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flaHa.~C.04.2016. roflUHe 3aKrbyHyjy

AHEKC OKBUPHOr CnOPA3YMA BP. 23-1/16

3A JABHY HABABKY JIEKOBA CA JIMCTE fl IMCTE JIEKOBA: JIEKOBM 3A BMnO M XOPMOHCKY
TEPAnnjyy rnHEKonomjM- m etilergom etrin
3A fIAPTMJy 2

fIPETXOfIHA KOHCTATAUMJA

OoHfl mfloaBJbaH KOHCTaTyjy fla cy flaHa 06.04.2016. roflime 3aKThyMnnn Okbmphm cnopa3yMm
6p. 23-1/16 3a jaBHy Ha6aBKy neKOBa ca JlucTe fl nucTe neKkOBa: neKOBM 3a BMIIO mxopMOHCKy Tepanujy
y rMHeKOJiomjn - metilergometrin 3a napmjy 2.

HaKOH 3aKThyHeH3a OKBnpHOr cnopa3yMa 6p. 23-1/16, flaHa 08.04.2016. roflMHe flo6aBrbaM je
flodaBMO Mondy OoHfly fla ce M3BpiuM n3MeHa npunora 1 yroBopa - Cnei4Hcf>HKalL4nja neKa ca gqeHOM
TaKO fla yMecTo 3aiuTMfleHor Ha3WBa Methylergometrine - Rotexmedica, i/icth rnacn Methylergometrine
maleate Injection 0,2 mg/ml. HauMe, npoM3BoT)aH neKa Koju je npeflMeT OKBupHor cnopa3yMa 6p. 23-1/16
je, HaKOH 3axTeBa flo6aBrbaMa 3a ncnopyKOM pe3epBMcaHe KonnnuHe neKa, o6aBecTno NCTOr fla Huje y
MoryuHocTM fla ncnopyHn Tpa>KeHM neK 3aiiiTnTieHor Ha3MBa M ethylergometrine - Rotexmedica, Befi caMo
MHTepHaMMOHanHO naKOBahbe TorneKa nofl h33mbom Methylergometrine maleate Injection 0,2 mg/ml.

Ooha ce flaHa 13.04.2016 roflUHe o6paTHO flo6aBJbagy 3axTeBOM 3a floCTaBOM flOKa3a Koju

HeflBOCMncneHO noTBpTjyjy hteroBe TBpflhbe fla je peM O mctom neKy 3a Koju je 3ai<rbyMeH okbmphm
cnopa3yM.

flaHa 14.04.2016. rofIMHe flo6aBrbaM je Kao oflroBop flocraBMo QP M3jaBy npoM3BoTjaHa Ha
eHrnecKOM je3MKy Kao m OBepeH ofl CTpaHe eyfleKor TyMana, npeBOfl noMeHyTe M3jaBe Ha cpncKM je3MK, a
y KOMe ce HaBOfln fla cy rieKOBn Methylergometrine - Rotexmedica w Methylergometrine maleate
Injection 0,2mg/m| nfleHTMMHM npOM3BOfIn mfla jeflumy pa3nnKy npeflCTaBita uMe npOH3BOfla n je3MK Ha
naKOBahby neKa.

360r CBera npeTXOfIHO HaBefleHor, oflp>KaH je cacTaHaK KOMUcwje 3a npefIlMeTHy jaBHy Ha6aBKy, o
MeMy je canuhbeH 3anwcHHK 6p. 404-1-13/16-19 ofl 09.04.2016.roflUHe, Ha KOMe cy npucyTHM nnaHOBM
KOMucwje KOHCTaTOBann fla ce H3 flocTaBrbeHMx flOKa3a, HeflBOCMUcneHO MO>Ke yTBpfIMTn fla cy neKOBM
Methylergometrine - Rotexmedica m Methylergometrine maleate Injection 0,2 mg/ml nfleHTMMHn neKOBn,
¢ tum LLTOje 3alUTMPieHM H33HB neKa y HeMaMKOM naKOBaH=y Methylergometrine - Rotexmedica, aok je
neK Methylergometrine maleate Injection 0,2 mg/ml Ha3VB 3a HHTepHagwoHanHo nakKOBanbe mfla ce pafin



0 JieKOBUMa MCTor np0M3B0?)aMa, Te aa y rioTnyHOCTH ncnyftaBajy KOHKypcHOM .qoKyMeHTaqujoM Tpa>KeHy
TexHUMKy cneidnc|DHKaidMy.

