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INMPUTEXATEJIUTE THVIUA MO

HA PABPEIIEHME 3A ThPTOBUS HA EJIPO il

C JIEKAPCTBEHH IIPOIYKTH, o7, ;_’éf;f/?i
LE

NOJIYYEHO 10 PEJIA HA IJIABA JEBETA OT 3JITIXM 2044, |

IMNOKAHA

32 NIPE10CTaBfHE Ha 0depTa 32 10CTABKA HA Hepa3pelleHH 3a ynoTpe6a B Penybuauka
brarapus nexapersenn npoaykrH n JIEKAPCTBEHH NMPOYKTH BKJIKYEHH B CIIHCHKA 110
4. 266a, a1 2 ot 3aKoHa 3a JleKapcTBeHHTE NPOAYKTH B XyMAHHATA MeIHIHHA 10 peaa
Ha Hapen6a Ne10/17.11.2011 r. na MuHHCTEPCTBO HA 3ApaBeonalBaHeTo (M3), 3a kouTo

HAMA 1efiCTBANI0 PAMKORBO cropasymenne ¢ M3

YBAYKAEMMH ITPEACTABJISIBALLIH,

Ha ocnopanue un. 156, an. 1 w wn. 158, an. 1 ot Hapen6a 10 ot 17.11.2011 r. Ha M3,
By otnpasam Hacrosiiara nokana 3a npeacrassue na 0(epTH 3a 10CTABKA HA J0TYOTIHCAHUTE
JICKapCTBCHH NMPONYKTH, BKTIOUEHH B CIIMCHKA MO 4. 2664, an. 2 ot 3JIITXM, kouto Morar 1a
OB/JIaT M3MO/I3BAHH 32 JIEYEHHETO Ha MALMEHTH Ha JICYeGHOTO 3aBeJICHHE, KAaKTO ClIe/Ba;

Iopenen Mexaynapoxno JlexapcrBena dopma u Mepha
Ne S Ceun HEATCHTHO KOJIHY€CTBO €IHHHIIA
HAHMMEHOBaHHe

1 BOSBA10 | 50% glucose solution Tpukamepen cax 3a ONaKoBKa
5.9% amino acids NIapEHTEPAIHO XpaHEeHe, KOHTO
solution with BKJTFOYBA pa3TBOP Ha IIIOKO3a,
electrolytes AMMHOKHCE/IMHH, €NIEKTPOTUTH H
12.5% lipid emulsion TUnHHa emyncus, 1000 mo

2 BOSBAI10 | 50% glucose solution Tpukamepen cax 3a OIIaKOBKa
5.9% amino acids NapeHTEePaIHO XpaHeHe, KOHTo
solution with BKJIIOYBA pa3TBOP Ha TIIHOKO34,
electrolytes AMHHOKHCEJIMHH, SJIEKTPOJIMTH H

L 12.5% lipid emulsion TMOHIHA eMyJicHst, 500 i

Od)epTPITe CC HU3IOTBAT OTAEITHO 3a BCEKH CIUH JICKapCTBEH MPOAYKT, IO NPHIOKEHUS

obpasell 1 3aABJDKUTENHO ClIejBa 1a ChIBPIKaT ClieaHara HHPOPMALHS:
1. MexayHapoaHo HenaTeHTHO HAMMEHOBAHHE (INN) Ha akTHBHOTO BelecTBO;
2. TproBcko HaMMeHOBaHHe Ha JCKapCTBEHHS TPOAYKT;

3. Bun na nexapcrBenara GopMa M KOMHYECTBOTO HA AKTHEBH

4. Ilpoussoaurern;

OTO BEIIECTBO B JI030Ba €JIHHHIIA,

5. KonuyecTBo B e1na onakoska:

6. Llena Ha slekapcTReHHS [IPOJIYKT;

7. Cpok Ha JI0OCTaBKa;

8. Cpok Ha BaJMIHOCT Ha IpejicTaBeHaTa IIeHOBa odyepTa.
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KbM narara Ha W3BBpIIBaHE HA TOCTABKATA, IOCTABEHMST JICKapCTBEH MPOAYKT CJIe/Ba
Aa € ¢ MHHEMAJICH CPOK Ha FOJIHOCT He M0-KpaThk 0T 40 % 0T 06sBeH s OT MPOU3BOANTES 3a
TICKapCTBEHUTE MPOAYKTH.

