o CBUM npeay3eTuM Mepama 1 CBOjy NpoueHy Aofaje NepuoguyHoM axKypupaHom
n3BeLUTajy O CUrypHOCTU. Takas NepnoanydHn axypupaHun nsseLutaj o CUrypHoOCTU 1 NpoLeHa Tena 3a ouewnBane
ycarnaleHoCTU CTaBrbajy ce Ha pacnonarawe AreHumju, y cknagy ca 3akoHoM.

(7) Mpownseohay nepnoanyHn axypmpaHu U3BeLlTaj 0 CUrypHOCTM CTaBiba Ha pacnonarame Teny 3a ouetuBame
ycarnalleHoCTH Koje je YKIby4YeHO Y OLeHMBaH-e ycarnaweHocTn 3a MeAMLUHCKO CPeACTBO Koje Huje obyxBaheHo
cTaBoOM 6. OBOr unaHa, kao 1 AreHumju Ha HeH 3axTeB.

2. TpXuiHK Hap3op

AKTUBHOCTU TPXXMLLHOI Haa3opa

YnaH 8.

(1) AreHumja cnpoBoam ogrosapajyhe npoBepe ycarnalleHoCTy KapakTepucTika 1 nepopmMaHcu MeauumnHCKor
cpencTsa, ykiby4yjyhu, no notpedbu, nperneq AOKyMeHTaLmje U on3nMyKM UNn TEXHUYKY NPOLEHY Y cknaay ca



3aKOHOM KojuM ce ypehyjy meamumHcka cpeacTea (y AarbemM TEKCTY: 3aKOH) Ha OCHOBY afeKBaTHMX y30paka.
AreHumja nocebHo y3mMma y 063up ycrnocTtaBrbeHa Hayena y nornegy nNpoueHe puaunka 1 ynpasibaka pusmnumma,
nogartaka BUrunaHue u peknamauuja.

(2) AreHuuja caumhaBa rogulLlbeyM NaH akTMBHOCTM HAA30pa U OOAErbYje AOBOSbHY KOMMYMHY MaTepujanHnx 1
KBannrKkoBaHNX JbYACKMX pecypca 3a cnpoBohere TUX akTUBHOCTU y3umajyhu y 063up eBporncku nporpam 3a
Haasop TpxuwTa KoopanHaumoHe rpyne 3a meauumHcka cpenctea (Medical Device Coordination Group - MDCG).

(3) Pagn ncnywaBamna nposepa u3 ctaea 1. oBor unaHa, AreHumja:

1) MOXe Aa 3axTeBa [a Ce y4YnHe SOCTYMHUM JOKYMeHTauuja u nidopmaumje notpebHe 3a cnpoBohene
aKTMBHOCTM TPXULLIHOT HaZ30pa M kaga je To onpaBgaHo, 6ecnnaTHO npyxakwe NoTpedbHUX y3opaka unm
NpUCTyNn MegULMHCKOM CPeacTBY, Kao U pedyntaTe TEXHUYKE npoueHe oBnawheHor Tena y cknagy ca
3aKkoHOoM;

2) cnpoBoan HajaBrbeHe U ako je NoTpebHO HeHajaBrbeHe npernege NpocTopa npuepeaHnx cybjekaTa, kKao
n pobasrbaya, 0QHOCHO Nogyroesapada, a ako je noTpebHo n y objekTMMa NPodEeCMOHANHMX KOPUCHMKA.

(4) AreHumja npynpema 1 roanLlbn CaxeTak pedynTara akTMBHOCTM TPXKULLIHOT Haa30pa 1 AoCTaBrba
MwuH1CcTapcTBY Y €NeKTPOHCKOj] DOPMMU.

(5) AreHuuja moxe ga npeanoxun MuHMCTapcTBy 3anneHy, yHULWTaBawe UnvM Ha ApYrv HAYMH Ynkberne
HeynoTpebbUBMM MeANLMHCKNX CpeacTaBa Koja NpeacTaBrbajy HenpuxBaTibUB pUsnk unm ancmmnkoBaHmx
MeOULUMHCKMX CpeacTaBa, ako NpoueHu aa je To NnoTpebHo paaum 3alTute jaBHor 3apasrba.

(6) HakoH cBake aKTMBHOCTM TPXULLIHOT Haa30pa AreHuuvja caunkbaBa M3BELLTAj O ycarnawweHoCT! ca 3akoHOM U
NoA3aKOHCKMM NponucMMa AOHETMM 3a HeroBo cnpoBofere. Y usBellTajy ce HaBoae cBe notTpebHe KOPEKTUBHE
mepe.

