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AHEKC OKBUPHOr CnOPA3YMA BP. 23-1/16

3A JABHY HABABKY J1EKOBA CA J1MCTE f l  J1MCTE J1EKOBA: J1EKOBM 3A BMnO M XOPMOHCKY 
TE P A nn jy  y  rn H E K on o m jM - m e t i le r g o m e t r in  

3A flAPTMJy 2

flPETXOflHA KOHCTATAUMJA

O o H fl m f lo ö a B J b a H  KOHCTaTyjy fla c y  f la H a  06.04.2016. ro f li/m e  3aKTbyMnnn Okbmphm c n o p a 3 y M  
6 p . 23-1/16 3a ja B H y  H a6aB K y neKOBa c a  JlucTe f l  nucTe neKOBa: neKOBM 3a BMIIO m xopMOHCKy T e p a n u jy  
y  rM HeKO Jiom jn - m e t ile rg o m e tr in  3a n a p m jy  2.

HaKOH 3aKTbyHeH3a 0 K B npH 0r c n o p a 3 y M a  6 p . 23-1/16, f la H a  08.04.2016. ro flM H e flo 6 a B rb a M  je  
flO d a B M O  Monöy O o H fly  f la  c e  M3BpiuM n3M eH a n p u n o ra  1 y ro B o p a  - Cnei4Hcf>HKaL4nja neK a  c a  qeHOM 
TaKO f la  yM ecT o  3a iu T M f)e H o r Ha3WBa M e th y le rg o m e tr in e  -  R o te x m e d ic a , i/icth rn a c n  M e th y le rg o m e tr in e  
m a le a te  In je c t io n  0,2 m g /m l. H a u M e , npoM3BoT)aH n e K a  Koju je  npeflMeT O KBupHor c n o p a 3 y M a  6 p . 23-1/16 
je ,  HaKOH 3 a xT eB a  flo 6 a B rb a M a  3a  ncnopyK O M  pe3epB M caH e  K o n n n u H e  ne K a , o 6 a B e c T n o  ncTor f la  H u je  y  
M oryüH ocTM  f la  n c n o p y H n  Tpa>KeHM neK  3 a iiiT n T ie H o r Ha3MBa M e th y le rg o m e tr in e  -  R o te x m e d ic a , B e fi c a M o  
MHTepHaMMOHanHO naKOBahbe T o rn e K a  n o f l h33m bom  M e th y le rg o m e tr in e  m a le a te  In je c t io n  0,2 m g /m l.

O o h a  ce f la H a  13.04.2016 ro flU H e  oöpaTH O  f lo 6 a B J b a q y  3axTeBOM  3a fl0C TaB 0M  flO Ka3a Koju 

H e flB 0C M ncneH 0  noTB pT jy jy  hteroBe TB pflhbe  fla je  peM o m ctom  n e K y  3a Koju je  3ai<rbyMeH okbmphm 

c n o p a 3 y M .

f la H a  14.04.2016. ro flM H e  flo ö a B rb a M  je  Kao o f lro B o p  f lo c ra B M o  QP M3jaBy npoM3BoTjaHa Ha 

eHrnecKO M  je3MKy Kao m OBepeH o f l  CTpaHe e y fle K o r T yM ana , np e B O fl noM eH yT e  M3jaBe Ha cpncKM je3MK, a  

y  KOMe c e  H aBO fln f la  c y  rieKOBn M e th y le rg o m e tr in e  -  R o te x m e d ic a  v \ M e th y le rg o m e tr in e  m a le a te  

In je c t io n  0,2mg/ml nfleHTMMHM np0 M 3 B 0 fln  m f la  je f lu m y  p a 3 n n K y  n p e flC T a B ita  uM e n p 0 H 3 B 0 fla  n je3MK Ha 

naKOBahby n eK a .

