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A0 CMELMATIARAR i
IIPUTEXATEJUTE SRR BOBECTY « Ea) SRS
HA PABPELIEHME 3A TBPTOBUS HA EJIPO Vax Ne /2836 -7
¢ JEKAPCTBEMA IIPOAYKTH, [ " AL 0720455 |

IMNOJIYYEHO I10 PEJIA HA TJIABA JIEBETA OT 3JIIIXM =

IIOKAHA

3a IpeocTaBsiHe Ha odepTa 32 10CTABKA HA Hepa3pelleHH 3a ynoTpeba B Peny6anka
brirapus siekapcTBeHn NPOAYKTH M JIEKAPCTBEHH NPOJIYKTH BKIIOYEHH B CIIHCHLKA 110
4L 2662, an. 2 o1 3aKoHa 33 leKAPCTBEHATE MPOAYKTH B XYMAHHATA MEIHIHHA 10 pena
na Hapen6a Ne10/17.11.2011 r. Ha MUHHCTEPCTBO Ha 31PaBeONA3BAHETO (M3), 3a kouro
HSIMAa /1eHCTBAIO PAMKOBO criopasymenue ¢ M3

YBAXKAEMH ITPEJICTABJISIBAILIU,

Ha ocnoBanue un. 156, an. 1 mun. 158. an. | ot HapeaGa 10 o1 17.11.2011 r. na M3, Bu
OTNPaBAM HACTOAIIATA MOKAHA 3a MPEACTaBiHEe HAa O(EpTH 3a JOCTABKA HA 10JIYONHCAHHA
JIEKapCTBEH NMPOIYKT HepaspeileH 3a ynorpeba B Penybiauka Bbarapus. koiito aa 6bue
M3I10/13BaH 3a JIeYEHUETO HA ITALIMEHTH Ha 1e4eOHOTO 3aBeleHHE, KAKTO CleBa:

MeskayHapoano
Iopeaen ATC o e JlexapcTBena ¢popma u Mepua
HeNaTeHTHO
No KO0/[| KOJIHYECTBO e/IHHHIIA
HAaHMeHOBaHHE
1 L-Arginin-Hydrochlorid 20 M, amnyna ONAaKOBKa
21 %

Odeprute ce M3rOTBAT OTAEIHO 3a BCEKH /IMH NEKAPCTBEH NPOAYKT, NO MPHIOKEHHS
00pasell v 32/Ib/DKMTETHO ClIE/IBA 1A ChIBPIKAT ClleIHATa HHPOPMALHS:
1. MexaynapoaHo HenateHTHO HaumeHosanue (INN) Ha aKTHBHOTO BELUECTBO;
2. TbproBcko HAMMEHOBAHHE HA JICKAPCTBEHHUS MPOYKT;
3. Bua na nekapcTeeHaTa GopMa M KOJIMYECTBOTO HA AKTHBHOTO BELIECTRO B 103084 eMHMLA;
4. Ilpouseoauren;
5. KonmyecTBO B €/1Ha ONAKOBKa;
6. Llena Ha nekapcTBEHHS NPOIYKT;
7. Cpok Ha 10CTaBKa OT 3asBKa;
8. Cpok Ha Ba/lMAHOCT Ha NPE/ICTABEHATA LIEHOBA oepra.

Kbm naTaTa Ha U3BBPLUBAHE HA N0CTABKATA, JOCTABEHUAT JICKApPCTBEH MPOAYKT clieqBa

Ja € ¢ MUHUMAJICH CPOK Ha I'0OJIHOCT He IO-KpaTbK OT 40 % ot 00aBeHUs OT IIPOU3BOAMTEIA 34
JICKAPCTBCHUTE MPOAYKTH.



Odeprute, H3rOTBEHH Ha XapTHeH HOcHTeN ce nojarat B Jlenosoacteoto a CHAJI no
aercku Gonectu ,,[lpod. Mean Mutes™ EAJL, rp. Codu. n.x. 1606, 6yn. ,Akan. Usan [emop™
11,

[MpenocraBennte or Bawa ctpana odepry ce momasaT Ha XapTHEH HOCHTE] WM MO
€JIEKTPOHEH IbT 10 email: apteka@ pediatrichospital.be B cpok 10 30.04.2025 r. 10 16.00 uaca.

