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IO IPUTEXKATEJIMTE HA
PA3PELLIEHME 3A ThbPIOBUSI HA
EJIPO C JIEKAPCTBEHHU
MPOJAYKTH MOJIYUYEHO IO PEJIA
HA ['JIABA JEBETA OT 3JIIIXM

IIOKAHA

32 npeaocTaBsiHe HA oepTa 32 JIeKAPCTBEH NPOAYKT, BKJIIOYEH B CIHCHKA 10
w1, 266a, ax. 2 ot 3JIIIXM, no peaa na Hapeaoa Ne 10/17.11.2011 r. na M3

Ha ocHoBanue wi 266a, ar. 5, m. 3 om 3axon 3a nekapcmeenume npooykmu G
xymannama meduyuna, 6v6 6p. ¢ wi. 1, an. 1, m. 2, yn. 3, ar. 3, un. 156, an. I u un. 156 om
Hapeota Ne 10/17.11.2011 e. na Munucmepcmeo na 30paseondaseanemo

YMBAIJI .,Csera Exarepuna”™ EAJL, nydnnkyBa HacTosara lnokaHa 3a [peaocTaBsye
Ha oepTy 3a JeKapCTBe: MPOAYKT C MEKILYHAPO/IHO HEeIIATEHTHO HAMMCHOBAHHUE, BKIIIOUCH B
CHHUCHKA 1o uil. 266a, an. 2 ot 3JITIXM, kakro ciejBa:

ATC Mek/iyHAPOIHO | JlekapcrBena popma - O0mo nporuo3xHo
HENATEeHTHO H KOJIHYeCTBO HA KOJIHYeCTBO B
HAHMEHOBAHHE AKTHBHOTO ML
. _ BeIEeCTBO
B05SBCO01 | Mannitol 15 % sol. | Mannitol 15 % sol. 540 000
for inf. 500 ml. for inf. 500 ml. ml./1080 6p./

[lokanara ce oTnpass 10 BCHUKH [IPUTEKATEIH HA Pa3peLICHNE 3a ThProBUs Ha e/1p0 C
JIeKapCTBEHH [IPOLYKTH, [0JIydeHO 110 pea Ha ['1asa nesera ot 3JITIXM.
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Ha pasriex;iane nojuiexar eIMHCTBEHO O(pepTH, KOUTO OTroBapsT Ha yCIOBHsTa
[OCOYEHH B HACTOSILATA [1OKAHA W MPUIIOKEHHTE 00pasiiy, KaKTo clieaBa:
1. Ooexr: JlocTaBka.
2 Ipeamer: M360p Ha H3MBIHATE 32 IOCTABKA HA JIEKAPCTBEHH NPOJYKTH, BKJIIOUCHH B
CcnHUChKA 1o Wi, 2€6a, an. 2 ot 3JITIXM.

3 Msicro na msnbanenne: rp. Codus, 6y ,Jllenuo Cnaseiiko” Ne52 A - YMBAJI
,.Csera Exarepuna” EAJ], bonnnyna anrteka.

4. Ocrarbyed CPOK HA TOAHOCT HA JeKapersenustT mnpoaykr: Kem jara Ha
M3BbPIIBAHE/ TIPHEMAHE HA I0CTABKATA, 10CTABCHHSAT JICKAPCTBEH NPOJIYKT C/e/1Ba a ¢ ¢
OCTAThYEH CPOK HA FOJHOCT HE MO-MAJIKO OT 1 /eana/ rojuHa.

S H3ncKBaHus KbM Ch/bP/KaHHETO HA odepraTa:

5.1. Ilpurexarenure Ha Pa3pelICHHE 3a THPrOBUS HA €APO C JICKAPCTBEHH IMPOIYKTH,

nojasar opepra/cBo00EH TEKCT/ KbM KOATO C€ [PUJIArar CJICHUTE JIOKYMECHTH.

5.2. IIsiHOMOIIHO 3a nojaBaHe Ha odepra, koraro oeprara ce 10/aBa 0T YII'bJIHOMOLIEHO

JHLE;

5.3. MexayHapoaHO HENaTeHTHO HAMMEHOBAHHE HA AKTHBHOTO BEILECTBO;

5.4. TbproBcko HAMMEHOBAHHE HA JICKAPCTBEHHSI IPOLYKT;

5.5. Buu na nekapcrBeHara (popMa M KOJIMYECTBO BELIECTBO B J1030Ba €/IMHHLA;

5.6. IlpousBoauren;

5.7. KouuyecTBO B €/1Ha OlIAKOBKA,

5.8. llena Ha nexapCTBEHHS MPOIYKT;

5.9. Cpok 3a jjocTaBkKa,

5.10. Cpok Ha BaIMHOCT Ha npejcrasenara opepra;

5.11. Jlpyru OTHOCHMHM JIOKYMEHTH [10 [PELEHKa Ha JIMLETO [10/1aBaLlo oeprara.

6. Besika odepra 1o HacTosillata MOKaHa, , Ce [0/JaBar Mo eleKTPOHEH NbT B CPOK 10

10.02.2026r. BKJIWYHTEIHO.

6.1. Odepra, nojaneHa Mo eJEKTPOHEH T C/Ie/IBA /1a OTIOBAPST HA YCJIOBHSTA [10COUCHH
B HACTOAIIATA NOKaHa u 1pu yciosusita u pera Ha 3EJIEYY u nomanena na email:

nparvanova@uhsek.com, npenchev@uhsek.com, vlalovai@uhsek co
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*%% 3apenexncra: He ce pasenescoam opepmu, nonayuenu u3evbn onpedeienus cpoK Ha

HOKaHamd.
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