(7) Cappxaj n3seLuTaja U3 ctaBa 6. OBOr YnaHa JOCTaBIba Ce nuuy Koje je buno npeameT TPXKULLIHOT Haa3opa U
npe ycBajakba 3aBpLUHOT u3BewwTaja AreHumja My gaje moryhHocT gocTtaBrbawba npumegaba.

(8) AreHuuja moxe oa KoopAnHMpa CBOje akTMBHOCTU TPXKULLIHOI Haa3opa u capahyje ca mefiyHapogHuM Mpexama
MHcopmaumja 0 MEANLIMHCKUM CpeaCcTBMMA M Ca areHuMjama HagneXxHnm 3a MeavumMHcKa CpeacTsa v hUXOBUM
acouujayunjama, y cknagy ca 3akoHOM.

MpoLeHa MeauUMHCKUX CPeacTaBa 3a Koja ce CyMha ia NpeAcTaBrbajy HenpuxsaTibUB pyU3nK Unu
APYry HeycarnaweHocT

UnaH 9.

(1) AreHuuja cnpoBoau NpoLeHy MeAMLMHCKOr CpecTBa Ha TPXULLTY Koja obyxBaTa 3axTeBe nponncaHe 3akoHOM
1 MOA3aKOHCKMM NponucrMa OHETUM 3a HErOBO CNPOBONEH-E, a KOju Ce OAHOCE Ha PU3MK KOjU MeaULMHCKO
CPEACTBO NpeACcTaBIba UM Ha Apyry HeycarnaleHocT, ako Ha 6a3n nogataka BUrMaHUe, akTMBHOCTU TPXXULLHOT
Hag3opa unu apyrux nHgopmaumja uma pasnora aa Bepyje aa MeauuMHCKo CpeacTBo:

1) MOXe Aa npefcTaBrba HEMPUXBATILUB PU3VMK 3a 30paBibe UMW CUTYPHOCT NauujeHaTa, KOpUCHMKa Unm
APYruX nnua unum 3a gpyre acnekTe jaBHOr 34paBiba;

2) NN Ha apYrn Ha4YuH Huje ycarnaweHo ca 3akoHOM M NOA3aKOHCKUM NMPOonNucrMMa AOHETMM 3a HeroBo
crnpoBohetse.

(2) Y noctynky u3 ctaBa 1. oBor unaHa AreHuuja Mmoxe ga capahyje ca CBUM peneBaHTHUM MPUBPESHUM
cybjektuma.

Moctynak y cny4ajy npoussoa Koju npeacraBrbajy HenpuxsaTtibMB PU3KK Mo 3apaBibe U CUrypPHOCT



UnaH 10.

(1) Ako AreHuuja HakoH cnpoBofera npoueHe M3 YnaHa 9. OBOr NpaBuHWKa YTBPAM Aa MEOULMHCKO CPEACTBO
npegcraBrba HENPUXBATIBUB PU3MK MO 34paBIbe UMM CUTYPHOCT NauujeHaTa, KOpUCHMKAa Unv Apyryux nvua unm 3a
Apyre acnekTe jaBHor 3gpaBrba, 6e3 ognarawa npefysvma cee notpebHe mepe ga npovssohay MeanLMHCKOr
cpencTBa, OAHOCHO ApYru peneBaHTHU NpuBpeaHu cybjekaTt npeaysme cBe ogrosapajyhe u onpasaaHe
NpeBeHTMBHE, OAHOCHO KOPEKTMBHE Mepe paau ycarfnalaBaka MeauLMHCKOr cpecTBa ca 3axTeBuma
nponucaHnMm 3akOHOM U MOA3aKOHCKUM MPONUcUMMa JOHETMM 3a HEroBO CNpPoBOfeHe, a Koju ce 0gHOCE Ha Taj
pu3uk. Te mepe ce npefy3nmajy Ha Ha4uH Koju je cpa3mepaH NpUpoaun pusnka.

(2) Y cnyyajy us ctaa 1. oBor unaHa, AreHumja Moxe ga npeanoxun MuHucTapcTtsy Aa, y cknagy ca 3akoHOM,
npeaysme cBe ogrosapajyhe u onpaBaaHe NpeBeHTMBHE, OLHOCHO KOPEKTMBHE Mepe, Aa 3abpaHn nnm orpaHuym
CTaBrbawe MeJULMHCKOr CpeacTBa Ha TPXKULWITe, Aa CTaBlbake MeQUUUHCKOr CpeacTBa Ha TPXULLTE YCroBU
cneumdryHMM 3axXTEBMMA, 4a HAMNOXM NOBNayYeH-e UK NoBrnavYeHe MeguLMHCKOr CpeacTBa y pa3yMHOM POKY ca
TPXWLWTA, a NPONOpLMOHaNHO NpMpoan pusmka, OGHOCHO HeycarnaweHocT! ca 3akoHOM 1 NponucrMa OHETUM 3a
H-EroBO crnpoBohekse.

