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YMBrui “Csera EKaT o
o1-00-5/0¢.04, 2f
JO INIPUTEXXKATEJIUTE HA

PA3PELLIEHUE 3A THPTOBUSI HA
EJIPO C JIEKAPCTBEHU
[POJAYKTH IOJIYYEHO IO PEJIA
HA [JIABA JEBETA OT 3JIIIXM

IIOKAHA

32 npejocTaBsiHe HA odepTa 32 JIeKAPCTBEH NPOAYKT, BKJIIOYeH B CIHCbKA 110
wi. 266a, aua. 2 ot 3JIIIXM, no peaa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocuoBanme wi. 266a, ar. 5, m. 3 om 3axon 3a nexapcmeenume npooykmu 6
xymannama meouyuna, 6v6 6p. ¢ 4. 1, ar. 1, m. 2, yn. 3, an. 3, un. 156, ar. 1w ui 156 om
Hapeota Ne 10/17.11.2011 2. na Munucmepcmeo na 30paseonaseanento

YMBAIJI ..Csera Exarepuna™ EAJl, nyOaukyBa HacTosLlaTa OKaHa 3a 1Pe/l0CTaBsiHe
Ha opepTH 3a JIEKAPCTBEH MPOAYKT ¢ MEKAYHAPO/IHO HEMATEHTHO HAUMECHOBAHHE, BKIIIOYEH B
CIUCchbKa 1o uil. 266a, an. 2 ot 3JIIIXM, kaxkrto cnensa:

ATC MeKyHAPOIHO Jlekapcreena gopma O06mo npornosno
HCNATEHTHO H KOJIHYEeCTBO HA KOJIHYECTBO B
HaAaHMeEeHOBAHHE AKTHBHOTO BEIIECTBO M1
BOSXA09 Natriumphosphat Sol.for inj. 20ml. 4000
ml./2006p./

ITokaHarta ce OTnpass JI0 BCHUKH NPHTEXKATEIH Ha Pa3pelleHHe 338 ThProBusi Ha eJIpo ¢
JIEKapCTBEHH MPOJYKTH, OJIYy4eHO 1o peaa Ha ['nasa nesera ot 3JINIXM.



VYMBAJI ,,Cera Exkatepuna* EAJL

RSN

ISO 9001:2008

Ha pasriexiaHe MOMIEKAT €IMHCTBEHO O(epTH, KOUTO OTroBapsT Ha yCJIOBHATA
[I0COYEHH B HACTOALIATA NOKAaHA H NPHJIOKEHUTE 00pa3Lu, KAKTO CJie/1Ba:
1: Ooekr: JlocTraBka.
2. Ipeamer: U360p Ha U3IIBJIHATE 3a JOCTABKA Ha JIEKAPCTBEHH MPOJYKTH, BK/IIOUCHH B
cnuchKa 1o wi. 266a, ain. 2 ot 3JITIXM.

3. Msicro Ha m3nbanenue: rp. Codus, Oy .llenuo Cuaseiiko™ Ne52 A - YMBAIJI
..Ceera Exarepuna™ EAJl, bosinnuna anreka.

4. OcrarbueH CPOK HA TOJHOCT HA JIEKADCTBeHHAT mnpoaykr: KbMm jara Ha
W3BBpILIBAHE/IPHEMaHE Ha JI0CTAaBKaTa, JOCTABEHHST JICKapCTBEH [IPOYKT CJI€/IBa 1a € €
OCTaThyeH CPOK HA rOJHOCT He MO-MaIKo oT 1 /eqna/ rojuHa.

S. H3ncKBaHHa KbM ChAbpKanneTo Ha odeprara:

5.1. [llpurexarenure HA pa3pellieHHE 3a THPrOBHs HA €IAPO C JICKAPCTBEHH NPOLYKTH,

nosasar oepra/cBoboieH TeKCT/ KbM KOSITO C€ IPHJIaraT Clie/IHUTe J0KYMEHTH.

5.2. IlsnnomomHo 3a nojasade Ha odepra, Koraro odeprara ce 110j1asa OT yi'bJIHOMOLIECHO

JHLE;

5.3.  Mek/yHapOo/AHO HENATEHTHO HAWMEHOBAHKE HA AKTHBHOTO BELICCTBO;

5.4. TbproBcko HaMMEHOBAHME HA JICKAPCTBCHUS [IPOYKT]

5.5. Bu na siekapcerBeHaTa (popMa M KOJMUYECTBO BEIIECTBO B JI030BA CIMHULA;

5.6. IlpousBoautein;

5.7. KoumuecTBo B ¢1Ha OI1AKOBKa;

5.8. llena na nexapcTBEHHS POJIYKT,

5.9. Cpox 3a q0cTaBKa;

5.10. Cpok Ha BaJIM/HOCT Ha mpejacrapeHara opepra,

5.11. Jlpyru OTHOCHMH JOKYMEHTH [0 NPEIEHKa Ha JIMIETO 110/1aBallo opeprara.

6. Besika odepra 110 HacTosLaTa I0KaHa, , €€ [0/aBaT M0 €JICKTPOHEH NbT B CPOK 10

13.01.2026r. BKIAIOYHTEJIHO.

6.1. Odepra, nojazeHa Mo eJEKTPOHEH BT C/IE/1BA J1a OTTOBAPST HA YCJIO0BHATA [10COUCHH

B HacTosllaTa nokaHa W npu yciuosusrta u pena Ha 3EJIEVY u nomanena na email:

NOVALL UNSER.COI, penchney (Unsek.coml, v IloNVa diLISCh.L

,_(/'a-':;- ‘_:'-‘: )
1431 Co¢us, brirapus, 6yin. [lenuo Cnapelikos™ Ne32A ‘?’0
SG

R

Certificated QM-System -

A

==

'

B

P



VMBALUI ,Cera Exarepuna* EAJ] SRR
1431 Codus, boarapus, 6yn. [lenuo Cnaseiikos™ Ne32A f°§!
* T sGS

S 2N

Certificated QM-System
ISO 9001:2008

*%% Rapenexcka: He ce pazznexncoam odhepmu, noayHeHu U36bH onpedeieHus Cpox Ha

HOKaHamd.

Yreepani:
[Ipod. n-p A
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