OdepruTe, M3roTBeHN Ha XapTHEH HOCHTEN ce TIOaBaT B HenoronctBoto Ha CBAJI no
aercku 6onectu ,,JIpod. MBan Mutes™ EAJL, rp. Codu, n.k. 1606, 6yn. ,,Axan. Usan [emop™
1L.

IIpenocragenute or Bawa crpana odepru ce monasar na XapTHEH HOCHUTE] MM IO
CJIEKTPOHEH MbT 10 email: apteka/@pediatrichospital.bg B epok 10 03.12.2024 1. o 16.00 yaca.

OdepruTe, M0/1a/IEHN 110 €JIEKTPOHEH ITBT CIIEBA 1A C4 H3TOTBEHH TpH YCIOBUATA H pelia
Ha 3aKOHa 32 EIEKTPOHHHUS JOKYMEHT U eeKTPOHHHUTE ynoctoBeputesHu yenyru (3EJIEYVY) u
nomanenu Ha email: aptekapediatrichospital.be

Odeprn, KOUTO He OTrOBAPAT HA H3UCKBAHHSTA HA HACTOAIIATA TOKAHA M ¢4 ¢ H3TCKIA
BAJIM/IHOCT, HE MOATIEKAT Ha pasIiiexk JaHe.

B croreercTBHe ¢ wi. 12 or Hapen6a Ne 10 IIpH JIOCTABKa Ha JIEKAPCTBEHH TPOIYKTH,
BKIIOYEHH B O(epPTUTE, 3aIBDKHTENHO Tp6Ba a ce NpefocTaBs NapTHIEH cepTH(UKAT 3a
KaqeCcTBO, CHOTBETHO CePTH(UKAT 3a 0CBOOOKIaBaHE HA IAPTHIATA HA IKAPCTBEHHS MPOIYKT,

Ilpu odepupane Ha nexkapcTBeHM mpoxykTH, Ch/IbPKAIlH HAPKOTHYHH BELIECTRA, Ce
CrasBaT M3HCKBAHUATA HA 3aKOHA 3a KOHTPOJ HA HAPKOTHYHHTE BELIECTBA W IIPEKYPCOPUTE
(3KHBIT).

3amiauianeTo 3a JeKapCTBEHHTE TPOIYKTH 3akynyBanu 1o HAPEJIBA Ne 2 ot 27 mapr
2019 r. e ce U3BBPILBA 110 GAHKOR BT B CPOK OT 5 (TeT) KaleHIapHH [HH, CleABallH 1aTaTa
Ha nomy4aBane Ha cpejcrara o1 HALIUOHAJIHATA 3[IPABHOOCHUI'YPUTEJIHA KACA
/H30K/, cbrnacno 3anosen 3a o106psiBade 3amiamaHeTo Ha yeayru o 4. 7 ot HAPEJIBA Ne
2 ot 27 mapt 2019 1. 3a MeAMIUHCKHTE U ApyrH ycayru no wi. 82, an. la u 3 or 3akona 3a
3APaBETO H 33 peia M yCIOBUATA 3a TAXHOTO 0N00pABaHe, MOJ3BaHe U 3aMallaHe, H3aa/eHa Ha
KoHKpeTHO aere. Ot 1 romu 2024 r. H30K 3amnania JICKapCTBEHHUTE NMPOAYKTH HA CTOHHOCT
paBHa Ha CTOMHOCTTA, OTpeIeNeHa 0 peaa Ha wi. 45, ai. 29a u 296 ot 3aKoHa 3a 31paBHOTO
ocurypsiBane /330/ W mpH JOrOBOPEHH LEHH Ha JCKapCTBEH MPOAYKT IO-BHCOKH OT
onpeznenenure ot H30K crimmre ce namansr mo HOPMATHBHO ONPEICTICHHTE.

