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NOKAHA
32 mMpeoCTaBAHe HA odepTa 3a I0CTABKA HA Hepa3pelleHH 32 ynorpeba B Peny06iuKa
BLarapus JeKapcTBeHH NPOIyKTH no pena Ha Hapenda Ne10/17.11.2011 r. na MHHHCTEPCTBO
Ha 37paBeoNna3BaHeTo M3)

VBAJKAEMH ITPEJCTABJIABAIIN,

Ha ocmopanme @wi. 156, am. 1 oT Hapenba 10 or 17.11.2011 r. va M3, Bu oTnpapiM
HaCTOAIIATa TMOKaHa 3a NpeCTaBiHE Ha odepTH 3a [OCTaBKa Ha [OJTyOIIHCAHUTE JIEKAPCTBCHH
IIPO/IYKTH, Hepa3pelieHu 3a ynorpeba B Penyb6anka bBbarapus, KOWTO morar nga Ombaart
M3MOJI3BAHM 34 JICUCHHUETO Ha MAMCHTH Ha Jle4eBHOTO 3aBEICHHE, KAKTO CICIBa:

Ne o pea —

JIeKApPCTBEH MeskIyHADOHO

NPOAYKT JlexapcTBeHa popMa H MepHa
pony HeNnaTeHTHO p dup p
HepaspelieH KOJUYECTBO eMHHIA

HAHMEHOBaHHE

3a ynmorpeoda
B Phuarapusi

[ LOIXMO] | Enasidenib OMaKOBKa

Odeprute Ce M3rOTBAT OTACTHO 32 BCEKH €JIMH JIEKAapCTBEH MPOIYKT, 110 npunoxkeHns oopasell
¥ 3aIBIDKHTENHO CNIe/iBa 1a CHABPXKAT cieqnaTa HHGOpMaLUA.
1. MexiyHapo/HO HElIaTeHTHO naumenopatue (INN) Ha aKTHBHOTO BEIIECTBO,
2. THproecko HaWMEHOBAHKE Ha JIeKapCTBEHMs MIPOTYKT;
3. Bup Ha jekapcTBeHata Gopma H KOJIMYECTBOTO Ha AKTHBHOTO BELIECTBO B 7030Ba €AMHHILA;
4. ITpoH3BOIHTEIT;
5 KonuuecTBO B €1HAa OMAKOBKA,
6. 1leHa Ha JIEKApCTBEHHSA MPOJYKT C JUIC, moco4eHa B €BpO;
7. Cpoxk Ha JIOCTaBKa OT /aTaTa Ha 3adBKa;
8. Cpox Ha BAIMAHOCT Ha npeCcTaBeHaTa ICHoBa odepra.

KbM naTaTa Ha M3BBPIIBAHE HA /I0CTABKATA, J(OCTABEHHMAT JIEKapCTBEH MPOJIYKT CliezBa 1a gc
MMHHMAJICH CPOK Ha TOIHOCT HE MO-Kparbk OT 40 % oT 00sBEeHMA OT TPOM3BOJUTCIA 33
JIeKapCTBEHUTE MPOIYKTH.

OdepTHTE, U3TOTBCHA HA XapTHEH HOCHTEN CE 10/iaBat B JlenmoBO/ICTBOTO Ha CBAJI mo JeTcKH
GonectH ,JIpod. Msan Mutes” EAJL rp. Codu, mx. 1606, 6yi. ,,Akan. Ban Temos* 11.

[TpenocTaBeHUTE OT Bamia cTpaHa odepTd ce nojiasar Ha XapTHEH HOCHTEII HIIH 110 eNeKTpOHEH
meT 10 email: apteka@nediatrichospital.bg B CPOK JI0 29.05.2026 r. no 15.00 1aca.




Odeprure, moaaieHu mo eNeKTPOHEH BT CIEIBA A CA H3TOTBEHH IPH YCIOBHATA U peJia Ha
3aKkoHa 3a ENEKTPOHHHA JOKYMEHT M EICKTPOHHUTE ynocrosepurenuu ycayrd (3EAEVY) u
nofaacHu Ha email: apteka@pediatrichospital.bg

OCI)EPTH, KOHTO HE OTroBapsAT Ha M3UCKBAHMATA HA HacCTodAIlaTa IIOKaHa UM ca ¢ M3TeKia
BAJIMIHOCT, HE IIOJIJIEXAT Ha pasriicxaaHe.

B croreercteue ¢ wi. 12 or Hapen6a Ne 10 ot 2011 r. IpPH JIOCTaBKaTa Ha HepaspelleHH
JICKapCTBCHH NPOAYKTH THPIOBELBT Ha €IPO NMPENOCTaBs HA alTeKara NapTHAeH cepTHhHKaT 3a
KayecTBO, ChOTBETHO CEPTHRHKAT 32 0CBOOOKaBaHE Ha [IAPTH/IATA HA JIEKAPCTBEHHSA HOPOIYKT.

Ilpn odepupane Ha TekapcTBEHH MPOAYKTH, ChABPKAILHA HapKOTHYHH BEILECTBA, C¢ CIIa3BaT
M3HCKBAHHsATA Ha 3aKOHa 3a KOHTPOJI HA HAPKOTHYHHTE BEIICCTBA U npexypcopute (3KHBII).

3aniamaHeTo 3a JIEKapCTBEHUTE TPOIYKTH 3akymyBanu 1o HAPEJIBA Ne 2 ot 27 mapt 2019
I'. W€ Ce W3BBPLIBA 10 OAHKOB BT B CPOK OT 5 (IeT) KANCHIAPHM IHH, CIEABAIIM JATATA HA
nony4aBane Ha cpencrsara ot HAITMOHAJIHATA 3JIPABHOOCHUI'VPUTEJIHA KACA /H30K/,
ChIi1acHO 3anoBel 3a 0J00psBaHe 3aIUIALIAHETO HA YCIYTH 110 WI. 7 OT HAPEJIBA Ne 2 ot 27 mapt
2019 r. 3a MEMUMHCKATE M APYTH YCIYIH MO WL 82, an. 1a u 3 oT 3akoHa 3a 3apaBeTo U 3a pena u
YC/IOBHATA 32 TAXHOTO 0J00psBaHe, N0I3BAHE H 3aIIallaHe, H3/1aleHa Ha KOHKPETHO JIeTe.

Odeprute ce M3roTBAT N0 NpHIOKeHHs obpasel Ha ObIrapcku e3uk. Beuuku nokymenTh,
AOKa3BalllM CbOTBETCTBHCTO HA yHAaCTHHLMTE C [I0CTaBeHUTe B [TokaHATa M3MCKEAHUS, CE IPEACTABAT
B OpHTHHAJL UJTH KaTO 3aBCPCHH BAPHO C OPHMIHHANA KOIHA, IPUIPYKEHH C IIPEBOJ Ha OBIrapcku
e3UK.

lIpunoxenue: Obpasen Ha npeanoKeHHe
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