Ha ocHoBy npeTxoflHO HaBe”eHor, a y3HMajyfin y oO3np n Mnmrbei-be YnpaBe 3ajaBHe HadaBKe
6poj 011-00-10/16 ofl 12.2.2016. roflUHe, flaTO y nocTynKy jaBHe HadaBKe KopoHapHHX CTemroBa 3a 2015.
roflUHy, 6poj 404-1-110/15-14, y KOMe je HaBe"eHO fla ce nofl npeflMeTOM HabdaBKe ripe CBera mucjim Ha
TexHUHKe cnelLdMc))MKaidnje npeflMeia HadaBKe, Te fla ce M3MeHa Koja noflpa3yivieBa ncnopyKy Aodpa
flpyror 3aiuTn?ieHor Ha3HBa, ca hctum tcxhumkum KapaicrepucTUKaMa, ofl ncTor npon3Bof)ada, He MO>Ke
CMaTpaTM M3MeHOM y CMUcny nnaHa 115. ct3b 4. 3aKOHa o jaBHUM HadaBKaMa, OoHfl m flo6aBrban cy
carnacHM fla 3aKThy4e AHeKC OKBupHor cnopa3yMa 6poj 23-1/16, KakO 6n ce M3Bpujnna H3MeHa npunora
2 OKBnpHor cnopa3yMa - CnequcfDMKaunja JieKOBa ca L4eHaMa y kojiohm ,3aujTMTieHM h33hb npOM3BO0,ga“.

HnaH 1.

Y T3VKM 15.2 OKBnpHor chopa3yMa, y npunory 2 - CnequcHKaMuja neKOBa ca geHaMa, Mehta ce,
3a napTujy 2, KonoHa , IV-3aLUTHlieHH H33hb noHyijeHor neKa”, t3ko iuto ce y ncTy nopefl nocTojofier
3aniTnfieHor Ha3UBa Methylergometrine- Rotexmedica AOflaje w 3aLUTH?eHM h33hb Methylergometrine
maleate Injection 0,2mg/ml.

HnaH 2.

flobaBJtaM n OoHfl KOHCTaTyjy pa flo 3aKrbyHef-ba 0BOr AHeKca OKBnpHor cnopa3yMa 3flpacTBeHe
ycTaHOBe, o*hocho Kyngn Hucy 3aKTbyMHBann yroBope Ha OCHOBy OKBnpHor cnopa3yMa 23-1/16

HnaH 3.

ORaj AHeKC oKBnpHor cnopa3yMa caMUhteH je y 4 (MeTnpn) ncTOBeTHa npuMepKa Ha cpnckOM
je3HKy, nto 3a CBaKy crpaHy noTnucHUKa OKBnpHor cnopa3yMa no fIBa npuMepKa.

npunor AHeKca OKBnpHor cnopa3yMa:
flounor 2 OKBnpHor cnopa3yMa - CnegncE>MKagnja nekoBa ca geHaMa
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Metilergometrin

NnPIMOr 2 OKBMPHOr CI1L0PA3 YMA - CnEU,MQMAU,MJA JIEKO BA CA LIEHAMA
JABHA HABABKA TIEKOBA CA IIMCTE fl TIMCTE fIEKOBA: JIEK0 BM 3A BMI10 VIXOPMOHCKY TEPAHUJY Y rUHEKOJIOrUJuU-
METILERGOMETRIN, BP. JH 404-1-110/16-13

Ha3HB noHyfiana: Licentis d.o.o.

m- 1v - 3aiuTMfieHM
LUucfjpa H33MB
neKa noHyl]eHor neKa

Il - ripeflMeT
HabaBKe

Methylergometri
ne-Rotexmedica,
Methylergometri
ne maleate
Injection
0,2mg/ml.

0,2 mg N003871

V - npOM3BOI]aH

Rotexmedica
GMBH
Arzneimittelwerk

VI -
OapMageyTCKM
o6nnK

pacTBop 3a
MHjeKidnjy

Vil - JaHMHa
nena

0,2 mg/ml

X - JefIMHMHHa

VI -
. 1X- ueHa no
T eon® KonnHMHa  jefiVHVVIi Mepe
epe
6e3 nflB-a
aivmyjia 52.000 48,16