36or CBera npeTXOflHO HaBefleHor, oflp>KaH je cacTaHaK KOMUcwje 3a npeflMeTHy 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 yTBpflMTn fla cy neKOBM 
Methylergometrine -  Rotexmedica m Methylergometrine maleate Injection 0,2 mg/ml nfleHTMMHn neKOBn, 
c tum LLiTO je 3aLUTM?ieHM H33HB neKa y HeMaMKOM naKOBaH=y Methylergometrine -  Rotexmedica, aok je 
neK Methylergometrine maleate Injection 0,2 mg/ml Ha3MB 3a HHTepHaqwoHanHo naKOBanbe m fla ce pafln



o JieKOBUMa MCTor n p 0 M3B0 ?)aMa, Te a a y riOTnyHOCTH ncnyftaBajy KOHKypcHOM .qoKyMeHTaqujoM Tpa>KeHy 

TexHUMKy cnei4nc|DHKai4Mjy.

Ha 0 C H 0 B y  npeTxoflHO HaBe^eHor, a y3HMajyfín y oÖ3np n Mnmrbei-be YnpaBe 3a ja B H e  HaöaBKe 
6poj 011-00-10/16 ofl 12.2.2016. roflUHe, flaTO y nocTynKy jaBHe HaöaBKe KopoHapHHX CTemroBa 3a 2015. 
roflUHy, 6poj 404-1-110/15-14, y KOMe je HaBe^eHO fla  ce nofl npeflMeTOM HaöaBKe ripe CBera mucjim Ha 
TexHUHKe cneL4Mc|)MKai4nje npeflMeia HaöaBKe, Te fla  ce M3MeHa Koja noflpa3yivieBa ncnopyKy Aoöpa 
flpyror 3aiuTn?ieHor Ha3HBa, ca hctum tcxhumkum KapaicrepucTUKaMa, ofl ncTor npon3Bof)a4a, He MO>Ke 
CMaTpaTM M3MeHOM y CMUcny nnaHa 115. ct3b 4. 3aKOHa o jaBHUM HaöaBKaMa, OoHfl m floöaBrban cy 
carnacHM fla  3aKTby4e AHeKC OKBupHor cnopa3yMa öpoj 23-1/16, KaKO ön ce M3Bpujnna H3MeHa npunora 
2 OKBnpHor cnopa3yMa -  CnequcfDMKaunja JieKOBa ca L4eHaMa y kojiohm „3aujTMTieHM h33hb np0M3B0,qa“ .

Y T3MKM 15.2 OKBnpHor cnopa3yMa, y npunory 2 -  Cnequc^HKaMuja neKOBa ca qeHaMa, Mehta ce, 
3a napTujy 2, KonoHa „ IV-3aLUTHÎieHH H33hb noHyîjeHor neKa”, t3ko l u t o  ce y ncTy nopefl nocTojofíer 
3aniTnfieHor Ha3UBa Methylergometrine- Rotexmedica AOflaje w 3aLUTH?ieHM h33hb Methylergometrine 
maleate Injection 0,2mg/ml.

HnaH 2.

floöaBJtaM n OoHfl KOHCTaTyjy p,a flo 3aKrbyHef-ba 0B0r AHeKca OKBnpHor cnopa3yMa 3flpacTBeHe 
ycTaHOBe, o^hocho Kynqn Hucy 3aKTbyMHBann yroBope Ha 0CH0By OKBnpHor cnopa3yMa 23-1/16

HnaH 3.

Oßaj AHeKC oKBnpHor cnopa3yMa caMUhteH je y 4 (MeTnpn) ncTOBeTHa npuMepKa Ha cpncKOM 
je3HKy, n to  3a CBaKy crpaHy noTnucHUKa OKBnpHor cnopa3yMa no flBa npuMepKa.

npunor AHeKca OKBnpHor cnopa3yMa:

flpunor 2 OKBnpHor cnopa3yMa -  Cneqnc£>MKaqnja neKOBa ca qeHaMa

H n a H  1.

57016.33/14



n P lM O r 2 OKBMPHOr CÏ1 0 PA3 YMA -  CnEU,MQMAU,MJA J1EK0 BA CA LJEH AM A 
JABHA HABABKA ÍIEKOBA CA I1MCTE fl ÍIMCTE flEKOBA: J1EK0 BM 3 A BMÍ1 0  VIXOPMOHCKY TEPAHU JY  Y rUHEKOJlOrUJU-

METILERGOMETRIN, BP. JH 404-1-110/16-13

Ha3HB noHyfiana: Licentis d.o.o.
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Arzneimittelwerk

pacTBop 3a 
MHjeKi4njy 0,2 mg/ml aivmyjia 52.000 48,16
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