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32 Mpe10CTaBsiHe HA odepTa 3a J0CTaBKA Ha HepalpelieHy 3a ynorpeda B Penybanka
brirapus ilekapcTBeHH NPOAYKTH H JIEKAPCTBEHH NPOAYKTH BKJIIYEHH B CHCHKA 110
9L 2662, an1. 2 oT 3aKoHa 3a JIeKapCTBEHHTE MPOAYKTH B XYMAHHATA MEIHIIHHA 110 peaa
ua Hapea6a Ne10/17.11.2011 r. na MMHHCTePCTBO Ha 31paBeoNa3sBaHETo (M3), 3a kouTO

HSIMa IelCTBAII0 PAMKOBO criopasymenune ¢ M3

YBAYKAEMH INPEJACTABJISIBAIIH,

Ha ocnoBanue un. 156, an. 1 u 4n. 158, an. 1 or Hapen6a 10 ot 17.11.2011 . na M3.
Bu oTnpaesm HacTosiimara nokaHa 3a npejcTaBsHe Ha oepTH 3a 10CTABKA Ha JOTYOIUCAHUTE
JICKapCTBEHH NPOAYKTH, BKIFOUCHH B CIIUCHKA 110 WI. 266a, ai. 2 ot 3JITIXM, kouto Morar na
ObIaT U3M0/I3BaHH 32 JIEYeHHETO Ha MALMEHTH Ha JTe4eGHOTO 3aBe/IeHHe, KAKTO ClIeIBaA:

Ne or
Cnucbka no Mexaynapoano
JlekapcrBena dopma u Mepua
4. 266a, ATC kon HeMmaTeHTHO ay P p
KOJIHYECTBO eIHHHLIA
al 2 or HAHMeHOBaHHe
3JITIXM
42 JOSABO6 Ganciclovir 500 mg powder for OIIaKOBKa
concentrate for solution for
infusion - 1 vial; 5 vial

OceptHTe ce M3roTBAT OT/IETHO 33 BCEKH €IHH JIEKapCTBEH TPOJIYKT, MO MPHIIOKEHHS
o0pasell H 3a0bKHTEITHO CIIe/IBa JIa ChIBPIKAT ClIeHATA uHbopMaLms:
1. MexXayHapoiHO HENMaTeHTHO HAHMEHOBAHHE (INN) Ha akTHBHOTO BelIeCTRO:
2. THproBcko HaAMMEHOBAHHE Ha JTeKAPCTBEHHS [IPOJIYKT;
3. Bun Ha nexkapTBeHara opMa H KOTHYECTBOTO HA AKTHBHOTO BEIIECTBO B 1030BRA €HHHIIA;
4. [Ipounssonurern;
5. KonnyecTBo B e1Ha 0maKkoBKa;
6. Llena Ha neKapCTBEHM S TIPOIYKT;
7. Cpok Ha JIOCTaBKa;
8. Cpok Ha BaJMAHOCT Ha MPEICTABEHATA [IEHOBA odepra.

K'bM narara Ha H3BbpIIBaHe Ha 0CTABKATA, JOCTABEHHST JI€KapCTBEH MPOAYKT ClieBa
Ad € ¢ MUTHUMAIICH CPOK Ha TOAHOCT He MO-KpaThk oT 40 % oT 06ABEHHs OT MPOH3BOANTENS 34
JIEKapCTBEHUTE MPOAYKTH.



Odeprute, HIrOTBeHH Ha XapTHEH HOCHTEN ce mojasar B JlenosoxcTeoTo Ha CBAJI 1o
netcku Oonecty .. Ilpod. Mean Mutes™ EAJI, rp. Codu, n.x. 1606, 6yi. ., Axan. MUean lemos™
11.

IIpenocrapenute o1 Baia crpana odepru ce momasar ua XapTHEH HOCHTEN WIIH 110
E€JIEKTPOHEH IbT J10 email: aptekaw pediatrichospital.be B cpok 10 12.09.2024 1. 10 16.00 yaca.

