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MMPUTEKATEJIUTE | AETCKY BONECTY - EAQI COQUS |
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C IEKAPCTBEHH IIPOJYKTH, I Y WY
MOJYYEHO 110 PEJIA HA IVIABA JIEBETA OT 3JIIIXM = e

IIOKAHA

32 Npe/0CTaBsAHE Ha oepTa 32 10CTABKA HA Hepa3pellenn 3a ynoTpe6a B Peny6.inka
bLarapus nexkapeTsenn npoxykTi u ekaperBenu MPOAYKTH BK/IIOYEHH B CIIHCHKA M0
4. 266a, aJ1. 2 ot 3aK0HA 3a JIeKapCTBeHHTe NPOXYKTH B XYMAHHATA MeIHIIHHA 110 PeJa
na Hapenba Nel10/17.11.2011 r. na Munucreperso na 3apaseonaseaHero (M3), 3a kouTo

HfAMA [JeHCTBAIO PAMKORBO criopasymenne ¢ M3

YBAKAEMM ITPEACTABJISIBALIIH,

Ha ocnoBanme . 156, an. 1 u un. 158, an. 1 or Hapen6a 10 ot 17.11.2011 . Ha M3,
Bu oTnpaeaM HacTosiara nokana 3a npeacTaBsHe Ha 0(epTH 3a TOCTABKA Ha JOMYONHCAHUTE
ICKAapCTBCHH NPOJIYKTH, BKIFOUYEHH B CIIUCHKA 110 Wil. 266a, ai. 2 ot 3JITTXM, kouto Morar ia
OB/JIaT U3MOI3BAHY 32 JICYEHHETO HA MALMEHTH Ha JIeYeGHOTO 3aBE/ICHHE, KAKTO ClIe/IBa:

Iopenen Memnyraponso JlexapcTBena dopma n Mepna
Ne ATC ron TCRATIRIIY KOJIHYeCTBO €IHHHIA
HaNMEHOBaHHe

1 BOSBA10 | 50% glucose solution Tpukamepen cak 3a OIlaKOBKa
5.9% amino acids NapEHTEPAIHO XpaHEHE, KONTO
solution with BKJIIOYBA pa3TBOP Ha IIIHOK03a,
electrolytes AMHHOKHCCITHHH, €NEeKTPOJIMTH U
12.5% lipid emulsion Jmnuana emyacus, 1000 ma

2 BOSBA10 | 50% glucose solution Tpukamepen cak 3a OIIaKOBKa
5.9% amino acids NAapEHTEPAIIHO XPaHeHe, KOHTO
solution with BKJIOYBA PAa3TBOP Ha IJIHOKO34,
electrolytes AMUHOKHCEITHHH, €JIEKTPOJIUTH 1
12.5% lipid emulsion JTHIKJHA eMyacHs, 500 mu

OdepruTe ce U3rOTBAT OTAENHO 33 BCEKH eaUH JIEKapCTBeH MPOJYKT, MO TPHIIOKECHHS
o0pasell U 3aIbIKMTENHO ClleBa qa CBABPNKAT ClEHATa HHOPMAIHS:
1. Mesx1yHapoIHO HENMATEHTHO HANMEHOBAHKE (INN) Ha aKTHBHOTO BeIECTBO;
2. Tpproecko HaMMeHOBaHKE Ha JleKAPCTBEHHS IIPOAYKT;
3. Buzt Ha nexaprBenara opma M KOJIHYECTBOTO Ha aKTHBHOTO BELIECTBO B /1030Ba €AMHULA;
4. IlponsBoauren;
5. KonnuecTBo B enna OTaKOBKa;
6. Llena Ha JiekapcTBeHHS TPOLYKT;
7. Cpok Ha 10CTaBKa;
8. Cpok Ha BalM/IHOCT Ha IIPEACTABEHATA LICHOBA otepra.
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KM nmarara Ha 3BBPIIIBAHE Ha 0CTABKATA, IOCTABEHHSAT JIEKAPCTBEH NPOYKT CIETRa
Jla ¢ ¢ MUHHUMAJICH CPOK Ha TOAHOCT He T0-KpaThK 0T 40 % 0T 00ABEHHs OT MPOM3BOAUTENS 3
JICKapCTBEHUTE MPOJAYKTH.

