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Kauqenapr.rja 3a pa3Marpal6e xat6u EuX, pjeruauajyhr'r no xaa6r'r nonylaua

,,MEDICAL" a.o.o. Mocrap,6poj 568120 oa 30.10.2020. ro.u{Hg nejaarenoj Ha O4nycy o

us6opy najnoronuujrar nouylava 6poj 02-821-13/19 ot26.10.2020. rolu,rHe - JIot ll, y

or"oilro* nocrynrcyjasne Ha6asre MeA[r.IHHcKor florpollrHor vatepajana (uraunn rouqz),

JIor 1l - Pecopnrr4BHr,r ruaBoBtr - Polyglactin, yroBopHor opmHa YnunepsarcrcKl'I KIIIIHI'IqKI'I

qeprap Tpaa, Ha ocHoBy uasa I 1 1. ct. (l ) r'aql€ A) n cr. ( I0) 3aroua o jaouuru na$asraMa

(,,cryx6euu uracHuK BraX", 6poj 39/14),,mnneHapuoj cjeauuqr.r o.qpxaHoj rcsa23.12.2020.
FoAr,rHe 4oxujenaje:

BOSNA I mRCEGOYINA BOCHA lI )(EPIETOBTIHA
URED ZA RAZMAJRANJB ZAT-,NT KAITqF'.JIAPIIJA 3A PA3MATPAEE XA.IIEtr

BOSI\-IA AIID IIERZEGOYINA
PROCTIREMENT REVIEW BODY

Bpoj : JH2-0 I -0 7 -r -3268-10 120

fiaryr'r : 23.12.2020. roAI,tHe.

PJE ItrEBE

1. Xan6a ce ycaaja-

2. Ilonr.rrumsa ce o4nyra o r,rs6opy HajnoooDur,rjnx nonylava 6poj 02-821-13119 ol
26.10.2020. roAI4Hc y Al'tjeny rojra ce oAHocH ua JIor ll r npeAMcr ce apaha ua

noHoBHI,l nocTynaK.

3. Vceaja ce raxrjea 3a floBpar cpeAcTaBa ynnaheurx Ha HMe HaKHaAe 3a no1peralbe

xan6isor rocryrrKa, y H3Hocy oa 2.500,00 KM. Ilonpar cpeAcft13a Iaeoputuhe ce ua

ocHoBy noce6nor pjeruerua oBor opraHa.

4. Ol6uja ce saxrjer 3a HaKHary rpollrKoB{t ttocrynKa Kao HeocHoBaH'

O6par.noxette

Aana 11.05.2020. ro4rne yroBopHr,r opraH yH[Bep3nrercKl4 KIIHHI,ITIKIi Uenrap Tyraa

o6januo je o6arjeutene o Ha6aBIIr 6poj 867-l-l-79-3-59120 y orBopeHoM. nocryurqy janue

Ha6asre MeAlIILrHcKor noTpoluHor uarepujana (ruauuu rorqu). flocrynax janue na6anre je

[oAHjeJbeH Ha 16 noroBa.
Harou npoBeAeHor flocTyrrra yroBopHr{ opran je Aosao oAnyrcy o rae6opy

najnonorsuujrx norylava 6poj o2-821-l3ll9 o126.10.2020. roAI,lHe, nporI,IB rojeje xalmau

,,1r,EDICAI-:' 1.o.o. Mocrap aajanr,lo xan6y oBoM opraHy Aaua 03.11.2020. ro4uue, I't ro 3a

JIOT 1l - - PecopntunHl,r ulaBoBt'l - Polyglactin.

xanu.naq r,rgjarruyje xar6y s6or norpeurue [pr4MjeHe 3axona o jaunra Ha6aBKaMa (y

4a.nerrl rercry: 3JlI).
Xa.nunarr je naron lpBprueHor WVAa y rony5y ura6panor nonylaua ,Plus Medical"

A.o.o. Tygnq KaKo HaBoAI,I, Haulao HeAocrarKe Kojr ce ouegajy y roMe aa ie wa6putu

nonySa, y o6p*qy 3a r[.deHy roryAe ea JIor I l, HaBeo n noHyALIo raqKe Koje He rzcnyrasajy

TpDKeHe Kapa1Teplrcrr,rre, a cnojy xan6y ucur,raa na cleAehnu xal6ennu HaBoAI,IMa:

[a je y crarrca I nony[ena Hrna oA 30 rvrlr, a rpaxeHa je aua oa 35 ruu;



,{a je y ctanrra 2 nony[eHa ROLJND BODIED ,rflra, a rpaxeHa je reverse cutting nua;
,{aje y craaraua4,7020,21,24,25,26,40,54,55,56,57,61,62,66,67 u68 nonyleu
RAPID rana PGA RAPID, a rpaxen je o6nqr.td Polyglacth rarx PGA;