Odeptite Cce M3IOTBAT MO NpPHIOKEHHS oOpaszenl Ha OBJrapckH e3uk. Beuuk
AOKYMCHTH, NOKa3Ballld CBOTBETCTBHETO HA YYACTHHUIHTE ¢
H3HCKBAHHA, C€ NMPEACTABAT B OPHIMHAI WM KaTo 3aBepe = -Q&ngHwa

NPHJIPYKEHH C MPEBOJ Ha OBATapCKH €3UK.
JanuueHa uHdoOpMaLKHA Ha ] /

Ilpunoxenne: OGpasen Ha NpeaTOKeHHE

ocHosaHue un, 37 or 300N

JI-P BJIATOMMP 3/IPAB
H3ITBJIHUTEJIEH JTHPEKTO) —
CBATIIO JETCKH BOJIECTH , [TPOG-1iB4+




IPEJJIOKEHME 3A U3ITbJIHEHUE
Ha 10CTaBKa HA HepaspenieHH 32 ynoTpeda B Penybanka Bearapus aekapersenn NPOIYKTH
H JIeKapCTBEHH NPOIAYKTH BKJIKYEHH B CIHCHKA 10 41 266a, a1, 2 ot 3akoHa 3a
JEKAPCTBEHHTE MPOJYKTH B XYMAaHHATAa Me/THIHHA 1o peaa na Hapea6a Ne10/17.11.2011 r. na
Munncreperso Ha 3apaBeonassanero (M3), 32 KOHTO HsiMa AeHCTBAIIO PAMKOBO
cnopasymenue ¢ M3

OT:
(HaMMeHOBaHHE HA YYAaCTHHKA)
[TpencraBnasano ot -

C aJipec Ha yIpaBIeHHe: I'p. YIL , No
, TEIL: ¢akc: , e-mail:

H aJipec 3a KOPECHOHIEHUMA: IP. yII. , No
, TEN.: , (bakc

EHUK:

C paspeinenue 3a THproBus Ha CIPO € JEKapCTBEHH MPOJIYKTH, MOJIYYEHO N0 peJia Ha riiaBa JIeBeTa
oT 3JITTXM ¢ Ne

Pasnnamareina cmerka:
IBAN:
OaHka:
BIC: ;

JInue 3a KOHTAKT: -
C aZipec Ha yIpaBJieHHE: Ip. YL , Ne
; TelL: (akce: , e-mail:

VYBakaeMH JaMH H rocIoa,
C nacrosmoro Bu npencrassme Hameto IPE/UIOKCHHE 33 NOCTABKA Ha JIEKAPCTBEHHS MPOIYKT:

MexayHapoauo
JlekapcTBena popma u Mepna
Iopexen Ne | ATC koa HEMATeHTHO p pop p
KOJIH4eCTBO eJHHHIA
HAHMEHOBaHHe

*Ilonbasa ce CBIIACHO TEXHHYECKATA CI'[B[IH(I)HKE[IHH OT MoOKaHaTa

- MexayHapoaHo HenaTeHTHO HaHMEHOBaHHe (INN) Ha aKTHBHOTO BEIECTBO:
- I'bproBecko HaMMeHOBaHHE Ha NeKaPCTBEHUS ADOEYETS s vis s smmmens

- B Ha nekapcTBenata popMa 1 KOJIMYECTBOTO HA AKTHBHOTO BEIIECTBO B 1030Ba €IHHHIIA:
. [IpousBomuten: ..................

. Konuuectso B eina onakoBka: ..................

- CpoK Ha locTaBKa OT naTaTa Ha 3asBKa: ..................

- CpOK Ha BaIMIHOCT Ha NpeCTaBeHATa [leHOBA i1 0 L

. Eninnunara nena 3a onakoska s ............... (CmoBOM: .................. ) neBa 6e3 JIJ1C

. Eninu4naTa nena 3a onakoskas ............... (CTTOBOM: ..o, ) nesa ¢ JIZIC

NGO N B W) —



Hexsiapupam:

1. 3anosHax ce ¢ mokaHaTa 3a yyacTHe M C MOCOYCHHTE B HES H3HCKBAHMS 3a U3TOTBSIHE H
Npe/icTaBsiHe Ha OepTaTa U 3a U3NbIHEHHE HA JOCTABKH Ha FOPENOCOYEHH S JIEKAPCTBEH MPOIYKTH.
IlonaBaneTo na Hacrosmara odepra yAOCTOBepsiBa Oe3yC/IOBHOTO IIpHeMaHe OT Hamla CTpaHa Ha
BCHYKH H3HCKBAHHUSA U 3aIb/KCHHS, IOCTABEHHU B TOKAHATA.

