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IPUTEKATEJUTE n
HA PA3PEILEHHUE 3A ThbPTOBHS HA EJPO | CoV |
C JIEKAPCTBEHH NTPOAYKTH, S F6- 376 |
TIOJVYEHO IO PEJIA HA IJIABA JEBETA OT 3JIIXM I 2. o 26 |

ITOKAHA
3a npeaocTaBsiHe HA oepTa 3a J0CTABKA HAa HepaspelleHH 3a ynorpeba B PenyGanka
Bharapus JieKkapcTBeHH NPOAYKTH H J1eKAPCTBEHH NMPOAYKTH, BKIKYEHH B CIHCHKA MO 4.
266a, a/1. 2 ot 3akoHa 3a JeKapCcTBeHUTE NPOAYKTH B XYMaHHATA MeHIIMHA N0 peaa Ha
Hapenda Ne10/17.11.2011 r. Ha MuHHCTEepCTBO Ha 3apaseonassanero (M3), 3a KouTo HiMa
AeHCTBALIO0 PAMKOBO crnopasymenue ¢ M3

YBAXKAEMMU NNPEJACTABJISIBALIH,

Ha ocHoBanue un. 156, an. | v un. 158, an. 1 ot Hapen6a 10 ot 17.11.2011 r. Ha M3, Bu
OTMpaBsM HaCcTOALATA TOKaHa 3a MpeacTaBsHE Ha odepTH 3a [A0CTaBKa Ha OOJYONHCAHHMTE
JIEKapCTBEHH MPOAYKTH, KOWTO MoraTt fAa ObaaT M3MOJI3BaHM 3@ JIEYEHHETO Ha MalMeHTH Ha
neuebHOTO 3aBe/leHHe, KaKTo clie/Ba:

Ne o
Cnucbka MexayHapoaHo
no 4. 266a, | ATC kon HeNaTeHTHO L el Mepra
KOJHYECTBO eMHHIIA
al. 2 or HAHMEHOBaHHe
3JIIXM
84 NO7XX11 | Pitolisant 4.5 mg film-coated tablets; OnaKkoBKa

OdepTHTe C& H3rOTBAT OT/IENTHO 3@ BCEKH €/IMH NEKapCTBEH MPOAYKT, N0 NPUJIOKEHH oDpaselt
W 3abDKMTENTHO CJIe/IBa Aa ChIbPIKAT clieHaTta MHdopmauus:
. MeKIyHapo1HO HenaTeHTHO HaumeHoBaHue (INN) Ha aKTHBHOTO BELLECTBO;
. TbproBcko HaMMEeHOBAHMWE Ha JIEKAPCTBEHHMSA NPOAYKT;
. Bua Ha nekapctreHaTa ¢opMa M KOJAMYECTBOTO HA AKTHBHOTO BELIECTBO B A030BA €AMHHULA;
. [lpouszsoauren;
. KonuuecTBo B e1Ha OMaKOBKa;
. Llena Ha nexapcTeenus npoaykr ¢ JIJIC, nocoyeHa B jieBa U B €BpO;
. Cpok Ha nocTaBKa OT laTaTa Ha 3asBKa;
. CpoK Ha BalMAHOCT Ha MpeAcTaBeHaTa LieHOBa odepTa.
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KbM 1aTara Ha U3BBpLIBAHE HA NOCTABKATA, AOCTABEHUAT JICKAPCTBEH MPOAYKT ClefBa 1a e ¢
MMHHMMAlleH CpPOK Ha rOJHOCT He mno-kpaTbk oT 40 % oT o0sfBeHWs OT MPOU3BOAMTENS 3a
JI€KapCTBEHHUTE MPOAYKTH.

OdepruTe, U3rOTBEHH Ha XapTHeH HocHuTen ce noaaeat B JlenosoucteoTo Ha CBAJI no aetcku
donectu ,J1pod. UBan Mures™ EAJL, rp. Codu, n.x. 1606, 6yn. ,,Axkan. Usan ['ewos™ 11.



