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INOKAHA
32 MpeocTaBAHe Ha odepTa 32 1I0CTABKA HA Hepa3pellleHH 32 ynoTpe6a B Penmy6iinka
bbirapus 1exapcTBeHH NPoAYKTH no peaa Ha Hapen6a Ne10/17.11.2011 r. Ha MHHHCTEPCTBO
Ha 31paBeona3zBanero (M3)

YBAXKAEMH ITPEACTABJISIBAIIIH,

Ha ocnosanne un. 156, an. 1 or Hapepba 10 ot 17.11.2011 r. va M3, Bu otmpassm
HacToslIaTa IOKaHa 3a NpeacTaBsHe Ha oQepTH 3a AOCTaBKa HA JOJYyONHCAaHWUTE JEKapCTBEHH
NPONYKTH, Hepa3pemieHH 3a ynorpeda B Penybiauka Bbarapus, KouTo Morar jaa ObBgaT
H3II0/I3BAHH 32 JICYCHHETO Ha NAIMeHTH Ha JIeueOHOTO 3aBe/leHHe, KAKTO Clle/Ba:
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ﬂeHKFLPCTBeH Mesayaaponmo JlexapcTBeHa dpopma u Mepua
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Hepa3penleH - U KOJIHYECTBO eIMHHIA
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OdepTHTe CE H3rOTBAT OTAENHO 3a BCEKH /IMH JIEKAPCTBEH HPOAYKT, 10 IPHIIOKEHUS 06 pasell
H 33]IbJDKHMTEIIHO CI€Ba 1a CbABPIKAT CIeIHaTa HHpOpMAaLHs:
1. MexayHapoHo HenaTeHTHO HanMmeHoBanue (INN) Ha aKTHBHOTO BELIECTRBO;
2. THproBcKO HAaMMEHOBAaHHUE Ha TEKAPCTBEHHA IIPOIAYKT;
3. Bun Ha nekapcTBeHaTa (JopMa H KOJMIMYECTBOTO Ha aKTHBHOTO BEIIECTBO B J030Ba €IHHUIIA;
4. IlpousBogurern;
5. Konu4ecTBo B eIHA OMIAKOBKA;
6. Llena Ha nexapctBenus npoaykr ¢ JIJIC, nocouena B eBpo;
7. Cpok Ha JOCTaBKa OT AaTaTa Ha 3asiBKa;
8. Cpox Ha BaTMHOCT Ha NpeCTaBeHaTa 1eHoBa odepra.

KbM narara Ha H3BBpIIBaHE HA JOCTABKATA, JOCTABEHHUAT JIEKAPCTBEH NTPOAYKT CJIEABA 13 € C
MHHHMaJTE€H CPOK Ha IOAHOCT He Mmo-KpaTbKk OoT 40 % or 00dBeHHS OT NHpPOM3BOAMTENA 3a
JIEKApCTBEHUTE NPOAYKTH.

Od¢eprrTe, H3rOTBEHH Ha XapTHEH HOCHTEN ce nojasar B Jlenosoactsoro Ha CBAJI no nercku
Oonecru ,,IIpod. Uran Muter™ EAJL, rp. Codu, n.kx. 1606, 6yxn. ,,Axan. Usan Iemos* 11.
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IIpenocraBenute ot Baia ctpana odepTH ce 101aBaT Ha XapTHEH HOCHTEIN HITH IO €JIEKTPOHEH
uwT 10 email: apteka@pediatrichospital.bg B cpoxk 1o 22.05.2026 r. 1o 15.00 gaca.

OdeptHTe, N0AaEHH MO ENEKTPOHEH BT CIIEABA A Ca M3TOTBEHH NPU YCIOBHATA M pela Ha
3aKoHa 3a €IEKTPOHHMA NOKYMEHT M ENeKTPOHHHMTe yaoctoBepuresuu ycnyru (3EJEVY) u
noxajaeHu Ha email: apteka@pediatrichospital.bg

Odepry, KOUTO HE OTrOBApAT HA M3MCKBAHMATA HA HACTOAIATA IIOKAaHA WM Ca C M3TEK/IA
BaJIMJHOCT, HE IIOQJICXKAT Ha pasriexnase.

B cvoteerctue ¢ un. 12 or Hapenba Ne 10 ot 2011 r. npu gocTaBkaTa Ha HepaspellcHU
JIEKapCTBEHH MPOAYKTH THProBEUBT HA €IpO NPENOCTaBA Ha alTeKaTa NapTHAEH cepTH(HKAT 3a
Ka4eCTBO, CbOTBETHO CEPTH(HKAT 32 0CBOOOX/JaBaHE HA MAPTHAATA HA JIEKAPCTBEHHSA TIPOIYKT.

IIpu odepupane Ha NeKAPCTBEHH NMPOAYKTH, ChABPKALIM HAPKOTHYHM BEIECTBA, CE CMA3BAT
M3HCKBAaHMATA Ha 3aKOHA 32 KOHTPON Ha HAPKOTHYHHTE BellecTa U npexypcopute (3KHBII).

3anuauaneTo 3a JeKapcTBEHHTE MPOAYKTH 3akynyBann no HAPEJIBA Ne 2 or 27 mapr 2019
I. e Ce M3BbpUIBA 10 OAHKOB I'BT B CPOK OT 5 (meT) KaJeHJapHH [HH, ClIeABally OaTaTa Ha
nony4yaBane Ha cpeacteara or HAITMOHAJIHAT A 3IPABHOOCHI' YPUTEJIHA KACA /H30K/,
ChITIacHO 3anosen 3a onobpsBaHe 3alUIalmaneTo Ha yenyry mo 4. 7 or HAPEJIBA Ne 2 ot 27 mapr
2019 r. 3a MEAMUMHCKATE M APYTH YCIyTH 110 wi. 82, an. la 1 3 oT 3akoHa 3a 3ApaBeTo U 3a peaa u
YCIIOBHATA 33 TAXHOTO 0J00psiBaHe, ON3BAHE U 3alUIallaHe, H31aeHa Ha KOHKPETHO JIETe.

OdepruTe ce H3roTBAT MO NpUIOKeHHs obpasen Ha OBIrapcKd €3WK. BCHYKM JOKYMEHTH,
AOKa3BallM ChOTBETCTBUETO HA YYACTHHUIUTE C [TOCTaBEeHUTE B [IoKaHaTa H3MCKBAHUS, CE IPEACTABAT
B OPUTHHAJ MJIM KaTO 3aBEPEHH BAPHO C OPHTHHANIA KOMHMsA, NPHAPYXKEHH C NPEBOA Ha OBIArapcku
€3MK.

[Ipunoxenue: Obpaseln Ha NpenIOKEHHUE ﬂ

[Mpod. n-p Januena AB).IPKHSBB‘
YIBIHOMOIIEHO JTHIIE,
chriacHo 3anosen NePJ[+20-70/08.05.2026 1.

Ha 1-p binaromup 32193{1 ITBJIHUTEJIEH AUPEKTOP
Ha CBAJI no percku 6osectuf,[Ipod. UBan Mures“ EAJ]

3anuueHa uHdbopmauma Ha ocHoBaHue Pernament /EC/ 2016/679