Aa je y craBKaMa ll u 43 noryfeu o6rqnu PGA, a ryaxeu je RAPID;
Aa je y craBxaMa 64,68 u 69 uonylena jelurra atn1 rpaxexa je ryua (xo4 qrasre 69
u ca asru6arcrepnjcrc,nr upertraroru);

Aa je y crasKr.r 70 nonyfena l/4 earpranreuocr I,IUIe, aTpaxena je ll2, notytleua je
conventional spatula, a rpaxeua micro point spatulq

Aa je y craBKaMa 7, 20, 24, 25, 33, 35, 39, 40, 57, 6l vr 66 uonylena obuqna rna. a

'rpaxena je P r,lraa, a 3a sraBKy l8 *ya, oKpyffry taper point urrry, a tpaxeua je P r.rrna;

Aaje sa crasre 16 n 17 nonylen HcrL KoA, a ga nory$a.r Herua CC llrrry Ha KoHrIy;

,(a je y craeru 60 uony[eua Circle reverse cutting igla, a'rpaxenaje Compound curved

reverse cutting mna-

Xaruraq Aare HaBoAH Aa oguara P osHa.raBa Premium Hrrry roja je ucrrytr,[Bo BaKHa

y ruracnavnoj xrpypnraja, re nojau+rana pa3nnKy nruely PGA RAPID ronqa u o6raqnor PGA.

Hano4u aa je PGA RAPID crcHrerrlqKl,I rouaq roje ce uaj6pxe pecop6upa 14 flpeAcraBrba

r(parKopoqHr,! ocnoHau u paHy, 4or je pecopnunja PGA KoHIIa 3HarHo 4nIra. ltrano4a r
panr,rKy y 'reHru.nnoj cHa3I.I, Te cMarpa Aa oaa pa3nlaKa .{I'IHI'I BenI4I(y ynory rtpll ua6opy

xnpyprrrKor KoHqa.

Xanuaaq HaBoAt4 noBpeAe qnana 3. qJlarra57.cras (1) 3JH, re cvarpaaaje noHyAa

ura6panon nonylaua Moparla 6uru oA6aqeua y cgaAy ca qrIaHoM 68. cras (4) raura ra) 3JH, n

rrpeAJraJre 4a onaj opran ycaojr,r xan6y a rIoHuIurI4 cnopny o4nyKy o Iar6opy.

xaJrnnau TpoKr4 noBpaT HaKHaAe 3a [OKpeTarbe xal6enor [ocTyrrKa H HaAoKHaAy

TporrJKoBa cacraB{t x<al6e,

Ynoeopnu oprau je AocraBr,to rcsa 12.11.2020. roAEre urjaurneme o xal6u 6poj 02-

821-l9l2} oa 05.1 1.2020. roALIHe y rojer'a rpeAJIoKe Aa ce xal6a oa6uje rao HeocHoBaHa I'r3

creAehlN pa3nora:
- 3a cTanre roje ce oAHoce Ha Bpcry roHqa Polyglactin s.nu PGA, a nouyfen RAPID, y

nornynocrn je rcflorrrroBaHa rexHaqKa cneryor.rKaur,rja jep yronopnu opraH Hr,rr4ie y

rexH[r{Kr,rM Kaparrepr,rcruKarua nuje HaBeo flepnoA pecopnuraje Kao KapaKrepucrl{Ky y

TexHr,rrrrrrM cueqraO rmaqraj arua;

- 3a crasre roje ce oAHoce Ha I4DIe, o6paraoxerre je y rorrle rnto npousno[aq HeMa

noce6se KaraJIoIIIKe 6pojene u ruu(ppe, ruro notoplyje n onrac y pjeure6y Arenqfije 3a

nujeroee H MeAuuI,IHc(a cpeacrna EUX;
- 3acranry 69 rcoja ce oAHocI,I ua autn6arrepujctcu npeuar, yroBopH[I opraHje rpalrcao

Polydioxanone monofilament nnz PGA, PDO asna6arcrepr,rjcrul, a norylen je

Polydioxanone rcaro je rporeHo rexHI4qKoM cneurar[raraurajoru;

- Aa cy y panrajev fleprroAy y cnlrcKy TpaxeHr{x r'larepujala 6ule sagnare

KapaKTepr,rcrr{Ka KoHrIa ,,Ethicon'., a6a AA cy KapaKrepI,IcTl,IKe I,rerujercene

ogpelranameru reHeplrrrKor c[poBr{HcKor casrawaAa 6u ce npouMpr,ua Kourypenqaja.