Odeprute, nogaaeHH 10 eEKTPOHEH BT C/ICBA 1a Ca M3rOTBEHH NPH YCIOBHATA H pea
Ha 3aKOHa 3a eIEKTPOHHUS JIOKYMEHT U eJIeKTPOHHHTE y10cToBepuTeHu yeayri (3EJEYY) u
noganeHu Ha email: apteka@pediatrichospital.be

Odepry, KOUTO He OTrOBAPST HA H3UCKBAHUATA HA HACTOSILATA [IOKAHA W €A ¢ M3TeK1a
BAJIMJIHOCT, HE MOJIEKAT Ha pas3rieKiaHe.

B cworeetcTBue ¢ un. 12 ot HapeaSa Ne 10 npu goctaBka Ha JIEKapCTBEHH MPOIYKTH.
BKJIIOYEHH B O(epTuTe, 3aIb/UKUTENHO TPAOBA 1A Ce NpPeJ0CTaBs MapTHICH CepTHPHKAT 3a
Ka4yecTBO, CHOTBETHO cepTHHKAT 3a ocBoOokKIaBaHe HA MApTHATa HA JICKAPCTBEHHS
NPOIYKT.

[lpy odepupane Ha JieKapCTBEHH MPOILYKTH, ChABPKAIIM HAPKOTHYHH BEILECTBA, Ce
Cra3Bar U3MCKBAHHMATA HA 3aKOHA 33 KOHTPOJ HA HAPKOTUYHMTE BELIECTBA M NPEKYPCOPHTE
(3KHBII).

3analaHeTo 3a eKapcTBCHMTE MNPOJYKTH IUE Ce M3BBPILUBA [10 GAHKOB MBT npu
sannamane ot H30K B cpok oT 5 (meT) KaneH1apHy JHH. cleBaLIM 1aTATa Ha MoJly4aBaHe Ha
cpeacreata ot HALITHOHAJIHATA 3IPABHOOCHUI'YPUTEJIHA KACA /H30K/. ¢briacHo
3anose/ 3a 0106psABaHe 3aMamaHeTo Ha yeayru no 4. 7 ot HAPEJIBA Ne 2 ot 27 mapt 2019
T. 32 MEHLMHCKUTE W ApYTH yenyru ro 4. 82, an. la u 3 ot 3akoHa 3a 31paBeTo M 3a peja u
YC/IOBUATA 3 TAXHOTO 0A00psBaHe, MON3BAHE M 3aIUIaLLAHe, M3]a/leHa Ha KOHKPETHO JeTe, a
TpH 3aIU1AIIAHETO 33 JICKAPCTBEHHTE MPOJYKTH CbC COOCTBEHHM cpe/ICTBA HA GONHMIIATA CPOKBT
e a0 60 (wectaeceT) kaNeHAAPHH [HH Cliej NPHEMaHe HA JCHHOCTHTE MO JOCTABKATA M
Npuapyasaunte 1 10kymeHtd. Ot | 1oan 2024 r. H30K 3annauia nekapcTseHnTe npoaykTy
Ha CTOMHOCT paBHa Ha CTOHHOCTTA, ONpe/ieieHa 110 pea Ha ui. 45, an. 29a 1 296 ot 3akoHa 3a
34paBHOTO ocurypsasane /330/ 1 npu JOroBOPeHH LCHH HA JIEKAPCTBEH NPOIYKT MO-BHCOKH OT
onpeaenenure ot H30K chiuure ce HaMansaT 10 HOpMATHBHO ONpe/eIeHUTE.

