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CekTop 3a jaBHe HabaBke
08/2 6poj: 404-1-59/15-5
27.08.2015.roguHe
JoBaHa MapwuHoBuha 2
beorpag

Ha ocHoBy 4naHa 36. ctaB 7. 3akoHa o jaBHUM HabaBkama ("Cnyx6eHun racHuk PC", 6p. 124/12,
14/15 v 68/15), Penybnundkun poHa 3a 3apaBCTBEHO ocurypane objasrbyje

OBABELLUTEHE O MNOKPETAHY NMPEFOBAPAYKOI MOCTYIMKA
BE3 OBJAB/bUBAHA NMO3UBA 3A NMNOAHOLWEHKE NOHYAA

3a jaBHy HabaBKy JlekoBu ca b u [1 Jlucte nekoBa: protamin

1. HasuB Hapyuuoua: Penybnunykv oHA 3a 34paBCTBEHO OCUrypare

2. Appeca Hapy4yuoua: JoBaHa MapwuHosuha 2, beorpag

3. VHTepHeT cTpaHuua Hapy4dmoua: www.rfzo.rs

4. Bpcta Hapy4ymoua: OpraHusaumja 3a obaBe3HO couunjanHo ocurypame

Penybnuukn cdoH 3a 34paBCTBEHO OcuUrypawe, kao Hapyyunay, he cnpoBecTM nocTynak jaBHe
HabaBKe W 3aKIby4UTWM OKBUPHM crniopa3yM, Aok he nojeaMHavHe yroBope O jaBHOj HabaBUW 3aKkriby4uBaTu
3[paBCTBEHE YCTAHOBE.

PenHu 6poj jaBHe HabaBke: 404-3-110/15-73
5. MNpegmert jaBHe HabaBke: JlekoBu ca b n [ Ilucte nekosa: protamin
6. Bpcra npegwmerta jaBHe HabaBke: gobpa

7. Onuc npegmMmeTa HabaBke, Ha3MB M O3HaKa M3 onLuTer pevYHuKa HabaBke:

MpenmeT HaGaBKe ®dapmaLieyTCKku o6nuk L JeavHMLA KonnuuHa MpouskseHa
neka mepe BpeaHoCT
protamin rastvor za injekciju 50mg/5ml amnyna 15.000 12.675.000,00

Ha3uB 1 o3Haka 13 onwTer peyHrka Habaske: 33600000 — chapmaLieyTCkm Npon3Boam

8. OcHOB 3a NpYMeHy NperoBapadkor NoCTynka v nogauu Koju onpasaaBajy HeroBy NpuUMeEHY:

YnaH 36. ctaB 1. Tayka 3. 3akoHa o jaBHMM HabaBkama npeasuha ga Hapydunal MOXe CMpOBOAWTU
nperoeapaykm noctynak 6es objaBrouBara Mo3nBa 3a MOAHOLUEH-E€ MOHyAA ako 300r MU3y3eTHe XMTHOCTU
Npoy3poKoBaHe BaHPEAHWM OKONHOCTMMa unu HenpeaBuheHuM pgorahajyuma, uvje HacTynawe HU Yy KOM
Cnyyajy He 3aBUCWM Of BOSbE Hapy4yuoua, Hapyyunai Huje mMorao Ada MocTynu y pokoBuma ogpefieHum 3a
OTBOPEHW UNWN PecTpUKTUBHM nocTynak. OKONHOCTK Koje onpaBAaBajy XMTHOCT He Mory 6utn y 6uno kakeoj
Be3u ca Hapy4uoLem.

Penybnuukn cdoHp 3a 3gpaBcTBEHO ocuryparse (y garbeM TekcTy: Penybnuyku ¢oHZ) cnpoBogm
LeHTpanu3oBaHe NocTyrnke jaBHUX HabaBkm 3a notpebe 3apaBCcTBEHUX ycTaHoBa M3 [MnaHa Mpexe, y cknagy
ca unaHom 176 Ypenbe o nnaHupary 1 BpcTu poba 1 ycriyra 3a koje ce CnpoBofe LeHTpann3oBaHe jaBHE
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HabaBke (,Cnyxb6enn rmacHuk PC*, 6p. 29/13, 49/13, 51/13-ucnp. 86/13 n 119/14) (y marbem TekcTy:
Ypenba), kojy noHocu Bnaga Penybnuke Cpbuje.