Yoqeso je aa cy ocraJr[ nojeAunr,r gr.rjenonr,r cneuut[nrulx o3HaKa Kao IIIro je ,'F',
violet 910, PC-1...r.r cn. ,[a.re, Aa o3HaKa,oP'Moxe 3HaqI'ITI'I H Apyro, a 4a osHara,,F'

nr.rje nra 6nmta aro ocrane KapaKtepl4cr[Ke saAosonaBajy. HasoAl.l ce hcKycrBo y

nperxoAHoM neprloAy ca ,,Ethicon" KoHIrlrMa;

- Vronopnr,r opran ouucyje nojaru RAPID. OsH roHuu ce Kopilcre na ujecrurua u rKJ{By

r4je ce ouercyje 6pso.rorureme rn craaDajy ce r,r Ha Koxy: Jrr,qe, HapoqHro KamII4, Bpar,

,4ievujr,r y3pacr. Hano4ra Aa oBlr KoHIra Apxe Kao k aRLT Apyru 10-14 Aaldc a rolle oe

40-60 aana re aKo ce He orKrroHe ocraa.majy Bpno pyxHe n xnneprpoQnuHe oxI,IJ6Ke,



Hapoqr.rro Monocryl, raKo Aa ce ur6jenaoajy na ocjetrunuM H ecrercKr,r r,r3poKeHraM

najecraua (a u ovraaurua aKo rMaMo apyror roruIa),

Xanunaq je, npr,uurolr AocraBJbaua AoKa3a o ywlotra Ha(HaAe 14 TiaKce, AocraBlro
oBoM opraHy H o.uoBop Ha usjaruneue yroBopHor opraHa no xa.n6uo nyrerrr uynoruohnrra, y
rojeru nano.ur.r:

- ,[a ce yroBopura opran unje yo[rure usjaurno na xzur6eHe HaBoAe rojra ce oAHoc€ Ha

craBKe l, 2,43,60,& u69;
- Aaje anu6axrepajcK[ npeMa3 y raqrcr 69 rpaxeuo Kao ncruE1,.ruBa KoM[oHeHTa, a He

rao onqraja;
- la cy KoHTIH ca cytprrcorvr RAPID rpareHr,r cneqr.ripnuuo caMo y craBraMa ll u 60, a

rauta6parm nonyfiau Hyau RAPID r4je unje cnequrpuvxo rpa)KeH, a He rryAr,r ra raMo
r4jeje ryaxeH;

- .{a osuara RAPID y crpfrHoM csrajery o3HaEraB{! [ept,roA pecopnqzje, a Aa yroBopHr{
opraH rBpAra Aa y rexHr,rrrKlru cueqr,rQurauujauaauje HaBeAeH rrepfio.q pecopnqr.rje;

- la cy Henpo$ecuoHanHr4 HaBoAr,r yroBopHor opraHa nportrB nporarnolava ,,Ethiconoo,
re Aa ce Qanoprasyje uta1panu uonyfav;

- Aa je uejacan HaBoA yroBopHor opraHa ga urcr6paru nonylav Hetra noce6se
KararrouKe 6pojeae r urui[pe, urroje pasaor ra oA6aqrsane nony4ejep nonyfau nr.rje

rprnaroArro noprt[o.nuo cnojmrupouanogacneqni[u.troj r nogepHoj xupypruju;

Xalz.naq cMarpa HeocHoBaHr,rM usjaurnerre yroBopHor opraHa, Te trpeAJraltte 4a oaaj
opraH nocrynr{ Ha Harrr{H raro je ro npeAroxeHo y xwr6u.

Y npr,urory oAroBopa na usjanrrcerre xanruarl [pr4Jraxe rporrKoBurrK 3a cacraB
oAroBopa Ha urjarurrene y r,r3Hocy ot 421,20 trG4 ca lllp-orvr.

Ilpuje ynyurrana y pa3Marpilrse xaa6enrx HaBoAa onaj oprau je yrBpAr.ro ga je >xat6a

AonyrnreHa, 6raronpeueua r.r usjanrueHa og crpaHe oBnallrreHor nuqa, cBe y cKra.ry ca qraHoM

109. 3arona ojaaHrau Ha6asraMa.

Oaaj opran je yrBpAHo Aa cy ucryrLeHu Lt ipopruaaHr,l ycnoBl,r sa pjeuaname no xaa6n
y cKrraAy ca wraHoBr{Ma 105. ra 108. cmn (3) 3arona o jaenuna Ha6asKatua.

Xa.n6a je ocEoBaua

Y tory rrar6esor flocryrrrca I,BBeAeHI,r cy AoKa3I,I, yBI,IAoM y AocraBJEeHy

AOryr'renraqrdy oA cTpaHe yroBopHor opfaHa r,I xanuoqa, I{ To:

- TenuepcKy aoryrueuraqajy 6poj 02-821-3119;
- Zsvjene reHAepcKe aorcyuenraqr,rje 6poj 02-82I-3-3120 op,03.07.2020. roAI{He;
- I4sujene T eHAepcKe aorqyMeuraluje 6poj 02-821-3-3-lD0 oa 07 .07 .2020. roAHHe;

- I,Irrujene regAepcre gorcyr'leHmrglje 6poj 02-821-3-3-2/20 oa24.07 .2020. roAIrHe;
- Konujy opurunanHe rronyAe nonylaua ,"Plus Medicaloo A.o.o. Tysla 6poj 148120 oa

