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PEnyBJIMHKM OOHfl 3A 3flPABCTBEHO OCMrYPAhbE 
tpMJlMJAJIA 3A TPAfl BEOrPAfl 

-flupeKTopy-
yHMBEP3MTETCKM KJ1MHMHKM L4EHTAP CPBMJE 

-flMpeKTopy-

n p e flM e T : f lo c ia B a  06 aB eujT eH >a y  Be3M 3aitrbyH M Batt>a A H eK ca y ro B o p a  Ha ocH O B y O K B upH or 
c n o p a 3 y M a  6 p . 105-1/21, y  n o cT yriK y  ja B H e  Ha6aBKe J le ico B ii 3a J iew etbe  peTK ux 6 o ne cT M  -  ne K  h u m a n i C1 
in h ib i t o r  (sa  g l ic in o m ) ,  z a  le č e n je  h e re d ita rn o g  a n g io e d e m a , 6 p o j JH 404-1-110/21-85,

PenySnMHKH cJdoha 3a 3ApaBCTBeHO ocnrypatee (y AarbeM TeKCTy: PenyßnuMKM <$oha) je, 3a noTpeöe 
3ApaBCTBeHnx ycTaHOBa H3 rinaHa Mpewe, cnpoBeo jaBHy HaöaBKy JleKOBM 3a nenei-be peTKMx 6onecTM -  neK 
humani C1 inhibitor (sa glicinom), za lečenje hereditarnog angioedema, 6poj JH 404-1-110/21-85, Ha OcHOBy 
Koje je AaHa 29.12.2021. roAUHe 3aiubyHuo okbmphm cnopa3yM 6p. 105-1/21, ca AoöaBrbaneM Pharma Swiss 
d.o.o, o neiviy cy 3ApaBCTBeHe ycTaHOBe o6aBeiuTeHe HHCTpyKqujoM 6p. 404-1-85/21-13 oa  30.12.2021. 
roAHHe.

CeKTop 3a neKOBe m (fcapMaKoeKOHOMnjy je  AaHa 08.02.2022. roflMHe AOCTaBi/io OAnyKy Kowii/icwje 
PenyönuHKor cjxiHAa 3a 3ApaBCTBeHO ocnrypahbe 3a n e n e ^ e  peTKnx SonecTM (y AarbeM TeKCTy: KoMncwja) ca 
XXVII eneKTpoHCKe ceAHnqe OApwaHe MCTor AaHa, KojoM je  3a ocwrypaHO m/iqe Koje ce nenn y 
yHMBep3MTeTCKOM xnnHMHKOM qeHTpy C pönje  OAo6peH HacTaBaK Tepannje y KonnMMHH oa 100 6oHML(a 
npeAMeTHor neKa.

y3MMajy?iM y o63np Aa je  no o k b m p h o m  cnopa3yMy 6p. 105-1/21 o a  29.12.2021. roAHHe, qenoKynHa 
KonMHMHa npeAMeTHor neKa pacnoflen^eHa 3ApaBCTBeHnwi ycTaHOBawia, Kao v\ pß  je  HeonxoAHa AOAaTHa 
KonnMMHa neKa hum ani C1 inhibitor (sa g licinom ), za lečenje hereditarnog angioedem a, y CKnaAy ca OAnyKOM 
KoMMCMje, m c t u  je  6nno n0Tpe6H0 o6e36eAMTH paAM HacTaBKa Tepannje ocurypaHor nnqa.

C x o a h o  HaBeAeHOM, AaHa 11.02.2022. roAHHe 3aicrbyHeH je A h c k c  OKBupHor cnopa3ywia 6p. 105-1/21, 
KOjuM ce, y npunory 2 OKBupHor cnopa3ywia -  CneMwfcMKaMMja n e K a  ca qeHOM, Bpmn M3MeHa Ha HamiH Aa ce 
KonnMUHa o a  3 4  6oHHL(e y B e f ia B a  3a f lO A aT H y  KonnnnHy o a  17 S o H nqa , luto  n p e A C T a B fb a  MaKcmvianHy 
KonMMMHy 3a Kojy je  M o ry f ie  n o B e f ia ™  BpeflH O CT  OKBupHor c n o p a 3 y M a  y  cicnaAy ca MnaHOM 158. c t b b  2. 3aKOHa, 
T a ra  A a  yK ynH a  K o n n n n H a  m3 h o c m  51 SoMMMy.

MMajyfin y bhaY HaßeAeHO, yHHBep3HTeTCKi/i ktih h m m kh  qeHTap Cpönje wiowe npucTynm n 3aKJbyneKby 
yro B o p a  3a AOAaTHy KonnMMHy oa  17 6oMHLia npeAM eTHor neKa Ha OcHOBy OKBwpHor cnopa3yMa 105-1/21 oa
29.12.2021. roAMHe ca AoßaBXbaHeivi Pharm a Swiss d.o.o.

CKeHi/ipaH 3a«rbyM eH  A h c k c  o k b h p h o t  cnopa3ywia n M3MenjeH ripnnor 1 yroBopa - Cnei4ncj3MKai4Mja 
neKa ca qeHOM ce Mory Hafin Ha MHTepHeT CTpaHmin PenyönnHKor cfcoHAa, y Aeny JaBHe HaöaBKe/JaBHe 
Ha6aBKe 2021. roAHHa/OKBnpHM cnopa3ywin 2021/JleKOBn 3a nene^e peTKnx 6onec™ - neK humani C1 inhibitor 
(sa glicinom), za lečenje hereditarnog angioedema, 6poj JH 404-1-110/21-85, o a h o c h o  Ha cnefleTioj aApecn:
http://iavnenabavke.rfzo.rs/index.php/n2021/okvirnisp2021.

Tarace, 3a CBa Aarba nmahta m nHc|)opMai4Mje, noTpeöHO je oöpaha™  ce eneKTpoHCKMM nyieM, 
ncKTbynnBO Ha aApecy cin.retkebolesti@rfzo.rs .
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