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PenyônuMKM $oha 3a 3,qpaBCTBeHO ocnrypaite, Beorpafl, yn. JoBaHa MapMHOBMÎïa 6p. 2, Kora, 
no Peiuetfay o npeHocy OBnaiufiehba B.fl. flupexTopa npocj}. flp Catba PaflojeBMfi LUkoapuFi 12 
6poj: 031-461/18 ofl 31.10.2018. roflMHe, 3acTyna f lu p eK T o p  CeKTopa 3a ja B H e  HaôaBKe Mapuja 
ATaHaciijeBiiîi
MaTMMHn 6poj: 06042945 
(1MB: 101288707
Bpoj paqyHa: 840-26650-09 Kojn ce boam KOfl YnpaBe 3a Tpe3op 
(y .qarbewi TeKCTy: Ooha)

AOBABJbAM:

PFIZER SRB d.o.o, TpeiuhbiiHor UBeTa 6p. 1, M3 Beorpa^a, Kora 3acTyna flupeKTop Mohamed 
Moustafa Abdalla Mohamed Hammam
MaiWHM 6poj: 07449330 
riMB: 100832848
Bpoj paqyHa: 205-2056-31 Koju ce BOflM KOfl KoiviepMMjajiHe 6am<e a.fl.
(y flarbewi TeKCTy: floôaBJbaH)

flaHa<^ .C^.2022. roflMHe 3aKrby4yjy

nPETXOflHA KOHCTATAUMJA

<t>0H,q m flo6aB fbaM  K 0 H d a iy jy  f la  cy  flaH a  2 5 .0 6 .2 0 2 1 . roflMHe 3avit>ymn\A okbmphm c n o p a 3yM  
6 p. 3 7 -3 /2 1 , 3a jaBHy Ha6aBKy JleKOBM 3a neMenbe peTKMX 6onecTM, Spoj JH  4 0 4 - 1- 1 1 0 /2 1 - 1 1 , 3a  
napTMje 4 , 2 1 , 2 2 , 2 3  M 2 7 .

f la H a  0 2 .0 3 .2 0 2 2 . roflMHe, 3aitrbyMeH je A h ck c  0 KBnpH0 r c n o p a 3ywia kojmm je yBe fiaH a  
KOJiMMMHa JieKa ta lig luce raza  alfa, 3aLUTMfieHor Ha3MBa E le lyso , Koju je npeflMeT napTMje 4 , 3a 1 3 .2 0 0  

jeflMHMMa, ycneA nera  je yBefiaHa BpeflHocT 3a n a p ™ jy  4 , Kao m BpeflHocT OKBnpHor c n o p a 3yM a  y 
OAHOcy Ha BpeflHocT n pB 0 6m H 0 3aKrbyneHor OKBnpHor c n o p a 3ywia.

TaKoFje, flaH a  0 1 .0 4 .2 0 2 2 . roflUHe, 3aKrbyMeH je AHeKC II 0KBnpH0r c n o p a 3yivia KojuM je 
yBefiaHa KonunuH a ne«a ta lig luce raza  alfa, Koju je npeflMeT napTMje 4 , 3aiUTMfieHor Ha3MBa E le lyso , 3a 
4 1 .8 0 0  jeflMHHL(y, 3a n a p ™ jy  2 3  JieK p e gv iso m a n t  10  m g  KonunuHa je yBeFiaHa 3a 3 0  MiteKL|MOHMX 

ujnpM ueBa m 3a  napTi/ijy 2 7  neK tafam id is, 3au iTn IieH or Ha3WBa V yndaqu e l, KonuMMHa je yB e iiaH a  3a  
120  Kancyna, ycn e fl Mera je yBefiaHa BpeflHocT 3a napTMje 4 , 2 3  m 2 7 , Kao m BpeflHocT 0 KBMpH0 r 
c n o p a 3yM a  y o flH ocy Ha BpeflHocT npBOČMTHO 3aKTbyneHor OKBnpHor c n o p a 3yivia.

Ceicrop 3a neKOBe m 4 >apMaK0 eK0 H0 MMjy je  flaH a  1 1 .0 4 .2 0 2 2 . roflMHe flOdaBMO flonyHy O flnyK e  

KoMMCMje P e n y 6 nnMKor cpOHfla 3a 3flpaBCTBeHO 0 CMrypan3e 3a n e ^ e ite  peTKMx SonecTM (y fla rb e M  

TeKCTy: KoMMCuja) ca II peflOBHe ceflHMLte oflpm aHe flaH a 2 4 .0 3 .2 0 2 2 . roflMHe, npeMa Kojoj je 

n0 Tpe6 H0  o 6 e3 6 eflHTn:

3a neK ta lig lu c e ra za  a lfa  (napTnja 4 ), 3aLUTnPieHor Ha3MBa Elelyso, flOflaTHy KonMMMHy Ofl 
1 1 3 .2 0 0  jeflMHMMa npeflM eTHor n e ra  paflM  HacTSBKa Tepanu je  ocMrypaHMx Jinua m to  3a  

H h c tm tv t 3a 3flpaBCTBeHy 3auiTMTy MajKe u fleTeTa  C p 6 nje ,,flp ByKaH MynwlY‘ KonnMMHy o fl 
1 2 .0 0  jeflMHMLia, 3a YHMBep3MTeTCKM Kni/iHMHKi/i LteHTap C p 6 nje Ko.ni/i4 MHy ofl 8 6 .0 0 0  jeflMHMua m 

3a HHCTMTyT 3a 3flpaBCTBeHy 3auJTMTy fleM e m OMnaflMHe BojBOflMHe KonMHMHy o fl 1 5 .2 0 0  

jeflM H nua, T a ra  f la  yKynHa KonumiHa 3a  CBe Tpw ycTaHOBe m3hocm  1 1 3 .2 0 0  jeflMHWL\a Kao luto je  

npeTX0 flH0  HaBefleHO,

AHEKC III OKBMPHOr CnOPA3YMA BP. 37-3/21
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3a neK pegvisom ant 30 mg (napTMja 21 ), 3a iiiTnfieH or Ha3HBa S om avert, f lo /ja m y  KonMMMHy o a  

6 0  mteKMMOHMX w npnueB a, paflu  HacTaBKa T ep ann je  ocwrypaHnx nMqa y yHMBep3MTeTCK0M 

KJ1MHMMKOM qeHTpy C p 6n je . y3HMajyfiM y o63np  f la  je  no okbmphom cnopa3yw y 6p. 3 7 -3 /2 1 , 3a 

napTMjy 21 npeocTana KonMMMHa o a  30 mhdCKumohmx liinpnueB a, HaBefleHoj 3flpaBCTBeHoj 
ycTaHOBM je  ncnopyneHa npeocTana KonMMMHa neKa no BawefieM  okbmphom cnopa3yi\ziy,

3a neK pegvisom ant 2 0  m g (napTnja 22 ), 3aujTMFieHor H a 3 m a  S om avert, AOflaTHy m n m m y  o a  

6 0  6oMnqa, paflu  HacTaBKa Tepannje ocwrypaHnx n n u a  y yHMBep3MTeTCKOM kjimhhhkom qeHTpy  

C p 6n je . y3HMajyFiM y oÖ3np f la  je  no okbmphom cnopa3yiviy 6p . 3 7 -3 /2 1 , 3a napTMjy 2 2  

n peocTana KonMMMHa o a  30 6oMMLia, HaBeAeHOj 3ApaBCTBeHoj ycTaHOBM je  McnopyneHa 
n peocTana KonMMMHa neKa no BawefieM okbmphom cnopa3yM y,

3a neK p egvisom ant 10 mg (napTMja 23 ), 3ai±iTMfieHor H33MBa S om avert, AOflaTHy KonMMMHy o a  

5 1 0  MfteKMMOHMx LunpMLteBa, pa am HacTaBKa TepanM je ocMrypaHMx riMua m t o  3a 

yHMBep3MTeTCKM KTIMHMMKM qeHTap CpÖMje KOflMMMHa OA 3 3 0  MHbeKL(MOHMX wnpML(eBa M 3a 

yHMBep3MTeTCKM KJ1MHMHKM UeHTap BojBOAUHe KOJiMMMHa OA 180 MhbeKL(MOHMX LLinpML(eBa, TaKO 

A a yKynHa KonMMMHa 3a o 6e  ycTaHOBe m3hocm 5 1 0  Mtt>eKL(MOHMx LunpMueBa Kao u jto  je  

npeTXOAHO HaBeAeHO m

3a neK tafam id is  (napTMja 27 ), 3auJTMfieHor H83MBa V yn daq ue l, AOAaTHy KonMMMHy o a  1 5 0  

Kancyna, paAM HacTaBKa Tepannje ocMrypaHor nwu&  y yHMBep3MTeTCKOM ioimhmmkom ueHTpy 

C pön je.

MjiaHOM 12. OKBMpHor cnopa3yM a 6p. 3 7 -3 /2 1  o a  2 5 .0 6 .2 0 2 1 . roAUHe, AecfiMHMcaHO je  Aa cy 
M3MeHe m AonyHe OKBMpHor cnopa3yM a Moryfie y CKnaAy ca MnaHOM 158  -  161. 3aKOHa o jaBHMM 
HaSaBKaMa („CnywöeHU macHMK P C “ 6p . 9 1 /1 9 ), y cio iaA y ca KojMMa Fie 6mtm caMMHbeH AHeKC 
OKBMpHorcnopa3yMa.

HMajyfiM y BMAy Aa je y CKnaAy ca MnaHOM 158. 3aKOHa o jaBHMM HaôaBKaMa noTpeôa 3a 
M3MeHOM OKBMpHor cnopa3yM a HacTana 36or okojihoctm  Koje caBecTaH HapyMMnau HMje M orao Aa  
npeABMAM m Aa ce M3MeHOM He M e ^ a  npnpoAa yroBopa, BpeAHocT OKBMpHor cnopa3yM a Mo>Ke Aa ce  
noBefia anM He BMine o a  5 0 %  BpeAHOCTM npBoöMTHor okbmphot cnopa3yM a.

C  oÔ3MpoM A a je  36or HacTaBKa Tepanwje m KOHTMHyMpaHor neMei-ba ocMrypaHMx nM ua y 
yHMBep3MTeCKOM KT1MHMMKOM MeHTpy CpÖMje HeOnXOAHa AOAaTHa KOJiMMMHa OA 30 MtteKLtMOHMX
LunpMLteBa JieKa pegvisom ant 30 mg (napTMja 2 1 ), 3aLUTMfieHor Ha3MBa S o m avert m AOflaTHa
KOJiMMMHa o a  30  6oMML(a neK pegvisom ant 2 0  m g (napTMja 2 2 ), 3auuTMlieHor Ha3MBa S o m a v e rt, y 
CKnaAy ca OAnyKOM KoMMCMje, MCTe je  HeonxoAHO x m th o  o6e36eAMTM y qwrby n p y w a tta  aAeKBaTHe 
3ApaBCTBeHe 3auJTMTe m oM yBaita jkmbotb m 3ApaBfba rbyAM.

H a  0CH0 By npeTXOAHO HaBefleHor, cJ>oha m floSaBJiaaM cy carnacHM Aa 3aKTbyMe A h ckc  III 
OKBMpHor cnopa3yM a 6p. 37 -3 /21  o a  2 5 .0 6 .2 0 2 1 . roAMHe, KOjMM ce  3a napTMjy 4 yBefiaBa KonMMi/ma 
neKa taligluceraza alfa , 3auiTMfieHor Ha3MBa E le lyso  3a 1 1 3 .2 0 0  jeAMHMLta, 3a napTMjy 21 neK
p eg v isom an t 3 0  m g, 3aujTMfieHor n a 3 m a  S o m avert, m n m m a  yBefiaBa 3a 3 0  MfceKqwoHMx
LunpMueBa, 3a napTMjy 2 2  neK pegvisom ant 2 0  m g, 3aw TM fieHor Ha3MBa S om avert, KonMMMHa yBefiaBa  
3a 30  6oMMua, 3a napTMjy 2 3  neK p egvisom ant 10 m g, 3aiuTMfieHor H33MB3 S o m avert, KonMMMHa 
yBefiaBa 3a 5 1 0  MfteKuwoHMx LunpMLteBa m 3a napTMjy 2 7  neK tafam idis, 3aLUTMfieHor Ha3MBa 
V yn daq ue l, K o n m m a  yBefiaBa 3a 150  Kancyna.

H n aH  1.

3 6 o r  n o B e fia ita  KonMMMHe neKOBa KojM cy npeAM eT napTMja 4, 2 1 , 22, 23  m 2 7 , y t3mkm 17 .3 . 
OKBMpHor cnopa3yM a 6p. 3 7 -3 /2 1  o a  2 5 .0 6 .2 0 2 1 . roAMHe, BpuJM ce n3MeHa üpMnora 2  -  
CneL(Mc|3MKaL(Mja neKOBa ca qeHaM a, Ha h3mmh Aa ce y mctom:

- 3a napTMjy 4 , KonnMMHa o a  5 1 9 .4 0 0  jeAUHMqa yBefiaBa 3a AOAaTHy KonMMMHy o a  1 1 3 .2 0 0  
jeflMHMMa, raKO A a yKynHa KonMMMHa m3hocm  6 3 2 .6 0 0  jeflMHMqa,

- 3a napTMjy 2 1 , KonwMMHa o a  2 7 0  MtteKUMOHMX w npi/m eBa yBefiaBa 3a AOflaTHy KonMMMHy o a  
30  MfteKunoHMX ujnpMueBa, TaKO Aa yKynHa KonMMMHa m3hocm  3 0 0  MfteKLtMOHMX w npuqeB a,

- 3a napTMjy 2 2 , KonMMMHa o a  51 0  6oMML(a yBefiaBa 3a AOAaTHy KonMMMHy o a  30  6oMMqa, T ara  
Aa yKynHa KonMMMHa m3hocm  5 4 0  6oMMMa,

- 3a napTMjy 23 , KonMMMHa o a  1 .7 70  MiteKLtMOHMX wnpMLieBa yBefiaBa 3a AOAaTHy KonMMMHy 
o a  5 1 0  MhbeKL(MOHMX ujnpMLieBa, T a ra  Aa yKynHa KonMMMHa m3hocm  2 .2 8 0  m^ kum o hux  lunpMqeBa m
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- 3a napTMjy 27, KO/ii/Ni/iHa o,q 1.140 Kancyna, yBefiaBa 3a flo,qaTHy KonnHKHy o fl 150 Kancyna, 
T ara  fla  yKynHa KonnmiHa m3hocm 1.290 Kancyna.

CxoflHO HaBOflHMa y npeTxoflHOM CTaBy, y rip nn ory  2 0KBnpH0r cnopa3yw a 6p. 37-3/21, 
Metta ce n yKynHa BpeflHOCT OKBupHor cnopa3ywia 6e 3  IlflB , TaKO fla  ncTa cafla h3hoch  
263.372.779,70 flumapa, m3hoc Ilf lB  TaKO fla  mctm cafla H3H0CH 26.337.277,97 flUHapa n yKynHa 
BpeflHOCT OKBupHor cnopa3yM a ca n flB  T ara  fla  wcTa cafla m3hocm 289.710.057,67 flUHapa.

H3iwehteH ilpunor 2 O kbhphot cnopa3yMa - Cnei4nc})HKaL(Mja neKOBa ca LteHaiwa, Hana3n ce y 
npnnory OBor AHeKca III OKBupHor cnopa3yMa m huhm hberoB cacraBHM fleo.

HjiaH 2.

CBe flpyre Oflpeflôe OKBupHor cnopa3yiwa 6p. 37-3/21 o fl 25.06.2021. rofli/iHe ocTajy Ha 
CHa3n OHaKO Kara rnace.

OBaj AHeKC III OKBupHor cnopa3ywa cam ifteH  je y 2 (flBa) ncTOBeTHa npnwiepKa Ha cpncKOM 
je3MKy, n to  3a cBaKy crpaHy noTnncHMKa aHeKca oKBnpHor cnopa3ywa no jeflaH npwviepaK.

CacTaBHM fle o  OBor AHeKca III oKBnpHor cnopa3yiwa je:

flp n n o r 2 OKBupHor c n o p a3ywia - C neM ncfjnK aunja  neKOBa ca  LteHaiua.

M/iaH 3.

HAPyMMJIALl 55S=fl©ÇABJbAH

PEnyBJlUHKM tPOHfl 3A 3flPABCTBEHO 
o c u r y p A f c E



nPMflOr 2 OKBMPHOr CnOPA3YMA- CnELiM0MKALiMJA J1EK0BA CA LfEHAMA 
JABHA HABABKAI1EK0BM 3A ÍIEHEHdE PETKMX B0J1ECTM, JH. BP. 404-1-110/21-11

Ha3MB floôaBrbaHa: PFIZER SRB d.o.o.
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nflB-OM

4 taligluceraza
alfa 0055011 Elelyso

PHARMACIA & 
UPJOHN 

COMPANY LLC

prašak za 
rastvor za 

infuziju
200 j. jedinica 632.600 276,43 174.869.618,00 10% 192.356.579,80

21 pegvisomant 
30 mg 0044300 Somavert

PFIZER 
MANUFACTURIN 

G BELGIUM

prašak i 
rastvarao za 

rastvor za 
injekciju

30 mg
Injekcioni

špric 300 24.944,06 7.483.218,00 10% 8.231.539,80

22
pegvisomant 

20 mg 0044301 Somavert
PFIZER 

MANUFACTURIN 
G BELGIUM

prašak i 
rastvarač za 
rastvor za 
injekciju

20 mg bočica 540 13.715,97 7.406.623,80 10% 8.147.286,18

23
pegvisomant 

10 mg 0044249 Somavert
PFIZER 

MANUFACTURIN 
G BELGIUM

prašak i 
rastvarač za 

rastvor za 
injekciju

10 mg
Injekcioni

špric 2.280 6.880,95 15.688.566,00 10% 17.257.422,60

27 tafamidis 1079071 Vyndaqel

PENN 
PHARMACEUTICA 

L SERVICES 
LIMITED, 

MILLMOUNT 
HEALT CARE 

LIMITED

kapsula, meka 20 mg kapsula 1.290 44.902,91 57.924.753,90 10% 63.717.229,29

yicynHa BpeflHOCT oKBupHor cnopa3yMa 6e3 l"lflB-a: 263.372.779,70

H3HOC n flB -a : 26.337.277,97

YKynHa BpeflHOCT OKBupHor cnopa3yMa ca IlflB-oM: 289.710.057,67