OdeprHTe, H3roTBEHH Ha XapTHEH HOCHTEN ce moxasar B Jlenosoactsoto Ha CBAJI 1o
aetcku Oonectu ,IIpod. Mean Murtes* EAJI, rp. Codu, n.x. 1606, 6yn. ,,Axan. Meau [emos*
11.

[Ipenocrasenute ot Bama crpana odepTi ce monasar Ha XapTHEH HOCHTEN HIIH 110
€NEKTPOHEH BT A0 email: apteka‘wpediatrichospital.bg B cpok 10 03.10.2024 1. 10 16.00 yaca.

Odeprure, noganeHu Mo eIEKTPOHEH BT CICABA Ia Ca H3TOTBEHU IIpH YCJIOBUSTA U pelia
Ha 3aKOHa 3a eNEKTPOHHMU TOKYMEHT H eJIeKTPOHHHTE ynocroBepureanu yeuyru (BEIEYY) u
nonaneHu Ha email: aptekad pediatrichospital.bg

Odepry, KOHUTO HE OTrOBAPAT HA HINCKBAHMATA HA HACTOSIIATA TTOKAHA WIIH C4 C H3TeKNa
BAIMIHOCT, HE NOJJIEXKAT Ha pasriex/IaHe.

B cworeerctBHe ¢ uin. 12 ot Hapen6a Ne 10 IIpH TOCTaBKa Ha JIEKAPCTBEHH TPOIYKTH,
BKIIIOYCHH B O(EPTHTE, 3aXBIDKMTEIHO TPAOBA a Ce MPEeOCTaBs NapTuieH cepTUdUKaT 3a
KauecTBO, ChOTBETHO CePTH(HKAT 32 0CBOOOKIABAHE HA TIAPTH/IATA HA JICKAPCTBEHHS OPOJIYKT.

IIpu odepupane Ha nexkapcTBeHH NMPOAYKTH, ChIBPKAIIM HapKOTUYHHU BEUIEeCTBa, Ce
CIIa3BaT M3MCKBAHMATA HA 3aKOHA 3a KOHTPOJ HAa HAPKOTHYHHTE BELIECTBA U MPEKypcopuTe
(3KHBIT).

3anyamaseTo 3a JeKapcTBEHNTE MPOYKTH 3aKyIYBAHH 11O HAPEJIBA Ne 2 ot 27 mapr
2019 r. we ce u3BBpIIBA 110 GAHKOB MBT B CPOK OT 5 (I1€T) KaJeHIapH| HH, CJIe/IBAIIH JaTaTa
Ha nony4asane Ha cpenactata or HAITMOHAJIHATA 3J/IPABHOOCUT'YPHUTEJIHA KACA
/H30K/, crrnacuo 3anosen 3a ono6psiBane 3aniamaneTo Ha yeayru 1o wi. 7 ot HAPEJIBA Ne
2 ot 27 mapt 2019 r. 3a MEUIMHCKATE H IPYTH yenyrd nmo wi. 82, an. la u 3 or 3akona 3a
3MPABETO H 3a pe/ia U yCIIOBUATA 3a TAXHOTO 0q00psBaHe, I0I3BaHE M 3allIallaHe, H3a1eHa Ha
KoHkpeTHO fete. Ot 1 ronu 2024 . H30K 3annama nekapcTBeHuTe MPOAYKTH Ha CTOMHOCT
PaBHaA Ha CTOHHOCTTA, OIpeJieNieHa o peja Ha wi. 45, an. 29a u 296 ot 3akoHa 3a 3PaBHOTO
ocurypssaHe /330/ M TpH J0rOBOpeHM HEHH Ha JIeKapCTBEH IPOAYKT TIO-BHCOKH OT
onpezenenute oT H30K chiumTe ce HaMalIsT 10 HOPMAaTHBHO ONpeeseHuTe.

Odeprute ce H3rOTBAT MO NPUIOKEHHS obpaszenl Ha ObIrapcku esuk. Benuku
NOKYMCHTH, [NOKa3Ballld CBOTBETCTBHETO HA YYAaCTHHIIMTE C IIOCTABeHHMTE B llokauara
M3UCKBAHHA, CE NPCACTABAT B OPUTHHAJI MIIM KaTo 3aBEPEHH BSPHO C OPHIHHAJNA KOMHS,
NPHIPYKEHH ¢ NPEBOJ Ha ObJITapCKH €3HK.