Odeprute, monaneHu o eneKTPOHEH MBT CIIE/BA /1A Ca H3TOTREHH MpH YCIOBHUATA H pelia
Ha 3aKOHA 32 €JIEKTPOHHUS JIOKYMEHT U eIeKTPOHHHTE ynoctoBeputelinu yenyru (3EJIEVY) u
noxazneHu Ha email: aptekawpediatrichospital.bg

OdeprH, KOUTO He OTrOBAPAT HA H3MCKBAHMATA HA HACTOAIIATA MOKAHA HIIH Ca C H3TeK1a
BAJIUIHOCT, HE MOJUIEKAT HA a3k IaHe.

B crotserctrie ¢ un. 12 or Hapen6a Ne 10 mpu pocraska Ha JIEKAPCTBEHH MPOJYKTH,
BK/TFOYEHH B OhepTHTE, 3a/IbIKUTENHO TPsOBa Ja ce NpeJoCTaBs NapTHIeH ceprudukar 3a
KkaqeCTBO, CHOTBETHO CEPTH(HUKAT 32 0CBOOOKIaBaHE HA MAPTH/ATA HA JIEKAPCTBEH NS IPOJYKT.

ITpu odepupare Ha TekapcTBeHH NMPOAYKTH, ChIBPHKAILA HAPKOTHUHH BEIIECTBA, Ce
Cra3BaT M3HCKBAaHHATA Ha 3aKOHA 3a KOHTPOJI Ha HAPKOTHYHHTE BEIECTBA U IPEKYPCOPHUTE
(3KHBII).

3annamianeTo 3a 1eKapcTBEHUTE TIPOAYKTH 3aKyIIYBAHH 1O HAPEJIBA Ne 2 ot 27 mapr
2019 1. e ce U3BBpLIBA 10 GAHKOB BT B CPOK OT 3 (MeT) KaneHapHHU JIHHM, CIIeJIBALIM JaTara
Ha nosydaBane Ha cpeactara o HAITMOHAJIHATA 3[IPABHOOCUT'YPUTEJIHA KACA
/H30K/, cprnacHo 3anoBen 3a 0100psBaHe 3aMIalaHeTo Ha yeayru o wi. 7 ot HAPEJIBA Neo
2 or 27 mapt 2019 r. 3a MeJIMIMHCKATE U APYTH yeayru no wi. 82, an. 1a u 3 ot 3akoHa 3a
3PABETO U 3a pe/la U yCIIOBUATA 32 TAXHOTO 0N00psBaHe, MOI3BAHE U 3aMialllane, H3aaaeHa Ha
koHKkpeTHO jete. Ot | wonm 2024 r. H30K samnama nekapcTBeHuTe IPOJAYKTH Ha CTOHHOCT
paBHa Ha CTOHHOCTTA, ONpeseNeHa 110 peaa Ha 4. 45, an. 29a u 296 or 3akoHa 3a 3/IPaBHOTO
ocurypssane /330/ m mpH JIOTOBOPEHH LEHH Ha JeKapcTBEH IPOAYKT TO-BUCOKH OT
onpenenenure o H30K chumre ce HaMalaT 10 HOPMATHBHO OMpe/ie/IeHUTE.

Odeptnte ce H3rOTBAT MO MNPHIOKEHHS oOpasely Ha ObIrapckum es3uk. Bceuuku
JAOKYMEHTH, NOKa3BalllH CBOTBETCTBHETO Ha YYaCTHHIMTE C MOCTaBeHHTEe B IlokaHara
H3NCKBAHHA, CC NPEJICTABAT B OPUTHHAT WJIM KaTO 3aBePEeHH BAPHO C OPUTHHANA KOTIMA,
NPUAPYKEHH C TIPEBOJL HAa OBJITapCKH €3HK. / ;
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Ilpunoxenne: O6pasen Ha IpeATOKeHHE

Janwuera wHdopMawMa Ha
ocHosaHMe ya. 37 ot 30N

JI-P BJIATOMMUP 3/PABK

H3MTBJIHHUTENEH THPEK \ y
CBATIIO AETCKH BONIEGp1 i1 Gum@uatii1 L5 £AJ]

/