(3) Y cnyyajy ua ct. 1. 1 2. oBOr unaHa, 3a MeguLMHCKO CPeACTBO KOME je nsgaT cepTudmkar o ycarnaweHocTu,
AreHuuja, ogHOCHO MUHMCTapPCTBO O pesynTaTMmMa NpoueHe 1 HanoxeHum mepama 6e3 ognarawa obaBeluTaBa
Terno 3a ouewnBare ycarnaweHoCTu Koje je nsgano ceptudukar.

(4) MpuBpegHu cybjekT n3 ctaea 1. oBor unaHa 6e3 ognaramwa 06e30ehyje npeaysnmare cBux ogrosapajyhmx
KOPEKTUBHNX Mepa Y BE3N ca MEAULMHCKNM CPEACTBOM KOje je CTaBIbEHO Ha TPXKULLITE uUnun y ynotpeby, y cknagy
ca 3aKoHOM.

(5) Ako npuBpeaHn cybjeKkT He MOCTYNKM Y cknagy ca ctaBoMm 1. oBor unaHa, AreHumja npegnaxe MuHucTapcTsy aa,
y cknagy ca 3akoHOM, 3abpaHun nnv orpaHnyun cTaBrbakbe MEANLIMHCKOT CPeACcTBa Ha TPXKULUTE, OOHOCHO Aa ce
MeOULMHCKO CPEACTBO NOBYYE Ca TPXMLUTA UMK U3BpLUM Hero noepahaj. O npegy3etum mepama MuHUCTapcTBO
6e3 ognararba obaBelLTaBa TeNo 3a oLeHUNBakbe ycarnaweHoCTw.

(6) ObaBelUTeHE M3 CTaBa 5. OBOr UnaHa yKkibydyje cBe AOCTYMNHE nogaTtke, a HAPOYMTO NofaTke noTpebHe 3a
naeHTMdunkauunjy n npahekwe HeycarnalweHor MeauMuuHCKOr cpeAcTBa, MOPEKo MeauUUHCKOr cpeacTBa, Npupoay m
pasnore HaBoOAHE HeycarnaleHoCTH 1 NoBe3aHOr pu3nka, NpMpoay U Tpajake Npeay3eTux Mepa, kKao U KoMeHTape
naTe og ogroeapajyher npuBpegHor cybjekta.

Apyre HeycarnaweHocTH

UnaH 11.

(1) Ako HakoH cripoBofjerba npoueHe u3 YnaHa 9. oBor NnpaBunHKKa, AreHuyuja yTBpav Aa MeguumMHCKO CPeacTBo
Huje ycarnalleHo ca 3axTeBuma nponucaHmm 3akoHOM M MOA3aKOHCKMM MPonMcMMa AOHETVM 3a HeroBo
cnpoBofewe, ann Aa He NpeacTaBrba HEMPUXBATILMB PU3MK MO 30PaABIbE UMW CUTYPHOCT NauujeHaTta, KopUcHMKa
Unu opyrux nuua unu 3a gpyre acnekTe jaBHor 3gpaerba, Npeanaxe perneBaHTHOM NpuBpeaHoOM cybjekTy aa
HeycarnalweHoCT YKIMOHM Y pa3yMHOM, jaCHO AedMHNCaHOM POKY KOju je cpasmepaH y 0QHOCY Ha HeycarnaleHoCT
N CaoMLWTEH NPUBPEOHOM CYDjeKTy.

(2) Ako npmBpenHM CybjekT He YKNOHN HeycarnaweHoCcTn y poKy M3 ctaea 1. oBor unaHa, AreHuuja 6e3 ognaramwa
npegnaxe MuHuctapcTtsy aa, y cknagy ca 3akoHom, npefy3mMe cBe ogroBapajyhe mepe ga ce orpaHMyun unu
3abpaHu cTaBbake MEQULMHCKOr CpeacTBa Ha TpxXuwTe nnu 06e3bean weros nospahaj nnvm nopnayewe ca
TPXULLITA.

MpeBeHTUBHE Mepe 3alUTUTe jaBHOT 34paBrba



UnaH 12.

