PEITYBJIMKA CPEAJA
MHHUCTAPCTBO OJIBPAHE
CEKTOP 3A BYIIET U ®UHAHCUJE
Donn 3a conujanno OCHIypame
BOJHHX OCHI'YpaHHKa

"~ .., HHT. Op. 5444- -l)z‘l
20 KTL_2018 2015, ronume

Hojairmeme KOHKYPCHE J0OKyMeHTalHje,

3auHTepecosana nuna CY Ha OCHOBY 4nana 63. cTaB 2. 3akoHa o jaBHUM HaGaBkama
(“CnyxGenn rnacuuk PC” Op. 124/12, 14/15 u 68/ 15), v namem TEKCTY 3aKOH, HOCTABHIIM
3axTeBe 3a nojammerne KOHKYpCHe noKymeHTauuje 6p. 5444-30 ox 24.11.2015. roguue, 3a JH
Op. 34/15 OcHoBHe Heoprancke u OpraHCKe XeMHKaIuje no cienehem:

1., [la nu je 3a qone HasencHe napTyje oarosapajyhe nomyaury XeMHKanuje KeanureTa Ph
Cur M Koje Cy mpou3BesieHe y CKnamy ca GMP* :

|73 [ HYDROGENII PEROXIDI SOLUTIO 30%, API ml 550.000
76 | NATRII HYDROGENPHOSPHAS 2H20 API gr 10.000
77 | NATRII DIHYDROGENPHOSPHAS 2 H20 API gr 16.000
86 | GLYCEROLUM API gr 200.000
91 | ACIDUM BORICUM API gr 70.000

104 | BARII SULFAS API kg 180
106 | ACIDUM CITRICUM g 8.000
109 | KALII CHLORIDUM API g 50.000
115 | FRUCTOSUM kg 1.000
120 | NATRII CHLORIDUM API kg 1.025

| 136 | MAGNESII SULFAS X 7H20, AP g 30.000

2. la nu ce Aecthanolum Concentratum eXcipiens KOpMCTH Kao moyasHa CyncTaHia 3a
[IpOM3BOMKLY ranieHcKor neka Aethanolum Dilutum 70% Ph.Jug.IV?

OAT'OBOP: Hapyuunaiy ®ouz 3a COLMJAITHO OCHIypare BOJHHX OCHI'YpaHHKa, KpyHcka 6p.
13, 11000 Beorpan, Ha ocHoBy 4naHa 63. ctas 3. 3akoua OJroBapa Ha MUTamE:

1.3a naBenene napruje morpe6Ho Je nocTaButH, kao y KOHKYPCHOj NOKYMEHTAIlMjH, y
creuMprKaLHjH 3a KBaTUTET:

- CepTU(UKAT ycKaheHOCTH KBAUTETa AKTHBHE cyncraHue ca gapmakonejom Ph eur

- Baskehu GMP ceprudukar 3a mecto [POU3BO/IHC OPUIrHHATHOT npou3Bohaya uznat y EU

- aKO je CyIncTaHua npenakoBaHa, oHja paxehin GMP CepPTU(HUKAT 32 MECTO NPENaKOBalba

- MOXKEJBbHO je noctasutu EDQM u CEP




2. Aethanolum Concentratum excipiens ce KOpHcTH Kao mnonasua CyncTaHua 3a uspamy
Fanexnckor jieka Aethanolum Dilutum 70% Ph.Jug.IV, xao u npyrux ranenckux nexopa. Taj
TP&KEHU KOHLETpoBanu etaHon ( Aethanolum Concentratum excipiens) je padunucanu et
AJIKOXON jaurne 96%v/v 110 99%v/v, kao Takas oHIMHATAH O eBpOTICKO] dbapmaxoneju u
oanexxe saxehem 3akony o eranony (Cn.I'nachux PC 41/09 on 02.06.2009.roauue, unay 4.
tayka 3).
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