2. mame BB3MOKHOCT Ja OCHTYPHUM o(epupanus JeKapcTBeH MPOIYKT 3a Cpoka Ha
JIOTOBOpA.

3. CsriaceH ¢bM 3aMIaniaHeTo 3a JICKapCTBCHUTE NPOAYKTH 3aKymyBaHu mo HAPEJIBA Ne
2 o1 27 mapt 2019 1. 1a ce U3BBPLIK 10 GAHKOB IIBT B CPOK OT 5 (TIeT) KaJleHAapHH HH, cJIeIBallIN
Aarata Ha nony4asane Ha cpeacrBata ot HAIIMOHAJIHATA 3JIPABHOOCHIYPUTEJTHA
KACA /H30K/, ¢cbrinacuo 3amnoses 3a on00psABaHeE 3aIUIAIAHETO HA YCIYTH 110 4il. 7 OT HAPEJIBA
Ne 2 o127 mapt 2019 r. 3a MeTHUMHCKHTE 1 APYTH yCayry 1o wi. 82, an. lau 3 ot 3akoHna 3a 31paBeto
H 33 pella U yCIoBHATA 3a TAXHOTO 0J00psBaHe, NION3BaHE U 3alLIAllaHe, M3/aeHa Ha KOHKPETHO
Aere. Ot 1 1omu 2024 r. H30K samnama JICKapCTBEHUTE TPOAYKTH Ha CTOMHOCT paBHa Ha
CTOHHOCTTA, ONpe/eNieHa o pefa Ha 4. 45, an. 29a u 296 or 3akoHa 3a 3/IpaBHOTO OCUTYpPSIBAHE
/330/ v npu noroBopeHH LeHH Ha JICKapCTBEH MPOAYKT MO-BHCOKH OT ompeneneHute ot H30K
CBIIUTE CC HAMATIAT JI0 HOPMATHBHO OIIPEICTICHHTE.

4. OdbepupanusaT mpoaykT e (GabpuyHO OMaKoBaH, KaTo OMAKOBKHTE ca C He HapylieHa
LATOCT M HAMYHE Ha He0OX0IMMaTa MapKHPOBKa.

5. KbM narata Ha moctaBkaTa, OCTATHUHHAT CPOK Ha IOJIHOCT Ha JIEKapPCTBEHHTE MPOAYKTH
lie € He o-ManbK 0T 40 % 0T 00ABEHUS OT IPOU3BOAUTEIIS CPOK.

6. B cvorerctBHE ¢ wi. 12 or Hapex6a Ne 10 TpY JI0CTaBKa Ha JIEKAPCTBEHH MPOIYKTH,
BKJIIOYEHH B OepTHTE, 3a1bJDKHTE/THO TPSOBA 11 ce [IpeOCTaBs NapTH/IEH CepTU(HHUKAT 3a KAYeCTRO,
CBLOTBETHO CEPTH(HKAT 3a 0CBOOOKABAHE HA TIAPTHAATA HA NIEKapCTBEHUS NPOIYKT.

Ilpu Taka mpemioxennte oT Hac ycioBus, B oepHpaHaTa IieHa cMe BKITIOYHIH BCHYKH
PazXO/iH, CBhP3aHH € Ka4€CTBEHOTO U3ITb/JIHEHHE HA MOPHYKATA B ONMCAHUS BHI H OGXBAT.

FapaHTHpaMe, ¢ CME B CBCTOSIHHE 14 M3MNBIHHM Ka4eCTBEHO IOPBUYKATA B ITRJIHO
CHOTBETCTBHE C ropeonucaHara OIIJepTa.

[Ipunarame creannre qoKyMeHTH /110 Npewenka/:



