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JO IIPUTEXKATEJIUTE HA
PA3PEIIEHHUE 3A ThbPI'OBUSI HA
EJPO C JIEKAPCTBEHH
MNPOAYKTH INIOJYYEHO I10 PEJIA
HA T'JIABA JIEBETA OT 3JIIIXM

INOKAHA

332 npejpocrassine na ofepra 3a JIeKapcTBeH NPOAYKT, BKJYEeH B CNHCLKA N0 WL
266a, an. 2 or 3JIIIXM, no peaa na Hapea6a Ne 10/17.11.2011 r. na M3

Ha ocHoBanue wi. 2664, au. 5, m. 3 om 3axon 3a aekapemeentnne npooykmu 6 XyMauHama Meouyund, 6b6
ep. cua 1, an. I, m. 2, un 3, an 3, wi 156, ar. 1 wun 156 om Hapedba Ne 10/17.11.2011 2. na Munucmepcmeo
Ha 30pageonaseaneno

YMBAIJI .Ceera Exarepuna™ EAJ], nyOaukyBa HacTosliaTta rnokaHa 3a npegocrassHe Ha odepru 3a
JIEKAPCTBEH MPOAYKT € MEK/AYHAPO/HO HENATEHTHO HAMMEHOBAHUE, BKIIIOYEH B CNHUChKa no wi. 266a, an. 2 or
3JIIXM, kakrto cneapa:

ATC MexayHnapoauo JlekapcTBena opma 06110 NPorHo3Ho
HenaTeHTHO KOJIHYeCTBO Ha KOJIHYEeCTBO B MJIL.
HAHMEHOBaHHE AKTHBHOTO BElECTBO
NO1AHO1 Fentanyl Sol. for. Inj. 0.05 mg/ml 2 ml 2 000 6p.
4 000 mn

[loxanara ce ornpaBg 10 BCHHYKH MPHTEXKATENIH HA Pa3pelieHHE 33 ThProBUS Ha €IpO C JIEKAPCTBEHH
HPOAYKTH, NOMy4eHo 1o pena Ha [ naBa nesera ot 3JIITXM.

Ha pasriiexknaHe nojyiexar e JMHCTBEHO OePTH, KOMTO OTIOBAPAT HA YC/IOBUATA I0COYEHH B HACTOSLLATA
MOKaHa M NPUI0KeHUTe 00pasLy, KaKTO Cle/Ba:
1. Oo6ekr: Jlocraska.
2. [Ipeamer: M300p Ha M3MBIAHUTEN 3a JOCTABKA HA JICKAPCTBEHH NPOAYKTH, BK/IIOYEHH B CIIHUCHKA M0 HJl.
266a, air. 2 or 3JITIXM.



YMBAJL ,,Csera Ekarepuna* EAJL
1431 Cotdus, bearapus, 6ya. [lenyo Cnageiikos™ NeS2A

N SGS
Certificated QM-System
ISO 9001:2008
3. Msicro na u3nbanenne: rp. Cogus, Oyn. [lenvo Cnaseiikos™ Ne52 A — YMbAJI ..Csera Ekatepuna™
EAJl, bonHuuna anrexa.
4, OcTtarbyeH cPOK HA FOJAHOCT HA JIeKAPCTBEHHSAT npoaykr: Kbm nara Ha u3bplusaHe/npuemMase Ha

J0CTABKATA, JOCTABEHUAT JIEKAPCTBEH NPOJLYKT ClIe/IBA [Ia € C OCTATHYEH CPOK HA FOIHOCT HE NO-MaJIKO OT
| /eana/ roauna.

5. H3uCcKBAaHHS KbM ChABPKAHHETO HA oepraTa:

S5.1. [lpurexkarenuTe Ha paspelieHde 3a TbProBUs HA €4P0 C JIGKApPCTBEHW MNPOAYKTH, rojasar

oepra/cBob0/1eH TEKCT/ KbM KOATO €€ IPHIIAraT CJIEJAHHTE JOKYMEHTH.

5.2.  [lbanomoutHo 3a noaasaxe Ha oepra, korato odeprara ce 101aBa OT YII'bIHOMOLUEHO JIHLE;

5.3. MexkayHapoaHO HelaTeHTHO HAMMEHOBAHUE HA AKTHBHOTO BELIECTBO;

5.4.  Tbproecko HaUMEHOBaHWE HA IEKAPCTBEHUSA NPOIYKT]

5.5. Bua na nekapcrsenara Gopma W KOJIMYECTBO BELECTBO B 1030Ba €AMHULIA;

5.6. [TpousBoauren;

5.7.  KonuuecTBo B €/1Ha ONAKOBKA;

5.8.  llena Ha nekapcTBeHHS NPOAYKT;

5.9. Cpok 3a nocraska;

5.10. Cok Ha BaJMAHOCT HA NpejacTaBeHara opepra;

5.11.  Jlpyru oTHOCHMM JOKYMEHTH [10 NPELeHKa Ha JIMLETO nojaeato odeprara.

6. Besaka odepra no nacrosiwara nokaha, , ce noaaBaT Mo eJeKTPOHeH NbT B_cpok ao 20.11.2024

CLBRJIIOYHTEAHO,

6.1. Od)ep’ra, 110/1a1¢Ha Mo eJICKTPOHEH IMbT CJIE/ABA J1a OTrOBAPAT HA YC/IOBUATA NOCOYEHH B HacToALlaATa

nokaHa ™ npu yciousita ¥ pexa nHa 3EJIEYY wu nopajgesa Ha email: nparvanova@uhsek.com,

npenchev(@uhsek.com, vlilova@uhsek.com, lvasilev@uhsek.com .
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**% 3adenexncka: He ce paseiexncoam odepmu, noay4eHu U361 onpedetenis CPoK ia n# cananma.
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