26.06.2020. roAlrne;
- 3anucsnr o nperneAy ra or{erm ro}ryra 6poj 02-821-11 ll9 o102.10.2020. roArase;

- Oaryry o r,rs6opy uajnonorsnujer nonylaua 6poj02-821-l3ll9 ot16.10.2020. ro4ase;
- Hrjarurreroe o xa.n6u AocraBrbeHo oA crpaHe yroBopHor opraa46poj 02-821-19120 ol

05.11.2020. I'oAlIHe;
- O4roaop Ha r,rsjaurcerue yroBopHor opraH4 AocraB.IbeH oA clpaHe xannoqa nyreM

nyHouohHuxq oa 19.1 1.2020. roAI,IHe I,I

- Apyry 4oryruenmrprjy Aoc'raBJbelry oA crpaHe yroBopHor opnaHa-



Ys[Aora y ,qocraBJbeHe Aora3e, Te aHaJrn3oM cBaKor Aoro3a noje4auauuo n y uororoj
uelyco6noj Besu, a y oAHocy ua xaa6ene HaBoAe H flporu,rcaHn 3aKoHcK[ nocrynar, onaj
opran je yrBpAHo 4a je xar6a ocuonrlua.

Kaaaje y rurrarry npnn x<ar6erur uanog, rojru ce ocropaBa cranra 1 y JIory 11, aaje
urrltlpatlz. nonyfa.r uoHy44o lrrJry oA 30 uu, a rpaxeHa je urrra oA 35 uru, ooaj oprau je
r,r3Bplrruo yBr4A y r€HrepcKy gorcyruerraqr,rjy u nonyAy norylava,flus Medical" 4.o.o. TyuIa.
Onaj opran je yrBpAr,ro 4a je aa craory 1 (pe4nu 6poj 1) O6pacqa 3a ry{je}ry flonyAe - JIm l1

- Pecoprmanur uraBoBr{ - Polyglactin, nony[au ,"Plus Medical" 4.o.o. Tysla nonyAuo
pecopnrnBHe ruaBoBe npor.taolava KATSAN Typcr4 sailITfiheHla nasrs,,.,ALCALACTINE",
KaraJroulKr.r 6poj ,,C023021fi5". Taqrou 12.3 not,6) tengepcre 4orqplentauuje rponllcaHo
je 4a nonyfar Mopa AograBmn Kararror (ouucu, QororpaQuje) nonylene po6e, ca jacnnn
Ha3EaKaMa ua rcojy ce nouy[ery po6y oanocu. Caujeaorv rcra, oaaj oprau je li3Bplutto yBII/I
y,qocrarBJreHe Kararrore nra6pauor nony$a.ra roju cy je4uncrueHo Hyrt{epucaHu 6pojeu l2 y
tronyAl,t, re je r.rsnpruen yBuA y AI,Io Karanora rojra ce oAHocH Ha craBl(y l, naron uera je
HeABocMucneHo yrnp$eHo aaje rz:;alpavu nonyla.r nopeA Karanouror 6poja ,,C023021T"75*,
roju je nonyruao 3a craBKy l, cranuo orHary,JOT 1l craBKa 1". OrnaqeHa srasKa y Karanory

ce oAHoca Ha r{rny oa 30 rurrl, a se 35 ruru xaro je rptureHo y rcxnrvroj cneufi0xKaul,Ijfi roja
je cac;rlarlra guo O6pacqa sa uujeny nonyae - pegHr.r 6poj (crama) l, urro oaaj xa.[6enL HasoA

qHHH ocHoBaHnru. YronopHu opraH xa oaaj xal6enu uaro4 nuje oAroBopno y cBoM

r.rsjaurrrerry 6poj 02-821-19/20 ot 05.11.2020. roAHHe, raKo Aa xuje nu roKyluao AoKagarn

HeocHoBauocr xar6eHlx HaBoA4 a ruto je o6aae3aH y cKIIaAy ca wIaHoM 102. crus (2) 3JH.

Ka4a je y m,rrarby Apyrra xal6esra uaao,q, roju ce oAHocll Ha qI&LeHI{I-q/ aaje y cmrna
2 O6pacqa sa qr,ljery noryge norylena ROUND BODIED rrnq a rpa)I(eHa je reverse cutting

rarr4 osaj oprau je I,I3BprxI4o yBury reHAepcKy 4orqplenrargjy u rolryAy uonylaua ,,Plus

Medical" 4.o.o. Tyeaa. Onaj oprau je yrBpAI,Io aa je n craory 2 (peaHu 6poj 2) O6pacqa ea

qrajeuy nonyAe - JIm I I - Pecopn'ruauu ruasoau - Polyglactin, nonylav ,flus Medical" A.o.o.

Tyaaa nony4rao pecoplrnlBHe I[aBoBe npoureo$a.ra KATSAN Typc*A sa[THheHH Ha3IB

,*A.LCALACTINE.., Kararourrra 6poj ,,C023521T75". TaqKoM 12.3 no,q 6) rcuaepcre

.qorryMerrraUuje flpon1acaHo je ga uony$a.r Mopa AocraBI{rI{ KaraJlor (onncu, QotorpaSr{e)
norylene po6e, cajacxuM Ha3EaIcaMa na xojy ce uory[ery po6y ogHocll. CazjeAon tor4
onaj opran je r,rsnprurao yBHA y AocraBJbeHe KatIJIore nra6panor norylava rojr'r cy

je4rancmeno lryrdepucaHr{ 6pojeu 72y notrylu,re je uenpuren yRvt[y Mo KaraJlora rojra ce

oAgocr,r Ha cTaBKy 2,uar<ort ueraje uegaocMl4cJleHo 1'rspleHo ga je vrra6panr,r nonylau uope1

KaftuoruKor 6poja ,,C023521T"75", roju je noHyAI4o 3a craBlqy 2, oraauo o3HaKy ,JOT I I
sraRca2o'. [Ir npuloxeuor KaraJrona onaj oprau uuje uorao yrBpAI{M o rojoj ce Bpcrl.l t4rJle

pagn. Yronopng opraH ua oaaj xal6esr uaao4 Huje oAroBopl4o y caonr r,rajarumeruy 6poj 02-

821-19120 oa 05.11.2020. roArrHe, raKo Aa ruaje nr.r noKyurao AoKararl/r HeocHoBaHocr

Nal6esrx HaBoAa, a urro je o6asesaH y cKIIaIy ca qJIaHoM 102. cras (2) 3JH, urro onaj

xal6eun HaBoA qI,IHI,r ocHoBaHuM.

Xanr.uraq AaJBe ocflopaBa nonyleny po6y ua craBKaMa 4,7,20,21,24,25,26,40,54,
55,56,57,62,66,67 u 68, rnpAehr 4a je r.lra6panu nonylav nonyAl4o RAPID raan PGA

RAPID, a Aa je rexIIrqKI{M cnequ{uraqnjaMa 'IporceH o6uqula Polyglactin uar PGA.

Xa.nranarl rBpAI,I Aa je PGA RAPID crlcHrerl,rqKl,t rosaq roje ce naj6pxe pecop6r'rpa n

rrpeAcraBJba KparKopoqHl{ ocJIoHaII u PaHY, .qor je pecopru-u,{a PGA ronqa 3HarHo A}rKa.

HaeoAu r,r pa3[[rKy y reHsr,ranoj cHatn, re cMarpa Aa oBaI ptBJluKa qHHu BenuKy ynory rtptl

us6Opy xfipypulKor KoHII4 qI,IMe yKaryje na p&MLIqtITe TexHI,[qKe KapaKrepI,IcTI,tKe florybeHot

KoHrIa oA TpDKeHor. Yroaopuz OpraH y CnOru asjaulreEy HaBOAI,I 4a je sa crame roje ce

oAHoce Ha Bpcly ronqa Polyglaclin ww PGA, a noxyfen RAPID, y nornynocrr'r je



ucrorrrroBaHa rexHr,rrrKa cfleqr4or,rKaryrja jep yroBopHu opriaH Hr,rrAie y rexflfiqKr,rM
KapaKlep[sraKaMa Hr4je HaBeo flepr4oA pecoplur4je Kao KapaKrEp[rcx]rKy y rexHlrqxxM
ctleu4ord€rlfijaMa. MeDyDrM, aHaJr[r3oM rexHnrrKr,rx c[eq.ror,rKaqfija roje cy cacraBHrr ,u,ro
O6pacqa sa rg,rjeHy rorryAe, onaj oprau je yrBp.u,ro ga je yroaopru oprag 3a craBKe 11, 43 u
60 noce6no sax:rjenao rexHr,Ftr(y KapaKrepucrr,rKy pecop[TaBnr,D( KoHarIa ca o3HaKoM
,,rapiodeo', ,,rapideoo i ,orapido', AoK y ocftIJMM craBKaMa ne rax,rjena oBy Ao.qarHy
KapaKrepl4crl{Ky. YaaAoIu y Karanore IocTaBJEerre oA crpaHe nsa6panor nonyfa.ra yrapleno
je Aa ce rexnr,rqKe KapaKrepllcrrme nonyfenrx noHaua ca cy0rdKcou ,,RAPlD'i(no,upura panr,r
l0 - 14 AaHa, arcoprttuja 4045 gana) pauuarcyjy o4 nonyfienra< KoHarIa 6es cyQurca
,,RAPID" (noapuma panu 30 AaH4 ancopmluja 56-70 4ana), raro Aa ce EecwrbnBo paAu o
p03rnqrzrr,rM Qynrqrzona.rur'rM (apaKrep[crr,rraMa oBa ABa KOHrIa. fIOCTasJba oe o[paBAago
Ill{ratbe, la m je yroBopuu opraH nMao Harvjepy, nponracyjyhr,r caMo 3a o4pelene crarxe
cyQuxc ,,RAI{D", ga nowyilaun He Mory rroHy.u,rrrz 3a Apyre crart<e po6y ca o3uaqeHfiM
{ynrqnoHa.nnr,rM KapaKrep[crr,maMa (,,RAPID'). Hcro raroo aKo yroBopnLt opraH cMarpa Aaje osa raparreplrcrr,rrca ne6mr4 Te Aa ns rr,D( prBJrora rmje na ,pbuncaua rexHarl16oM
cneqa{raraqrajou, ttopao je Aora3{rrrr oBy rrurbeHm.o/, uuajyhu y ouly tpnje cBera BJracrr,rre
norpe6e n y Be3r4 ca rr4M [pruo)Kr,{rt4 oAroBapajyhe 4orcare, urro ouaj xarfern HoBo[ wfl {
OCHOBAHI,IM.

v segtu ca npeBoAH],rM x<an6ermu HaBoAoM, xaJrr4narl HaBoI, ga je y crarrana I I n
43 norylen o6vrquu PGA, a rpaxeH je RAPID. vsr.rAorr y reHAepcKy 4orcyrMeHraqr.rjy a
roHyAy nonylaua,,Plus Medicaloo A.o.o. Tysaa, onaj opran je yrBpAHo aa jerr- cmrry tt
(pegHr 6poj 1l) O6pacqa 3a Igtjerry nonyAe - JIot I I - Pecoprnuruu rrraBoBlr - Polyglactirl
noryfa,r ,,Plus Medical" A.o.o. Tysna uony.qno pecoptrrvBHe rtraBoBe upoasuolaua KATSAN
Typcra, saxrraheHr4 Harrar ,,ALCALACTINE*, KaraJrorrrxJ{ 6poj ,,C0516V3T75o,, aza stavku
43 [oHy.u{o I(oHIIe lrcror flpol43nofaua ra gaurrzhenor Ha3]rBa, KaraJrorrrKr4 6poj
,,c0614u1r45". crr,rje4ou rora, onaj opran je rasBprrruo w4t y AocraBJbeHe Kafturorre
rasa6pauor nonyfaua rojra cy je.quucrBeHo HyMepr,rcanu 6pojeu 12y norryEu, re je nsnpureu
yBI'IA y Kaftrnor roju ce o.qHocl4 Ha craBKe 1l i 43, Haxon qera je seAnocMr,tcJreHo yrnpleno .qa
cy nonyfenu rorqu ,,ALCALACTINE*, 6eg osHare RAPID, roja je KapaKreprcrr,rqHa 3a
HeKoJrHKo ApyrrD( KaraJroftt. YsruoM y [orBpAy o perncrparqajr,r Mero,ulru{cKor cpeAcrBa 3a
crarre I I u 43, usgury og crpane Amnuje ra nujeroBe rt MeAr,[qlrgcra cpe4urua EnX, roja je
AocraBJberra Ha crpaHr{ 75 uory,ue uea6panor nony$av4 mroleje yrrpleno 4a cy uonylemr
TonqU,,ALCALACTINE', 6es osHare RAPID, ruro onaj xal6erm HaBoA quHrr ocHoBaglrM.

Xa.nnnau Aa.me HaBo.u,[ 4a je y craarcaua64,68 u 69 nonylena jeAna urna, 'rpaNena je
gynna (rog crasre 69 fi ca aHTra6aKTepr,ljcrnu npeuarorrl). Ysu.qoM y AocmBJEeHe Karalrore u
[orBpAe o perzcrpauujl4 MeAI4IuItcKor cpeAcrBa r43Aare oA crpaue Arenqraje aa aajerone u
Me.qr.ru[r{cKa cpeAcrBa EzX (crpaue 7l u 87 nony4e), 3a craBKe 64, 68 u 69, osaj opran ruje
Morao ymp4r4rlr Aa je nsa1paru norylau noHyArro,qfiury tlury, nrrru je Morao yrBp.ryrrr,r Aa
ce 3a c'raBrcy 69 tyw, anrnoanrepr,rjcKr{ npeMa3 Kao r ro je rpaxeuo. llnje ocuoeauo
urjarumeme yroBopHor opraga y rojenr ce Haao4a gaje nonyleu nony.quo polydioxanone KaKo
je rpaNeno rexHr,rqKoM cneua$r.maurajov jep je craBKoM 69 jacao rporr4caHo 4a ce saxtjena
,"Polydioxanone monofilament ili PGA, PDO ......., antibakterijski.,, uro rrpeAcraBrba ro
MI4IxJbeILy oBor opraHa noce6ny Kapamepr,rcrr4rcy ra oaxtjen xoju je BaJbaJro ucrtytm-ttt.
Yrosopnu oprau nuje Aora3ao HeocHoBagocr xal6esnx HaBoA4 a lrroje o6aresaH y cKlaAy
ca qraHoru 102. crun (2) 3JH, u'ro onaj Nal6erra HaBoA qr4Hr,r ocHoB:tHt4M.

)Kanr,raa{ Aare nano.qa ga je uta1pawwuonylau 3a craBKy 70 nonyar,ro 3aKpnBJEeHocr
wrc ll4, a rpaNena je ll2,re ya je nony[eHa je conventional spafula, a rparreHa micro point
spafula. Ynz4ou y AocraBJbeHe Kaftuore ,r norBpAy o perucrpaqrajr,r MeAr,rUr,rHcKor cpeAcrBa
I,BAare oA crpaHe AreHr-urj e sa lzjerone r,r MeAr,rqrrHcKa cpeAcrBa BuX (crpana 95 nory.le),
onaj opraH nvtje nrorao yrBpAr,rrlt na je uzalpanu nonylav roHyAHo nore rptu(eHe



3aKplrBJBeHOcTH I'r Bpcre. YnonOpru oprau ruaje AoKa3ao, nrarra je nOKyIIIao AOKaTaTII

Heo;HoBaHocr xar6eHl4x HaBoA4 a luroje o6aBBaH y cKraAy ca ruuHoM 102' crag (2) 3JH,

urro onaj xatr6egu HaBoA III,IHU OCHOBaHI'IM.

Xarurau AaJbe HaBoAn aa je utalpaau nonyfa'r y craBKaMa 7 , 20, 24, 25, 33, 35, 39,

40, 57 , 6l r.r 66 nouyAr.ro o6ruuy LIUry, a tpaxeua je P }rrur4 a 3a craBry I 8 uyau oKpyrury taper

point rrury, a rpaxena je P rarla. Tarobe, 3a craBl(y 60, xalu.naq mp4n 4a je nouylena Circle

reverse cutting igla, a TpaxeHa je Compound curved reverse cutting nrna. Y eesil ca oBIaNl

Xa.l6eHnU HaBOAOM, yTOBOpHI,I OpfiaH Ce l43jaulrbaBa 3a CTaBKe rOje Ce OAHOCe Ha UrJIe' cA

o6pa3roxerbeM Aa upol43Bolaq HeMa IIoce6He KararlouKe 6pojene ra ruur[pe, urro noraplyje n

onnc y pjeureny AreuUrEje sa aujeroae I,I MeAIIUHHcKa cPeAcTBa EraX. Yrouopuu oprau ca

oBr,rM o6pa3Jroxer6eM He aaje oaroaop Ho rrr{TarLe aa tu je vsa6paluru nor+yfav noHyAI{o l4rne

roje cy rpDKeHe reHAepcKoM 4ory'renraUujoM, re Ha ocHoBy rojrx xprarcprajaje yrnproao Aa

cynoHylene ilme oArosapaj yhe, u Aa cy cKIIaAy ca TparI<eHHM rexHI,IqruIM cnequ$rarawjarvra,

ruro onaj xatlesu HaBoA rruHr,r ocHoBaHr4M. HasoAa y I,rsjaulrery, 4a je yronopHl4 oprall

rt6pr4cao rc nperxoAHnx cnequQmaquja raparrepr,rcTldqHe o3uaKe Koje cy yrryhunaae ua

o4pelene npolsBoDaqe, wu ga je yoveno je Aa cy ocraJIH nojeAnH[r 4ujeloau cneqr$n'IHrD(

orr*o *o orro je ,,F0, violet 910, PC-l...rn cr,'., He.(aje Tarole oAroBoP Ha nllTalbe 1a m je

wradpalil nouylar roHyAl.ro ume rcoje cy rpaxeHe r€H,qepcKoM Aorcynermaqrajou. Tarole'
yroBopHg opraH HaBoAg Aa o3HaKa,,Po Moxe 3HaqtlTrl H Apyro, ne aajyhn o[paBAaH oAroBop

111Ta MOXS Aa 3HAqt4, yr Ha OCHOBy qera TeMeJbl,I Ty qI,IIbeHI,Iqy, Te Aa O3HaKa ,'IF nnje gn 6n'rga

aKO ocTZUre KapaKrep[cTl4Ke 3aAOBoJbaBajy, utO xuje oCuOeaHO, O63npOM 4a je yroaOpna

opr?H AyXaH oqieuurr,r [oHyAe y cKlaAy ca ycJroBr4Ma r,r AoKa!:]HMa npoflficaHnM reHAepcKoM

4or<yuerraqr.rjou, no[rryjyhra navena je4naror TpeMaHa cBD( [oHyDaqa y uocTyrrKy.