Y cknagy ca HaBegeHoM Ypeabowm, Penybnuykm ¢poHA je cnpoBeo ABa OTBOPEHA MOCTyMNaka jaBHe
HabaBke nekoBa ca b Jlucte nekoBa, y cknagy ca 3akoHOM o jaBHMM HabaBkama (,Cnyx6eHn rmacHuk PC*
Opoj 124/12 n 14/15), koje cy obyxBaTtane u fnek protamin 1 Nokywao ga npeaMeTHMU JieK YYMHU OOCTYMHUM
30paBCTBEHMM yCTaHOBama.

MpBK noctynak jaBHe HabaBke NpeamMeTHOr neka obyCcTaBrbeH je 13 pasnora LITO HUje OOCTaBIbeHa
HujegHa noHyda. Y NOHOBIbLEHOM MOCTYMKY jaBHe HabaBke, Hapyyunay je nNpMMMO jedHYy MOHyAy, Koja je
oLeHeHa Kao HenpuxeBaT/bMBa, y cMucny 4dnaHa 3. ctaB 1. Tayka 33. 3akoHa o jaBHMM HabaBkama, u3
pasnora LWTO je ucta usHag npouexeHe BpedHOCTW jaBHe HabaBke, 3a Taj nek. [NoHyhay koju je poctasmo
noHydy 3a nek protamin, Hyauno je HeperncTposaH nek ca [ Jlucte nekosa, koju HeMa AedUHNCAHY LieHy, a
13 paarnora wTo nek ca b Jlnucte nekosa, koju nponssoan Galenika a.d. beorpag, TpeHYTHO HWje AOCTyNaH, O
yemy je Penybnuykn oHa 3a 34paBCTBEHO ocurypakwe obaBeluTeH. Hapyyunay, nako ce pagu o n3yseTHo
BaXXHOM Iieky, Huje 6uo y moryhHocTu ga npumeHn unad 107. ctaB 4. 3akoHa O jaBHMM HabaBkama jep je
noHyfheHa LeHa BuwwecTpyko Beha o npoueweHe BpeaHOCTU jaBHe HabaBke 3a Taj Nek.

Hana 27.5.2015. rognHe Penybnudkn doHg je npummno gonuc npomssohada Galenika a.d. beorpag,
koa Hapyunoua 3aBegeH noa 6pojem 404-675/15, y kojem ce HaBoan Aa he npousBoara nNnpeamMeTHOr fieka
mohu ga 3anoyHe y centembpy 2015. rognHe, a ga he mnctu, 36or HeonxogHWx aHanusa, 6Gutu gocTynaH
3[paBCTBEHMM yCTaHOBaMma y jaHyapy 2016. roguHe.

Wmajyhm y Buay 3Havaj obesbefuBarwa neka protamin Penybnuukn doHg je cmartpajyhu pa je
HeonxoAHO ucTn HabaswuTh 3a nepuofd Ao jaHyapa 2016. rognHe, OAHOCHO A0 TpeHyTKka kaga he nek 6utn
npousseneH un obesbeheH on cTtpaHe npomssBofava Galenika a.d. Beorpag n To no ueHn koja He cMe Aa
npenasu ueHy 13 Jlncte nekosa Koju ce Nponucyjy M n3gajy Ha TepeT cpeacrtaBa obaBesHOr 34paBCTBEHOr
ocurypawa, MOKPEHYO, Ha OCHOBY MO3UTMBHOI MULIIbEHA YnpaBe 3a jaBHe HabaBke, nperoBapaydku
noctynak 6e3 objaBrbuBara No3mea 3a NOAHOLLEH-E MOHYAA Y cknagy ca YnaHom 36. ctaB 1 Tavka 3. 3akoHa
0 jaBHUM HabaBkama.

Penybnnykn doHa je momMeHyTn nek Habaswo 3a nepuog og 7 meceuu, ogH. oA jyna 2015. go
jaHyapa 2016. rognHe. Ognyka o gogenv yrosopa 6poj 404-1-47/15-24 poHeTta je gaHa 17.6.2015. roguHe n
yroeop je pgogerbeH [lo6asrbayy PANONIJA PHARM d.o.0., yn. BeHau Bojsoge Ctene CtenaHosuha 6p. 22,
Cowmbop.

Mehytum, Penybnunykm doHa je gaHa 26.8.2015. roguMHe npumuo nucaHo obaBelwlTerwe of
Hobasrbaya PANONIJA PHARM d.o.0. ga Huje y moryhHOCTM ga MCNyHW CBOjy YroBopHy obaBesy u
MCMOPYYX YrOBOPEHU NEK Y CKNady ca yroBopuma 3akiby4yeHuMM ca 30paBCTBEHUM YCTaHOBama, Ha OCHOBY
crpoBefeHOor NMperoBapaykor NocTynka jasHe HabaBke nNpegMeTHOr neka, 6poj 404-3-110/15-56. Hanme, kao
WITO je HaBedeHO y [AOCTaBIbEHO] U3jaBu, cepuja yBe3eHOr fneka He UcnywaBa 3axTeBe papmakoneje y
nornegy ucnuTuBaka OMTUYKE poTauumje, Te CXOOHO TOMe Huje 00e3befeH cepTudmkaT aHanmse neka,
OZHOCHO Huje 06e36efeHa 3akoHOM nNpeasufieHa JoOKyMeHTauuja 3a NpoMeT HEPErocTPOBaHMX JNIEKOBA.

Umajyhn y Bugy 3Hadvaj] obesbehuBara neka Penybnuukn doHa cmatpa ga je HeonxogHo UCTU
HabaBuTK 3a nepmoa Ao jaHyapa 2016. rognHe, OOHOCHO OO TpeHyTka kaga he nek 6utu npousseneH wu
obe3beheH oa cTpaHe npoussohada Galenika a.d. Beorpag v To No LeHU Koja HE CMe Ja npenasu UeHy u3s
Jlncte nekoBa koju ce Nponucyjy 1 u3gajy Ha TepeT cpeacrtaBa obaBe3HOr 30paBCTBEHOr Ocurypamba.

Haume, 36or genoBarwa kKao MONHWM aHTMOOT 3a XenapwH, protamin ce, OCMM y NpeonepaTuBHOM U
nocTtonepaTUBHOM Mepuoay, KOPUCTU U HAaKoH Aunjanuse 6ybpexHux 6onecHuka, kao 1 kog Behux kpBapewa
HacTanux Kao nocrieguua npegosmpana xenapvHom. Kako je nek HeonxofaH 3a paj KapAvoBacKyrapHUX
KnuHuka y Cpbuju, HeroB HegocTtaTak 3aycTaBrba obaBIbakbe XUPYPLUKOr MporpaMa, a caMuM TuMm
oHemoryhaBa ucte y obaBrbaty AenaTHOCTU.

Wmajyhn y Buay aa Penybnuuku boH 3a 34paBCTBEHO ocurypawe Mopa 06e36eamtn HecmeTaH paj
30paBCTBEHMX YCTaHOBA, a CBE y CMWCIY NoLwiToBawa 4n. 178. ctas 3. 3akoHa O 30paBCTBEHOM OCUrypamy
(,Cnyx06eHun rmacHmk PC” 6p. 107/05, 109/05 - wncnpaeka, 57/11, 110/12 — YC, 119/12 v 99/14), ogH.
3aKkoHcKke obaBe3e OaBaoLa 34paBCTBEHUX Ycryra Aa ocurypaHum nuuuma mopa obes3beautm notpebHe
nekoBe, Hapyumnau cmatpa ga noctoje o6jekTMBHE OKOSTHOCTM KOje onpaBhaBajy npumMeHy vnaHa 36. ctas 1
Tadka 3. 3akoHa O jaBHMM HabaBkama, KOje HMKaKO HUCY Ha CTpaHu Hapyyuoua, y UunMrby NoKyLlaja LWTo 6pxer
06e3behera cHabaeBara npegmeTHUM nekom. MpegmeTHn nek 6m 6o 06e3beheH 3a nepuog oa 5 (ner)
Meceuu.

OBO HapouuMTOo M3 pasnora WTO, CXOAHO unaHy 212a 3akoHa O 34paBCTBEHOM OCUrypamy
3gpaBcTBeHe ycTaHoBe U3 lNnaHa Mpexe He Mory Aa Habaerbajy pobe n ycnyre 3a koje Penyonuukn cdong, y
UMe 1 3a payyH TUX YCTaHOBa, CNPOBOAM LIeHTpan1M3oBaHe jaBHe HabaBke.



9. HasuB v agpeca nuua Kojum he Hapy4yunay nocrnaTy No3mB 3a NOAHOLIEHE NoHyAa:

Mo3nBe 3a noaHolwewe noHyaa Penybnuyku dpoHa he nocnaTtu gobasrbayvMa 3a koje noysgaHo 3Ha
na ce 6aBe yBO30OM HeperncTpoBaHux Nnekosa U To:

P.b. HasuB go6aBrbaua Appeca
,Licentis“ d.o.o. TowwuH 6yHap 6p. 272, Hoeu beorpaa
»Ino-pharm*“ d.o.o. Bbpahe Koeau 6p. 2, beorpag
~,Medikunion“ d.o.o. Jby6e [uavha 6p.19, beorpaa

KOMUCWUJA 3A JABHY HABABKY
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