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JI0O IPUTEXXATEJIMTE HA
PA3PELLIEHUE 3A ThPIOBHSI HA
EJIPO C JIEKAPCTBEHU
[MPOJAYKTH IOJIYUEHO I10 PEJA
HA I'JIABA JIEBETA OT 3JIIIXM

INIOKAHA

3a npeaocTaBsiHe HA odepTa 3a JIeKAPCTBEH NPOAYKT, BK/IKYeH B CIHCHKA M0
4. 266a, au. 2 ot 3JIIIXM, no pexa na Hapen6a Ne 10/17.11.2011 r. na M3

Ha ocuoBanue wi. 266a, ar. 5, m. 3 om 3axon 3a aexapcmeenume npooykmu 6
xymannama meouyuna, 6v6 6p. ¢ wi. 1, ar. 1, m. 2, yn. 3, ar. 3, wn. 156, an. 1w ur 156 om
Hapeota Ne 10/17.11.2011 2. na Munucmepemeo na 30paseonazéanemo

YMBAIJI .,.Ceera Exarepuna™ EAJ], ny0inkyBa HacTosilaTa [oKaHa 3a npejocTaBsaHe
Ha oepTu 3a JIEKAPCTBEH NMPOAYKT C MEKIYHAPO/IHO HENATEHTHO HAWMEHOBAHHE, BKJIIOYEH B
crnuchbKa 1o ui. 266a, an. 2 or 3JIIIXM, kakro cieasa:

ATC Mezaynapoaso | Jlekapcrsena gpopma Oﬁﬁm HPOrHO3HO
HENATEeHTHO | MKOJHYECTBO HA KOJIHYECTBO B
HAHMEHOBAHHE | AKTHBHOTO Belecrso M.I.
L04ADO1 Ciclosporin Ciclosporin/Sandimun/ = 50 ml./506p./
- amp.50mg/Iml

ITokanara ce oTnpass /10 BCHUKU [IPUTEKATEIH HA pa3pelleHue 3a ThProBHs Ha e/1po ¢
JIEKapCTBEHH HPOJLYKTH, [10J1ydeHo 1o pena Ha I'nasa nesera ot 3JITIXM.
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Ha pasmiexaade 1nojiekar eIHMHCTBEHO O(epTH, KOHUTO OTroBapsT Ha YCJIOBHSTA
II0COYEHH B HACTOSINATA [HOKAHA U NPHII0KEHUTE 00pa3LHi, KAKTO CJIe/IBa:

1. Obexr: JlocraBka.

2. [peamer: M360p Ha U3NbIHATEN 3a JOCTABKA HA JIEKAPCTBEHU MPO/IYKTH, BKJIIOYCHH B
CluchKa 110 i, 2664, an. 2 ot 3JITTXM.

3. Msicro Ha m3nbianenue: rp. Codus, Oyi. ,Ilenyo CnaseiikoB” Ne52 A - YMBAIJI

.Ceera Exarepuna™ EAJI, bonuuyna anreka.

4. OcrarbyeH CpPOK HAa [OAHOCT HA JieKAapcTBeHHHAT mnpoaykr: KoM jgara Ha
U3BbPLIBAHE/IPUEMAHE HA JOCTABKATA, JIOCTABEHUST JIEKAPCTBEH NPOJIYKT Clie/iBa J1a € ¢
OCTaThueH CPOK HA IOJIHOCT He Mo-Mayko ot 1 /ennal/ ronuna.

D M3ncKkBaHus KbM ChbP/KaHHETO HA odeprara:

5.1. Ilpurexarenure Ha paspelleHHE 3a TbPrOBUA HA €1pO C JICKAPCTBEHH MPOJIYKTH,

noaasar oepra/cBoboaeH TeKCT/ KbM KOATO C€ Npujiarar CJIeHHTE JOKYMEHTH.

5.2.  [IbaHomomHo 3a nojasae Ha oepra, koraro odeprara ce 1101asa 0T y'bJIHOMOIICHO

JMLE;

5.3. Mex/yHapOHO HENAaTeHTHO HAMMEHOBAHHUE HA AKTHBHOTO BELIECTBO;

5.4. TpproBcko HaMMEHOBAHHE HA JIEKAPCTBEHHUSA MPOIAYKT:

5.5. Bua nHa nekapcrBeHara (popMa M KOJIMUYECTBO BEILECTBO B 11030Ba €IMHULA;

5.6. Ilpoussoaurein;

5.7. KonuuecrBo B e/jHa ONAKOBKA;

5.8. llena Ha sekapCTBEHHS NPOJIYKT;

5.9. Cpoxk 3a jocraBka;

5.10. Cpok Ha BaJMIHOCT Ha rpejacTaBeHara odepra;

5.11. Jlpyrx OTHOCHMH JIOKYMEHTH IO NPELeHKa Ha JMLETO 110/aBaio opeprara.

6. Besika odepra mo HactosniaTa MokaHa, ., ¢e [0/aBar 10 €JCKTPOHEH NbT B CPOK 10

31.08.2026r1. BKJIIOYHTEIHO.

6.1. Odepra, nojaaeHa 1o eJEKTPOHEH BT CJIE/(BA J1d OTroBapsiT HAa YCJIOBHATA [10COYCHH
B Hacrosiara nokaHa M npu yciosusta u pexa Ha 3EJIEVY mu nomanesa Ha email:

nparvanova@uhsek.com, npenchev@uhsek.com, vlalova@uhsek.com. vranev@uhsek.com.
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*%% 3adenencka: He ce paseiexycdam odhepmu, noayuenu u3svH onpedeienus cpox Ha

HOKaHAmdA.

YrBbpaui:
IIpog. a-p I'en
3a M3nbanure

YMBAJ]t”/,é'_ wmnarepaaa” EAN -
Coraacu6: 3an. Ne 18-195/13.08.2026r.