Odeprute Cce M3rOTBAT 10 mNpHUiokeHus obpasew Ha Obirapcku esuk. Beuuku
AOKYMEHTH, [0Ka3Balld CBHOTBETCTBMETO HAa YYAaCTHULMTE C MOCTaBeHUTe B IlokaHarta
M3HCKBAaHUSA, CC NPEICTABAT B OPHTHMHANI MIIM KATO 3aBEPCHH BAPHO C OPUIMHANA KOTMS,
NPUAPYAKEHH C MPeBO Ha OBJIrapCKH €3HK.
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Ilpunosxenue: OGpasel Ha npeanoxKeHue r

JanuueHa wHdopMaLMa Ha
ocHoBaHMe A, 37 ot 300N

A-P BJIATOMMP 3]IPAB
H3ITBJIHHTEJIEH JIHP KTi 0
CBAJI IO IETCKH BO. ECT.
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INPEAJOXEHHUE 3A U3ITBJIHEHUE
Ha 10CTaBKa Ha HepaspemieHH 3a ynorpebda B Penybsinka buarapus 1ekapcTBeHH NPOIYKTH
H JIEKAPCTBEHH NPOAYKTH BKJIYeHH B CHHCHKA MO Wi, 266a, an. 2 oT 3akona 3a
JEeKAPCTBEHHTE NPOJAYKTH B XyYMaHHATa MeIHIHHA 1o peaa Ha Hapeada Ne10/17.11.2011 r. na
MunucTepcTBo Ha 31paBeona3sanero (M3), 3a KonTo HIMa JelCTBAO0 PAMKOBO
ciiopazymenue ¢ M3

OT:
(HauMeHOBaHHE HA YYACTHUKA)
[Ipencrarnggano ot -

C aZpec Ha yIpaBlIEHHE: TP. YL ., Ne
, TeJ.: daxkc: , e-mail:

H aJIpeC 3a KOPECMOHAECHIIM: TP. YL . Ne
W) . (hakc

EUK:

C paspeuieHye 3a ThProBHS Ha €PO C JIEKAPCTBEHU MTPOIYKTH, TIOIy4€HO M0 PEJia Ha I1ara JieBeTa
ot 3JITXM ¢ No

Pa3nnamarenna cMerka:
IBAN: ;
OaHka:

BIC: .

Jluue 3a KoHTaKT: -
C aJpec Ha yIpaBJIEHHE: TP. YL ., No
, TEL.: (akc: , e-mail:

YBakaeMu JaMH H Iocrioa,
C nHacrodmoro Bu npejcTaBsamMe HaleTo MpeUlokKeHHe 3a I10CTaBKA HA JIEKApCTBEHUS NIPOAYKT:

Me:xkayHnapoaHo
JlekapcrBena dopva u Mepua
Ne ATC konx HENaTEeHTHO P pop p
KOJTHYECTBO eHHHLA
HAHMEHOBAaHHe

*IlonbJiBa ce CHIVIACHO TEXHHYECKATA CIeUHPHKALHSA 0T MOKAHATA

. MexnynapoaHo HenaTeHTHO HaumeHoBaHKe (INN) Ha aKTHBHOTO BEIIECTBO:
. TBProBcKO HaMMEHOBAHHE Ha JIEKAPCTBEHUS MPOIYKT: ...........ce. ...

. Bua na nexapceTBenara popMa M KOJIHUECTBOTO Ha AKTHMBHOTO BELIECTBO B J1030BA € HHUIA:
. I[IpousBouTen: ..................

. KonnuecTBo B eHa onakoBKa: ..................

. Cpok Ha 10CTaBKa OT JlaTaTa Ha 3aSBKATA: ..................

. Cpok Ha BaJMIHOCT Ha NpeCTaBeHATa LIeHOBA oepra: .........eiieel

. EnHnyHara 1iena 3a onakoBkasB ............... (CTIOBOM: ... ) nera 6e3 JIJ1C

. Eninnynara nena 3a onakoBKa B ............... (CTOBOM: ..., ) nesa ¢ JIJ1C

O 00 ~1 O\ L U R —



Hexnapupam:

1. 3ano3Hax ce ¢ MOKaHATa 3a y4acTHE W C MOCOYEHMTE B HES W3MCKBAHMS 3a M3rOTBSIHE M
MpescTaBsHe Ha odeprara ¥ 3a U3MBIHEHHE HA I0CTABKH HA FOPEMOCOYCHHS JIEKAPCTBEH TTPOAYKTH.
[lonaBanero Ha HacTosaTa odepra ynocTOBepsiBa GE3YCIOBHOTO IIPUEMaHe OT Hallla CTPaHa Ha
BCHYKH H3HUCKBAHHA U 3a/IbJDKEHUS, TOCTABEHH B IIOKAHATA.