Ako AreHuuja, HakoH cnpoBofera NpoLEeHe y Be3n ca NoTeHLMjanHUM pU3MKOM MEAULMHCKOT CPEACTBA UK
noceGHe kaTeropuje Unu rpyne MeamMUMHCKUX CpeacTaBa, 3akibyum Aa bu, pagu sawtute 3gpasiba v CUrypHOCTU
nauujeHaTa, KOpUCHUKA UNW APYrUX NULa Uin ApYyrx acrnekaTa jaBHOr 34paBrba, CTaB/bake Ha TPXULITE UMK Y
ynotpeby Tpebano 3abpaHnTh, OrpaHNYUTU UMK NOABPrHYyTM oapeheHnM 3axTeBnMa unu aa 6u MeamumHCKo
CPencTBO UNK KaTeropujy unv rpyny MeaULMHCKMX cpeactaBa Tpebano noByhu ca TpXKULITa UK U3BPLUNTY HUXOB
nospahaj, Moxe fa npeayame cBe noTpebHe 1 onpaBaaHe Mepe y cknagy ca 3akoHOM.

No6pa agMMHUCTpaTUBHA Npakca

UnaH 13.

(1) Y okBupy cBake mepe Kojy npegysnma AreHuuja, ogHocHo MuHuctapcTso y cknagy ca yun. 10, 11. n 12, osor
npaBuWiiHMKa, HABOAE Ce TavyHM Pasnoaun Ha Kojuma ce oanyka 6asupa. Ako ce mepa ogHocu Ha ogpeheHn
npuBpeaHu cybjekT, oH ce 0 Tome obaBelTaBa 6e3 ognarama, Kao U 0 NPaBHUM NTIEKOBUMA KOjU My CTOje Ha
pacnonaraky 1 poKOBMMA KOjuMa TV NPaBHM NIEKOBM NOANEXY Y CKNady ca 3akoHOM. AKO Mepa Mma OnLTy
NpUMerNBOCT 0bjaBrbyje ce Ha NHTEPHET cTpaHmum AreHuumje, ogHocHo MuHncTapcTsa.

(2) MpuBpenHu cybjekT moxe Aa y oarosapajyhem poky y cknagy ca 3akoHoM AreHumju, oagHOCHO MunHucTapcTey
pocTtasu npumenbe npe AoHoLWeHa Buno KakeBe Mepe, ocuM ako je ogpefieHy mepy notpebHo npeayseTn 6e3
ognararsa 360r HeNnpPUXBaTIbLMBOI PU3UKa 3a 34paBrbe NN CUTYPHOCT naumjeHaTta, KOPUCHUKa Unn Opyrux nuua.
AKO je Mepa npeayseTa, a NpuBpegHOM cybjekTy Huje omoryheHo nogHolwene npumenaba, gaje my ce MoryhHocT
Aa y HajkpaheM poky nogHece npumenbe, HakoH Yera ce Beh npegyseTta mepa npencnuTyje 6e3 ognarara.

(3) Ceaka npeayseTa mepa Noenayun ce unn Mewa 6e3 ognarawa ako NpuBpeaHN cybjekT Aokaxke Aa je npeay3eo
edmKkacHy KOPEKTUBHY MEPY U Aa je MeauUMHCKO CPeacTBO ycarnalleHo ca 3axTeBrMmMa nponmcaHnm 3akoHoM U
NOA3aKOHCKMM aKTMMa AOHEeTUM 3a HeroBo crnpoBohemse.

(4) Axko ce mepa kojy npegysnma AreHuuja, ogHOoCHO MuHucTapcTeo y cknagy ca yun. 10, 11. m 12, osor
npaBuHMKa OAHOCK Ha MeOULMHCKO CPeacTBO 3a KOje je OLeHMBakbe ycarnaleHoCTM U3BpLUMMIO Teno 3a
oLienVBaHe ycarnalleHocTu, To Teno ce obaseLuTaBa o Npeay3eToj Mmepu.

3. 3aBpLluHa oapeaba

YnaH 14.

OBaj NnpaBuUNHKK CTyna Ha cHary gaHom objaBrbmBarba y "Cnyxb6eHom rnacHuky Penybnnke Cpbuje", ocum
oapenaba ynaHa 7. oBOr NpaBUITHUKA KOje ce NpuUMekbyjy No UCTEKY 24 Mecela of AaHa CTynaka Ha cHary oBor
npaBuWHKKa.

Bbpoj 110-00-446/2018-06
Y beorpagy, 17. aeuem6bpa 2018. roguHe

MwuHucTap,
acc. ap 3natubop JloHuap, c.p.
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