Penybnuka Cpbuja
MWUHHUCTAPCTBO 3[IPABJbA
bpoj: 004902233 2025 11900 008 004
530128

Hatym: 30.12.2025.roaune
Beorpan, Hemamwuna 22-26
JITM

Munucrap 31pasiba Penyonuke Cpbuje peruasajyhu no 3axrery [Ipeay3sehy 3a mpomer
u ycnyre , INO-PHARM® DOO beorpan, yn. bope Crankosuha 6p.2, 3a u3iapame J103BoJIE 3a
IIPOMET Ha BEJIMKO JIEKOBA, a Ha OCHOBY WiaHa 212. cTap 6. 3akoHa 0 JIeKOBUMa H MEULIMHCKHM
cpeactuma (,,Cayxbenu rnacuuxk PCY, 6p. 30/2010, 107/2012, 105/2017 - np. 3akoH H
113/2017 - np. 3akoH), wiaHa 37. 3akoHa O MHCHEKUHUjcKOM Hamzopy (,,CinyxOeHn riacHUK
Penybnuke Cpbuje” 6poj 36/2015, 44/2018 — ap.3akon u 95/2018), u unana 136. u 184. cras
1. u 2. 3akona o omrem yrpaBaom noctynky (,,Ciryx6enu rimacuuk Peny6mike Cpouje” 6poj
18/2016, 1 95/2018-ayTeHTHYHO TyMAYCHE ), TOHOCH

PEIIE b E

I U3JJAJE CE JO3BOJIA IIpenysehy 3a npomer u yeayre ,INO-PHARM“ DOO
beorpaa (Uykapuna), yia. bope Crankosuha 0p.2, 3a npoMeT Ha BEJHMKO - YBO3, H3BO3,
Ha0aBKy, CKIagMIuTee W IUcTpuOynujy Ha teputopuju Penybnuke CpOuje M3 nocinoBHO
CKNIAIMITHKUX MpOcTopHja yKymnHe nospmune 250,50 m? y Beorpamy (Yykapuua), y.1. Bope
Crankosuha 0p.2, u To:

1. JlekoBa 3a xymany ymnorpedy mo ATC (Anatomical Therapeutic Chemical)
KaacHpuKkauMju ciaeaehux riyaBHUX aHATOMCKHX Ipyna, 4 TO:

A - JIEKOBHM KOjH JIeNyjy Ha OOJIeCTH TUTeCTHBHOI CHCTEMa U MeTabou3Ma
B - nexoBw 3a nevetbe 6OJIECTH KPBU U KPBOTBOPHUX OpraHa

C - TeKOBH KOJH ACIIy]y Ha KapIHOBACKYJIApHH CHCTEM

D - nexoBu 3a jedere 6OJECTH KOXE U OTKOXKHOT TKUBA

G - 7IeKOBH 3a JieYerhe TeHHTOYPHHAPHOT CHCTEMA M TIOJIHH XOPMOHH

H - XopMOHCKH mpenapary 3a CHCTEMCKY NPHMEHY

J - aHTHHHGDEKTUBHH JIEKOBH 34 CHCTEMCKY TIPUMEHY

L - aHTUHEOTIACTHIIH H HMYHOMO,IyTaTOPH

M - nexoBH 3a OonecTH MUIIMAHO-KOCTHOT CUCTEMA

N — 7nexoBH KOjU JieNyjy Ha HEpBHHU CHCTEM

P - aHTHNapa3sUTHH IPOU3BOIM, HHCEKTHLIHAM H CPEICTBA 32 3aIITHTY OJ HHCEKaTa
R — nexoBH 3a Jieuetbe 60JIECTH PECIHPATOPHOT CHCTEMA

S - 1eKOBH KOjH AeNyjy Ha OKO H yXO

V — ocranu Tepanujcku npou3BoH (ykbpydyjyhu u V09 u V10);

2. Bu/bHHX JIeK0oBa

3. TpaauuHOHANHUX JIEKOBA



4. XoMeonmaTcKHUX JIeKOBa
5. JlekoBa KoOjH ce KIIHHHYKH HCIHTY|Y

6. JlekoBH 3a XyMaHy ynmorpedy KoOjH ce KIHHHYKH HCIHTYjy Y CKJagy ca JA03BOJOM
AJIUMC o crnpoBoherwy KIMHHYKHX HCHHTHBaHka CBHX aHaToMckux rpyma mo ATC
(Anatomical Therapeutic Chemical) kiacudpukauuju HaBeeHHX y Ta4ukH 1.

II YKUJIA CE PEIHEILE Munncrapctsa 3apassba 6poj 515-04-11536/2021-11 ox
04.02.2022.roauue.

Ob6pasznoxeme

[Tpenyzehy 3a npomet u ycayre ,JNO-PHARM® DOO Bbeorpaa u3aaro je peluemse
MuHucrapcTBa 3/1pasiea 6poj 515-04-11536/2021-11 on 04.02.2022.roauue, ca J03BOJIOM 3a
IPOMET Ha BEJIHMKO JISKOBA, U3 MOCJIOBHO CKJIAAUINHOT mpocTopa y beorpamy-Uykapuua, yi.
bope Crankosuha 6p.2 u 10O Nekora 3a xyMaHy ymotpeby mo ATC (Anatomical Therapeutic
Chemical) cBux riiaBHuX aHatoMckux rpyna usyzes V09 u V10 (y oksupy rpyne V — octanu
TEPAIHjCKH [TPOHU3ROIHN ), OMJEHUX JIEKOBa, TPAAULIHOHATHUX JIEKOBa, XOMEOMAaTCKUX JIeKOBa 1
JIeKOBa KOJU Ce KIIMHUYKH HCITHTY]Y.

Hana 05.12.2025.rogune, Ilpenysehy 3a mpomer u ycuyre ,INO-PHARM® DOO
Beorpan je 30or mpoiidpersa acopTHMaHa JIEKOBA KOJH Ce IMPOMETY]Y, MOJHENI0 3aXTeB
MuHMCTapCeTBY 3paBiba 3a U3JaBamse JIOIYHE JI03BOJIE 3a IPOMET Ha BEJIMKO - YBO3, H3BO3,
HabaBKy, CKIaJMlITee M AUcTpuOylHjy nekoBa Ha Teputopuju Penybnuke CpOuje, u3
IOCIIOBHO CKJIQJMIIHKX IIPOCTOPHja, yKynHe nospmuHe 250,50 m? y Beorpany (Yykapuua),
yi. bope CrankoBuha 6p.2. JlomyHa Do3BOJIe C€ OJIHOCH Ha J0JaBame JICKOBA 3a XYMaHy
yrnotpedy no ATC (Anatomical Therapeutic Chemical)u To: y okBHpy aHaroMmcke rpymne
nekoa V — OCTalIM TepalHjcKU IPOM3BOAM, YKJbYyUyjy ce W Tepanujcke rpyne V09-
pajmodapMaleyTHIE 3a AMjarHocTuKy W V10-tepanujcku paanodapmaneyTHIl. Y3 3aXTeB
CTpaHKa je IpUIIoKHIa NoTpedHe NOoKase Mo MUTAly IIPOCTOpPa, OIpeMe H Kajpa 3a IPOMET
panuodapMaleyTCKUX JIEKOBA.

IToctynajyhu no noaHeToM 3axTeBy, a Ha OcHOBY wiaHa 208. cras 3. Tauka 2) 3akoHa
0 JIEKOBHMa M MeIMIMHCKUM cpencTBuMa (,,Conyxbenn rnacauk PC, 6p. 30/2010, 107/2012,
105/2017 - np. 3axon u 113/2017 - ap. 3aK0H), HHCIIEKTOP 32 JIEKOBE ¥ MEJUIIMHCKA CPEJICTBA
H3BPILUMO j€ MpEryie] NpocTopa U OIpeMe 3a CMELUTa] ¥ YyBawe JIEKOBA, IIPErje] NPeBO3HUX
CpEJICTBA Ka0 U IPOBEPY UCIIYE-EHOCTH YCIIOBA Y TOTJIEAY CTPYUHE clIpeMe 3alloCIeHHX JIULa
KaKo je yTBpheHo 3amucHuKoM MHcnekTopa Opoj 004902233 2025 11900 008 004 530 128 on
29.12.2025. romune.

Ha ocHOBy 3anucHHKa HHCIIEKTOpPA U MOJAHETE IOKYMEHTALlHje YCTAHOBJBEHO je Ja CY
MCIYEEHH YCIIOBH 3a 00aBJbale AETaTHOCTH IPOMETA Ha BEIIMKO JIEKOBA, IPOIHCAHH 3aKOHOM
0 JICKOBHMa M MeJIMUMHCKUM cpeacTtBuMa (,,Cinyxbenu rmacuux PC*, 6p. 30/2010, 107/2012,
105/2017 - np. 3axoH u 113/2017 - ap. 3akoH) 1 wiaHoM 3, wiaHoM 8. ctaB 1. Tauka 1), w1 9,
10, 11, 15. ctaB 1. Tauka 1), 2) u 3), unanom 19, wianom 24. cras 5. u wianom 30. [TpaBunnuka
0 yCIOBHMMa 3a IPOMET Ha BEJIMKO JIGKOBA W MEIUI[MHCKHX CpejICTaBa, MojaluMa KOoju ce
ynucyjy y Perucrap u3gaTux 03BOJIa 3a IPOMET Ha BEJIHKO JIEKOBA M MEIUIIMHCKHX
cpeicraBa, kao ¥ HauuHy ynuca (,,Cnyx6enu rnmacauk PCY, 6p. 10/2012, 17/2017 u 84/2018-
Ip. mponuc). Y HCTOM IpocTopy he ce CKIaguIITHTH M MEIHIMHCKA CPENCTBa Koja Cy Y
npocTopy GYHKUMOHAIHO OJBOJEHA OJ1 JICKOBA.



HoHomememM OBOr YykKHJa ce pemewme MuHuctaperBa 3xapasiba Opoj 515-04-
11536/2021-11 oz 04.02.2022.roause.

[Monazehu o1 HaBeIEHOT PELIEHO je Kao Y JMCIIO3UTHRY OBOT pelleba.
OBo pemremse je KOHAYHO Y YIIPaBHOM MOCTYIIKY.

[TpoTHRB 0BOT pelIemna MOKe Ce MOKPEHYTH YIPABHHU CIIOP KOJI HAIJIEXKHOT CyIa Y pOKY
on 30 maHa o1 naHa MpHjeMa pelleba.

[logHocunan 3axTeBa YmIaTHO je pemyONHYKYy aIMHHHUCTPATHBHY TakKcy 3a OBO
peleme Ha OCHOBY TapudHor 6poja 182. 3akoHa 0 penyOnuUKUM aIMUHUCTPATUBHUM TaKcaMa
(,,Cnyx0enu rnmacuux PC*, 6p. 98/20, 144/20, 62/21; 54/23; 59/24; 94/24; 55/25).
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