[lpenocTarenute oT Bawa ctpaHa odepTH ce n0JaBaT Ha XapTHEH HOCHTET MJTH 110 €NEKTPOHEH
nmbT 10 email: apteka@pediatrichospital.bg B cpok 10 10.02.2026 r. go 15.00 vaca.

OdepTuTe, NoAaiCHH MO €IEKTPOHEH MBT Clie/iBa [a ¢a U3FOTBEHH NPH YCIIOBUATA U pela Ha
3aKkoHa 3a eNeKTPOHHHA NOKYMEHT M eNeKTpOHHUTe yaoctoeputennu ycayru (3EJIEVY) u
noaaneHu Ha email: apteka@pediatrichospital.bg

O(bepm, KOHTO HE€ OTroBapaAT Ha M3HWCKBAHWUATA Ha HaCTOALLATa MOoKaHa MW Ca C HM3TCKIa
BaJTUAHOCT, HE NMOJJICHKAT Ha pa3rieKaaHe.

B cwoTtBetcTRue ¢ wi. 12 or HapenGa Ne 10 ot 2011 r. npu gocraBkaTta Ha HepaspelleHH
JIEKapCTBEHU MPOJYKTH THProBelUbT HA €1pO MPEeAoCTaBs Ha anTekara napTuaeH ceptudukar 3a
KauecTBO, CBOTBETHO cepTH(MKAT 3a 0cBOOOXK/1aBaHe HA MapTHIATa HA JIEKAPCTBEHUA MPOAYKT.

[Tpu odepupane Ha NeKapCTBEHU MPOAYKTH, ChABLPHKAILH HAPKOTHYHH BELIECTBA, CE Cna3BaT
M3UCKBAHMATA HA 3aKOHA 3a KOHTPOJ Ha HApKOTHYHHKTE BellecTsa U npekypcopute (3KHBIT).

3annatiaHeTo 3a JieKapcTBeHUTE MpoayKTH 3akynyBaHu no HAPEJIBA Ne 2 ot 27 mapt 2019
r. e ce M3BbpuiBa Mo 0aHKOB MbT B CPOK OT 5 (MeT) KaleHAApHW [AHW, CleBalld AaraTa Ha
nosyuyasane Ha cpeacreata oT HALITUOHAJIHATA 3JIPABHOOCHUI'YPHUTEJIHA KACA /H30K/,
cbritacHo 3anose 3a ofo0psaBaHe 3annauaiero Ha yeayrd no ui. 7 ot HAPEIIBA Ne 2 ot 27 mapr
2019 r. 3a MEAMUMHCKHUTE U IpYrH yeayru no un. 82, an. la v 3 oT 3akoHa 3a 31paBeTo U 3a pela v
YCNOBHUATA 32 TAXHOTO 0100pABaHe, NOA3BaHE M 3anjallale, H31aaeHa Ha KOHKPETHO JeTe.

Odeprute ce M3roTBAT NO NpUIOKeHHs obpasel Ha ObArapcku e3nk. BCHUKM J0KYMEHTH,
JIOKa3BalllM ChOTBETCTBMETO HA YHACTHHUIIMTE € NMocTaBeHuTe B [loKaHaTa W3UCKBaHMA, Ce NMPeACTaBAT
B OpPHUrHHAN WIKM KaToO 3aBEPEHU BAPHO C OPUIMHANa KONUS, NpUJI U ¢ npesoJ Ha Obirapcku
e3MK.

[Npunoxenue: Obpazel Ha NpeaIOKEHHE

J-P BJIATOMMUP 3/IPAB
H3IIBJTHUTENIEH JUPERTOP |
CBAJ IO AETCKH BOJL. CTIV Oﬁb H’BJHMHTEB EAﬂ

3anuyeHa uHdopmauma Ha ocHoBaHue Pernament /EC/ 2016/679



INPEJJIOKEHUE 3A U3ITbJTHEHUE

HA 10CTABKA Ha Hepa3pellenH 3a ynorpeda B Penybiuka buarapus Jekapcersenn
NPOAYKTH H JIEKAPCTBEHH MPOIYKTH, BKJIWYEHH B CNIHCBKA NO 4.1 266a, a/1. 2 or 3akoHa
3a JeKApPCTBEHHTe TMNPOJAYKTH B XYMaHHATAa MeJAHMIHMHAa mno peaa Ha Hapenda
Nel0/17.11.2011 r. mva MuHucTepcTBO Ha 3apaBeona3saHero (M3), 3a KouTO0 HAMA
NeficTBAMO PAMKOBO criopasymenude ¢ M3

OT:

(HauMeHOBaHUE Ha yYacTHHKA)

npe,HCTaBJ'ISIBaHO oT =

C ajipec Ha yrpaBJieHHE: Tp. yI1. , Ne
, TEJL: daxc: , e-mail:
H aJipec 3a KOPEeCMOHACHIIHS: TP. YL .
No , TEJL.: , hakc
EUK: ,

C paspelueHue 3a THProBHA Ha epO ¢ JIEKAPCTBEHH MPOIYKTH, MOJIYYEHO 110 pejia Ha riiaBa
neseta o1 3JITTXM ¢ Ne

Pasznnauiatenna cMeTKa:

IBAN: :

panka:

BIC: :

Jlune 3a KOHTAKT: -

C aJipec Ha ympaBleHHe: IP. YL , Ne
, TEJL.: (dakc: , e-mail:

YBaykacMH J1aMH U rocrnoja,

C nacroamoTo By npejcraBaMe HanleTo MpeioXkKeHue 3a JOCTaBKa Ha JIeKapCTBEHHsA
POAYKT:

Ne or Cniucbka MexayHapoaHo JlekapcTBena

ATC MepHa
no 4.1. 266a, an. 2 HENATEHTHO dbopma u

KO eIHHHLIA
or 3JIIIXM HaHMMeHOBaHHe KOJIHYeCTBO

*IlonbjBa ce CbIIACHO TEXHHYECKATA CHeHH(UKAIHSA 0T MOKAHATA



1. Mex1yHapoIHO HenaTeHTHO HauMenoBanke (INN) Ha aKTHBHOTO BEIIECTBO: ....ovvvneveienen
2. THpProBcko HAMMEHOBAHHE HA JIEKAPCTBEHUS MPOAYKT: «ovvevvneennnnenes

3. By Ha ekapcTBeHaTa popMa i KOJIHYECTBOTO Ha aKTHBHOTO BELIECTBO B /1030Ba eAMHUIA:

4, IIpOH3ROMMTEI: & soqissnassnins
5. KonnuecTBO B €11HA OTIAKOBKA:, .vvvvvuenrereerens
. CpoK Ha /JI0CTaBKa OT JIaTaTa Ha 3asMBKa: ...........ooeven.

6
7. CpOK Ha BATMIHOCT Ha MPEICTABEHATA LIEHOBA OPEPTA: w.vvvnrvvnieiiniinne
8

. Ennuunara 1eHa 3a ONaKkoBKA B ........ovveens (CHOBOMS ..o sssmaninsiss ) nesa 6e3 JIJIC u
............... (CITOBOMS w1 gvsvs vnsnssuesns) B EBPO 663 JIC
9. EnuHuuHaTa IIeHa 32 ONMAKOBKA B ............... (53 00):70).Y SRR ) neBa ¢ JIJIC u
............... (CTIOBOM: . .vvvvenresnsnnnes) BEBpo € JUIC
Jleknapupam:

|.3anmo3Hax ce ¢ MOKaHaTa 3a yd4acTHE H C IIOCOYCHHTE B Hes W3HCKBAHHS 33 U3rOTBAHE H
npeacTapsHe Ha ofepTaTa M 3a W3MbIHEHHE Ha 1OCTABKH Ha FOPENOCOYEHHS/TE IEKAPCTBEH/H
npoaykr/u. [lonaBaHeTo Ha HacTosIaTa odepra yAOCTOBEPsBa OE3yCIOBHOTO NMpHEMAHE OT
HaIlla CTpaHa Ha BCHYKH U3MCKBAHUA W 3aIbJDKEHHs, IOCTABEHU B OKAHATA.

2. MiMaMe BB3MOMKHOCT a OCHI'YPHM O(hepHpaHus/HATE IEKapCTBEH/H MPOIYKT/H 3a CPOKa Ha
JIOTOBOPA.

3.ChIIaceH ChM 3allIAl@HETO 3a JEKapCTBEHHTE IPOAYKTH, 3akynyBand no HAPEJIBA Ne 2
ot 27 mapt 2019 r. ma ce W3BBPIA MO OGAHKOB MBT B CPOK OT 5 (NET) KaICHIAPHU JHH,
cleiBamM  gjatata  Ha  nojnydaBae Ha  cpeactsata ot HAIIMOHAJIHATA
3IPABHOOCUT'YPUTEJIHA KACA /H30K/, cobriacHo 3amosex 3a onoOpsBaHe
sannamaneto Ha yeayru no wi. 7 ot HAPEJIBA Ne 2 ot 27 mapt 2019 r. 3a MEAMIMHCKHTE U
apyru yeiayru mo wi. 82, ain. la u 3 ot 3akoHa 3a 3paBeTO U 32 PElia ¥ YCIOBHATA 32 TAXHOTO
onoOpsBaHe, MOJ3BAHE U 3arulalilaHe, U3aJeHa Ha KOHKPETHO JIETe.

4.0depupanusT/aute NpoAyKT/U e/ca (GabpuyHO ONAKOBAaH/H, KaTO ONAKOBKHTE Ca C HE
HapyIIeHa 1IOCT ¥ HalH4YMe Ha HeoOXonuMara MapKHpOBKa.

5.K®M maraTta Ha JOCTaBKaTa, OCTATBUHHAT CPOK HA FOJHOCT HA JIEKAPCTBEHUTE NIPOJIYKTH 1IE
e He no-MansK oT 40 % oT 00sIBEHHA OT IPOU3BOAUTENS CPOK.

6.B crotBercTBHE ¢ wi. 12 or Hapenda Ne 10 mpu qocTaBka Ha HEpa3pelIeHH JIEKapCTBEHH
[POAYKTH, BKTIOUEHH B O(epTHTe, Wie ce MPEeIOCTaBs MapTHAEH CePTHUKAT 3a KauecTBO,
CHOTBETHO cepTU(HKAT 3a 0CBOOO’K/1aBaHe Ha TapTH/IAaTa Ha JICKAPCTBEHUA MPONYKT.

7 Jleknapupam, ue B 00XBaTa Ha IOCOYEHOTO MO-TrOpe paspellieHHe 3a ThProBUSA Ha €1po ¢
JIeKapCTBEHH MPOJYKTH, MOJYYeHO 10 pela Ha riasa neseta ot 3JIIIXM ¢ Ne ... e /ca
BKJIIOUeH/H odepupanus/opepupaHiTe ¢ HACTOAMIOTO NPEIIOKEHNE TTPOSYKT.



ITpy Taka MpeIOKEHWTE OT HAC YC/IOBHS, B OQepupaHara LCHA CME BKIHOUHIIM BCHUKH
Pa3XO/IH, CBBP3aHHU C KAYECTBEHOTO H3IIBIHEHHE Ha TIOPHUKATa B ONHCAHUS BU/L ¥ o0XBar.

[apaHTHpaMe, Ye CMe B CBCTOSHHME J@ MH3IIBJIHHM Ka4yeCTBEHO MOpbUKaTa B IBIHO
CBOTBETCTBHE ¢ TOpeon#caHara opepra.

[Ipunarame cleHATE JOKYMEHTH /TI0 TIPELieHKa/:

JOara: .....ooeoenns LIGHING: covmmensnss