2. MiMame BB3IMOKHOCT Ja OCHTYPUM O(epHpaHds JIeKapcTBEH MNPOAYKT 3a CpoKa Ha
JIOTOBOPA.

3. ChriaceH ¢bM 3alalllaHeTo 3a JIEKApCTBEHUTE MPOAYKTH 3aKkynyBanu no HAPEJ[BA No
2 or 27 mapt 2019 1. 1a ce u3BBPIIN MO GAHKOB BT B CPOK OT 5 (MeT) KaleHapHH IHH, CJIC/BAIN
JAarata Ha noiy4aBaHe Ha cpeactBara or HAI[MOHAJIHATA 3/IPABHOOCHUI'YPUTEJIHA
KACA /H30KY/, cpriacno 3anosen 3a onoGpsBane 3anaimasero Ha ycayra no ui. 7 or HAPEJIBA
Ne 2 o127 mapt 2019 r. 3a MEIMIMHCKNTE M APYTH yCIIyTH 10 4. 82, an. 1a u 3 ot 3aKona 3a 3apaBeTo
M 3a pella ¥ YCJIOBHATA 32 TAXHOTO 0J00psBaHe, 110/13BaHE U 3allalllaHe, M3/1aeHa Ha KOHKPETHO
JIeTe, a NPH 3aKyIyBaHe Ha JICKAPCTBEHU MPOAYKTH Che COOCTBEHHM CpeJcTBa Ha OOJHHIATA B CPOK
oT 60 (wecraecer) KaleHTapHH [HH Clle[ TPHEMaHe HAa JEHHOCTHTE MO J0CTaBkata M
npuapyxKapauiure s JokymeHt. Ot 1 ronm 2024 r. H30K 3annaiua siekapcTBeHuTe NPOAYKTH Ha
CTOHHOCT paBHa Ha CTOHHOCTTA, OnpeleieHa 1Mo pena Ha 4wi. 45, a1 29a u 296 or 3akona 3a
31paBHOTO OcurypsiBane /330/ ¥ NpH AOrOBOPEHH LIEHHW HA JIEKAPCTBEH MPOAYKT MO-BHCOKH OT
onpejenernte 0T H30K chiuuTe ce HamansaT 10 HOPMATHBHO ONpeIe/IEHUTE.

4. Odepupanuat npoaykT e ¢abpHyHO OMAKOBaH, KATO ONAKOBKHTE Ca ¢ He HApYIleHa
USJIOCT W HAJIMYHE HA HeoOX0MMaTa MapKHpPOBKa.

5. KbM narara Ha n0cTaBKaTa, OCTaThYHHST CPOK HA FOJHOCT Ha JIEKAPCTBEHHTE MPOIYKTH
e e He no-Manek 0T 40 % 0T 00SBEHUS OT IIPOU3BOIUTENS CPOK.

6. B crorBercTBHE ¢ wi. 12 ot Hapeaba Ne 10 npu n0cTaBka Ha NekapeTBeHH TIPOYKTH,
BKJIIOYEHH B 0hepTHTE, 3a/IbJKHTETHO TPsiOBA /1a ce I1Pe/I0CTaBs apTH/ICH cepTHhHKAT 3a KauecTso.
CBOTBETHO CEPTU(HHKAT 33 0CBOOOXKIaBaHEe HA NAPTHIATA HA JICKAPCTBEHHS TIPOLYKT.

[lpu Taka npeloKeHHTE OT HAc yCIOBUS, B O(EpUPAHATA LIEHA CME BKIIOUMJIH BCHYKHM
Pa3sXolH, CBBP3aHHU C KaYeCTBEHOTO W3ITBJIHEHHE HA MOPHYKATA B OIIMCAHHUs BH/1 H 0OXBAT.

I'apanTipame, 4e cMe B CBhCTOSHHE Ja H3IIBJIHHM KAQueCTBEHO MOPBUKATA B IIHJIHO
CBOTBETCTBHE € ropeomnucanara odepra.

[Ipunarame cienHuTe OKYMEHTH /110 TIpeLieHKa/:

Hara: .............

IMojamue: .............



