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JIO MIPUTEKATEJIUMTE HA
PA3PELLIEHUE 3A THPIOBUS HA
EJIPO C JIEKAPCTBEHU
MPOAYKTH MOJIYYEHO I10 PEJIA
HA IJIABA JEBETA OT 3JIIIXM

[TIOKAHA

3a npeaocTaBside HA oepTa 32 JIEKAPCTBEH MPOAYKT, BKJIIOYEH B CIIHCHKA M0 1.
266a, au. 2 or 3JIIIXM, no peaa ua Hapeada Ne 10/17.11.2011 r. ua M3

Ha ocnoBanue wi. 266a, ai. 5, m. 3 om 3axkon 3a Jekapecmeenume HpoOyKmu 6 XyMaHHama
seouyuna, 6v6 6p. ¢ . 1, an. 1, m. 2, un. 3, an. 3, wn. 156, an. 1 uyi. 156 om Hapeoba Ne 10/17.11.2011
2. na Munucmepemeo na 3opaseonazeanemo

YMBAIJI ,.Csera Exarepuna” EAJl, nyGiaukyBa Hacrosinara NnokaHa 3a NpejocTaBsHe Ha
oepry 3a JIEKAPCTBEH NPOYKT ¢ MEK/YHAPOAHO HEMATEHTHO HAMMEHOBAHHE, BKJIFOUEH B CIIMCHKA [10
yj1. 266a, an. 2 ot 3JIIIXM, kaxTo cie/pa:

| ATC MesxyHapoano JlekapcerBena popma n ] Obmo uporuomu.
i HeNATEHTHO | KOJIHYeCTBO HA | KOJIHYECTBO B MJL
‘ HAHMEHOBaHHE | AKTHBHOTO BEIIECTBO
|
} LO4ADO1 Ciclosporin amp. S0mg/ml Iml 50ml

50 amp

Ilokanarta ce ornpaBsi 10 BCHYKH NPUTEKATEIM HA pa3pelIeHHE 3a THProBHSL HAa eApo C
AEKapCTBEHU MPOAYKTH, MOJYUYeHO 1o pena Ha I nasa gesera ot 3JITIXM.

Ha pasriexjane noiexar eqMHCTBeHO 0(epTH, KOUTO OTIOBAPST HA YCIOBHATA [IOCOUCHH B
HacTOsATA I0KAHA U NPHJIOKEHUTE 00pa3iu, KaKTo Clie/aBa:
1 ObekT: JlocraBska.
2. Ipexmer: M360p Ha H3IbAHKUTEN 32 10CTABKA HA JIEKAPCTBEHHU NPOAYKTH, BKJIIOYEHH B CITHCHKA
no 4. 266a, ain. 2 or 3JI1IXM.
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3. Msicro Ha m3ub.inenne: rp. Codusi, Oyi. . llenyo Cnaseiiko™ Ne32 A — YMBbBAIJL ..Csera
Exarepuna™ EA/L, bonununa anreka.

4. OcrarbueH CcpPOK Ha I0AHOCT Ha JieKapcTBeHusiT npoaykr: KbMm  para  ua
U3BbpuIBaHE/IIPHEMAHE HA JOCTABKaTa, NOCTABEHHST JICKAPCTBEH [IPOAYKT clleaBa 1a e ¢

OCTATBHUECH CPOK HA OAHOCT HE [10-MAJIKO OT 1 /enna/ roanua.

wn

HsnckBanns KbM cbAbP/RaHHCTO HA oheprara:

5.1.  Ilpurexarendre Ha paspewieHHe 3a TbProBHs Ha €APO C JIGKAPCTBEHM [POUYKTH. NojaBat
oepra/cBodoueH TeKeT/ KbM KOSTO Ce [pHilarar cileAHHTe JOKYMEHTH.

5.2.  Tlbanomowo 3a rogasatie Ha oepra, Korarto oeprara ce 11o4aBa 0T YIIrbJHOMOLLEHO JIHLE;
5.3. MexayHapouHo HelnaTeHTHO HAMMEHOBAHHE HA AKTHBHOTO BELIECTBO;

5.4. TbprosBcko HAMMEHOBAHHE HA JICKAPCTBEHHS IPOUYKT

SIS Bun na JIeKapcrBeHara (l)OpMZ] H KOJIHYUECTBO BEWECTBO B 1030Bd € AHMHHLA,

5.6.  Ilpoussomres;

§.7. Konnuectso B eana o1nakoBka;

5.8.  llena na jiekapcTBeHHs LPOLAYKT;

5.9. Cpok 3a nocraBka;

5.10. Cok Ha BaMAHOCT Ha LipeAcTaBeHara odepra:

S.11.  Jlpyr# orTHOCHMH JHOKYMEHTH 110 [IPELEHKA Ha JIMLETO odaBauo odeprara.

6. Besika odepra 110 Hacrosilara 1nokatia, , ce 1104aBat 10 eJICKTPOHEH 1IbT B cpok 10 27.12.2024

I.BKAIOYHTC1HO.

6.1. Odepra, nonanena 10 €JEKTPOHEH IILT CJICABA 1d OTIOBAPST HA YCJIOBHSITA [10COYEHH B
HACTOSLIATA  1IOKAHA H upd  ycjiosusita u pena uHa 3EJIEYY W nomanena na email:

nparvanova@uhsek.com. npenchev@uhsek.com, lvasilev@uhsek.com. vlalova@uhsek.com .

**% Jabeqaencka: He ce paseaedncoam odhepmu, noyvuenu u3evit onpeeaeis cpok Ha NoKanama.
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