)IGnraaaq.qa.me HaBoAI4 4a je nsa6panr'I nonyfa'r stl craBKe 16 s 17 noHyAI'Io Hcrll KoA,

HaKo ce rpalrr4 pa3irr4qvra utnu a 4a nonylau uerua CC arlry Ha KoHI{y y [pI{JIoxeHIrM

KaraJro3r,rMa. YsraAorvr y AocraBJEeHe KaraJIoFe I{ [oHyAy r,rsa6panor nonylaua onaj opraH je

yrBpAr,ro 4a je sa craere I 6 ra I 7 nonylen rcrr,r Kararrorurn 6poj ,,c052021T7 5", a Aa ce pa4tt

o pa3JII4qI,rflIM TeXHUqKI,IM KapaIoEpI,ICTI.rKaM4 Te AA Ce V3 A@TaBJbeHI',D( KaTaJIOra He Moxe

yrBpAnrr,r 4a uonylau rryA,r CC tnrrry Ha KoHIIy. yroBopHl{ opraH nuje Aorasao, Hr'Itu je

noKyulao AOKa3aTI,I HeoCHOBaHogT Xan6eruo< HaBOAA' a IIITO je o6ase3aH y C11;ta.{y ca qIaHoM

102. cras (2) 3JH, [rro oBaj xan6eHla HaBoA y Kom'{Hlllu{ r{uHI'I ocHoBaHI'IM'

Y nonosJbeHoM nocTynr(y ynoBopHr,r opran je .QDKaH I,I3BPIruta nouonny oqieny

[oHy,ue, rm,rajyhn y Blr.ry cBe rrurberMrle roje cy npeAMer oBor xaJl6eHor HaBoA4 a cBe y Be3H

ca ycJrOBI,tMa geQunuCanaru TeHAepcKoM 4OrCyUenraUajOM, AOoTaBJEOHI4M KaEUIO3I'IMa,

norBpAaMa Areuqr,rje sa nnjeroae r{ Me.4r,rqr{HcKa cpeAcTBa EUX o ynncy MeAI'luI'{HcKOr

cpeAcrBa y perHcTap ,r Apyrr4M npn6anEeuuu AoKa:iHM4 re.qouujerr [paBI,InHy u 3{rKOHnry

offryKy ra JIOT I l, cee y cKIIa.ry ca npon[caHuM 3aKoHcKI'[M rlosrynKoM'

Ha oqroay Hanp[jeA naseAeHor, opryueno je Kao y AI,Icuo3[IrI4By, y cKlra.ry ca TIJIaHoM

I I l. cme (1) muxa g) 3arona o janHr.rrr,r Ha6aBKaMa fl qrIaHoM 230. sras (Z)3aKoHa o yrpaBHoM

,o.ryr*y i,,Crryo*OeHld uIacHHK EuX", 6poj 29t02, 12104,88107,93/09, 4lll3 u 53116)'- 
Iiorpur ynraheHr,rx cpeAcraBa no ocHoBy HaKHaAe 3a norperare xar6eHor nocryllKa,

y tr3Hocy oA Z.jOO,OO KM, rainpruahe ce roce6HI4M aKtoM, y cKIIaAy ca tLnaHoM 108. cran (7)

3aroua o jaeHr,rM Ha6asKatua 14 qJIaHoM 4. ZncpyrUraje o Haquny ynnare, KoHTpoJIe 14 noBpara

HaKHaAa nponncaHl,tx tuaHoM 108' 3arona ojaBHW Ha6aBKaMa.

3ax{en 3a HaKHary lporrrKoBa rocryrrKa je oa6ujen H3 pa3nora urro norylau ur'rje

r,BjaBr,lo xa.n6y nyreu [yr{oMohHr4Ka. o4ronop ua usjaufireme yfoBopHor opfaHa oA

6l.zozo..oirr"3" AocraBrreH oBoM opraHy nyreM nyHoMohnnra, y rojer'r je nyuonohuurc

sax.rjeoao HaKHa.ry rporuKoM 3a cacTaB oAroBopa ua nrjaurruene y l43Hocy oa 421,20 KM ca



IlflB-oru. O6gr,rponr Aa omoeop ua urjarurerse nr,rje o6aaeoau, Hrru raje oaaj opran rax{enao,
yrapleHo je Aa rpor(eHn rporuKoBz Hr,rcy HyxHr,r r4 orrpaBAaHr{, cBe y cuaAy ca qranom l05.
cran (3) 3arosa o yrpaBgoM nocryrrqy (,,Crryox6enu ruracHr,r( EuX.., 6poj 29/02, lZlM, ggl}T,
93109,41113 u 53/16).

Yuyrsrso o trpaBHorlr cpeAcrBy

oao pjerueme je ronauaH yrpaBnr{ arr. flporr,ro onor pjeruena Moxe ce no.qnujenr
ryar6a y yrpaBHoM cnopy rpeA cygoru Boctre u Xepqeronuue y poKy o.q 30 aaxa oA AaHa
rrpr'ueMa pJerrrerba.

Tar<ca uaT lar6y rtHocu 100,00 KM
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