_ “MHOI'OITPO®WJIHA BOJIHMIIA 3A AKTHMBHO JIEYEHUE - TYTPAKAH ” EOOJ[

M3x. Ne PJ1-23-2-3/29.04.2025r.

o

TeproBuute Ha epoO ¢ JIEKapCTBEHH MPOAYKTH,
NpUTeXaBallld pa3pellieHue 3a ThProBUs Ha eIpo,
IIOJIy4€HO I10 pelia Ha riasa neseta oT 3JITTXM

ITOKAHA

3a npezcTassiHe Ha odepTa 3a JOCTaBKa Ha HepaspelleH JeKapCTBeH IPOLYKT [0
ui.l,an.1,1.1 or Hapen6a 10 ot 2011r. 3a ycnoBusita U pejia 3a iedeHue ¢
HepaspelleH: 3a yrnoTpeda B pemy6arka beirapus nexkapcTBeHd TPoTyKTH,
JIEKapCTBEHU NPOAYKTH, TIPHIIAraHU M3BBH YCIIOBUATA Ha Pa3pelIeHHeTo 3a
ynotpeba, ¥ JTeKapcTBEHH IPOLYKTH 3a ChCTpaaTeHa yrnoTpe6a, KakTo U 3a
YCIIOBUSITA U pelia 3a BKIFOYBaHe, IPOMEHH, U3KIIFOUYBAHE U JOCTaBKa Ha
JIEKapCTBEHH MPOLYKTH OT CIIUCBHKA IO WI.266A, an.2 oT 3akoHa 3a
JIEKapCTBEHHUTE NPOAYKTH B XyMaHHATa MEULIMHA.

YBAJKAEMMU JAMU U TOCIIOJIA,

Ha ocnoBanue ui.156, an.1, 1.2 ot nocovenara no-rope Hapesi6a 10 ot
2011r. Bu oTnipaBsiM HacTosIaTa MOKAHA 3a NpeACcTaBsiHe HAa odepTa ¢ HeHa
32 1I0CTaBKa Ha CJICJIHUS HepaspelleH 3a ynoTpeba JIeKapCTBEH IPOyKT/
JIEKapCTBEH MPOJYKT OT CIIMCHKA 110 wi.266a, an.2 3JIITXM, koiito na 6bae Ha
pasmojIoXKeHHe B Ie4eOHOTO 3aBe/IeHHE IIPH HEOOXOUMOCT

AQUA Redistilata500ml — 250 6anku
Water for injection10 ml-100 amnyau

Heo6xoaumo konu4ecTBo e 3a nmepuoja: Mai, 1oHH, o 2025T.
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“ MHOI'OITPO®UJIHA BOJIHUIIA 3A AKTHBHO JIEUEHUE - TYTPAKAH ” EOO/J]

H3x. Ne P]1-23-2-4/29.04.2025r.

Jo

Twprosuute Ha epo ¢ IeKapCTBEHH POAYKTH,
NPUTEXKaBallli pa3pellieHUe 3a ThPrOBUS Ha e/Ipo,
IIOJIy4€eHO I10 pela Ha riasa neseta oT 3JIITXM

IIOKAHA

3a npefcTassHe Ha O(epTa 3a J0CTaBKa HA HepaspelleH JeKapcTBeH MPOIYKT 110
an.l,an1,1.1 ot Hapen6a 10 ot 2011r. 3a ycioBusita u peza 3a JedeHHe ¢
HepaspelleHH 3a ynotpeba B peny6nuka briarapus iekapcTBeHH NpOLyKTH,
JIEKapCTBEHU NMPOJYKTH, TPUIaraHy U3BBH YCIIOBUSATA HA Pa3pELIEHUETO 3a
ynotpeba, ¥ IeKapCTBEHH IIPOIYKTH 3a ChCTpajaTesHa yIoTpeba, KakTo 1 3a
YCIIOBUSITA U peJIa 3a BKIIOYBaHE, IPOMEHHU, U3KITIOUBAHE U JOCTaBKa Ha
JIEKapCTBEHH MPOTYKTH OT CIIUCBKA MO WI.266A, an.2 ot 3aKoHa 3a
JICKapCTBEHHUTE NPOAYKTH B XyMaHHATa MEIHUIIMHA.

YBAYKAEMU JAMHY U TOCIO/IA,

Ha ocnoBanue 4in.156, an.1, 1.2 ot mocovenara no-rope Hapenba 10 ot
2011r. Bu oTnipaBsaM HacToslIaTa MOKaHA 32 MpeACTAaBsiHE HA oepTa ¢ eHa
32 10CTaBKa Ha CJIeTHUsI HEpa3pelleH 3a ynoTpeba JeKapCTBeH MPOAYKT/
JIEKapCTBEH MPOAYKT OT CIIMCBHKA I10 Wi.266a, an.2 3JIIIXM, koiito na 6bae Ha
pasMoioXKeHHe B JIEYeOHOTO 3aBe/IeHHe IIPU HEOOXOAMMOCT OT IpHUJIaraHe Ha
KOHKpEeTEeH /HH MallieHT/u:

Mannitol 15% 500 ml

Heobxoaumo Komu4ecTBo e 3a mepuoja: Mai, 1oHH, ronu 2025r.

Mous B cpok 0 07.05.2025r. na usnparute odepra Ha e-mail mbal_tutrakan @
abv.bg
Mar.dapmarneBt Anren I'anes n /
Ynen Ha komucusita mo w4, ar.l |
Ot Hapen6a 10/2011r. mpm—

Saruee
&g eiacyo
2 Ny
F5/A