[punoxenne: O6pazen Ha NpeLIoKeHHe CB
p pascn pen L / 4!7,70
-~ A

FanuueHa undopmauma Ha
ocHosaHke un, 37 or 300N

3a Usnbanurenen qupektop: -
A-P XPUCTO XPUCTOB,

CHIVIACHO 3amoBe/ PII—20-182/24.0W




NPEJJIOKEHHUE 3A U3 bJHEHUE
Ha 10CTaBKa Ha HepalpelenH 3a ynorpe6a B PenyGinka brarapus nexkapcereenn NPOAYKTH
H JICKAPCTBEHH NMPOAYKTH BKIIOYEHH B CHIHCHLKA 110 4WI. 2664, an. 2 ot 3akoHa 3a
JEKAPCTBEHATE NPOAYKTH B XyMAaHHATA MeMIHHA 110 pena Ha Hapen6a Ne10/17.11.2011 r. ua
Munucrepcerso na 3apaseonassanero (M3), 3a konTo HaMa feficTBamo PaMKOBO
cnopasymenne ¢ M3

OT:
(HauMeHOBaHKe Ha YYacTHHUKA)
[IpeacraBnseano ot =

C ajipec Ha yNpaBJeHHe: Tp. VL , Ne
5 TOI:: daxc: , e-mail:

H aJpeC 3a KOPECNOHICHIHS: I'D. VL. . Ne
1 , hakc

EUK: 5

C paspemenue 3a THPrOBHS HA €/IPO C JIEKAPCTBEHH NIPOIYKTH, MOJIY4€HO 110 pejia Ha I'JIaBa JieBeTa
ot 3JII1XM ¢ No

Pasnmnamarenna cmetka:

IBAN: ;
Oanka: :
BIC: ;

JIuue 3a koHTaKT: -
C a/IpeC Ha ympasJieHHeE: Ip. yiL. , Ne
, TeJL.: (akc: , e-mail;

YBarkaemu namu u rocrnoa,
C nacrosmoro Bu PEACTABAME HALIETO NPEJUIONKEHHE 3 0CTABKA Ha JEKAPCTBEHHUS NPOIYKT:

Mexaynapoano
JlekapcerBena dpopma u Mepua
Ilopeaen Ne | ATC kon HEeNATEeHTHO P bop p
KOJIHYE€CTBO eIHHHLA
HaHMeHOBaHHeE

*[Monbasa C€ ChIVIACHO TEeXHHYECKATA cneuml)mcauﬂﬂ OT NNOKaHarTa

- Mexnynapoano HenarenTtHo HanmeHosanue (INN) na aktuBHOTO Bemectso: ..............
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2. TeproBcko HaHMeHOBaHHe Ha JICKAPCTBEHHUS MPOAYKT: ...,

3. Buj na nekapcreenara (hopma 1 KOTHYECTBOTO HA AKTHBHOTO BCHIECTBO B 030BA €/IHHUIIA: ........
4. IlpowusBoauten: ..................

5. Konnuecrro B ena onakoeka: ...

6. Cpok Ha focTaBKa: ................ ..

7. Cpox Ha BamuaHOCT Ha lpecTaBeHaTa UeHOBa odepTa: ....................

8. Envnnunara uena 3a onaxoskas ... (CIOBOM: ......eovonn. . ) neBa Ge3 JIJIC

9. Enunnynara uena 3a onaxoskas ... (CIOBOM: ... ) neBa ¢ J1J1C

Jexnapupam:



l. 3ano3nax ce ¢ nokanara 3a YHaCTHE U € NOCOYEHHTE B Hesl H3UCKBAHHUA 32 M3rOTBSHE H
TIPE/ICTABsIHE Ha O(ePTaTa U 32 H3MbIHEHHE HA TOCTABKH Ha FOPENOCOYEHH S JIEKAPCTBEH MPOAYKTH.
Honasaneto na Hactosmara otepra yrocrosepssa 6€3yCIOBHOTO MpHemaHe oT Hama CTpaHa Ha
BCHYIKH H3MCKBAHHA H 3a/IbJDKCHHMS, IOCTABEHH B [I0KAHATA.

2. Umame BB3MOXKHOCT na OCHIYpUM OQepHpaHus JieKapcTBeH NPOIYKT 3a CpoKa Ha
JI0rOBOpaA.

3. Cobrimacen ¢bM 3amiamaneto 3a JICKapCTBEHUTE MPOJIYKTH 3aKYNYBAaHH 110 HAPEJIBA Ne
2 01 27 MapT 2019 1. 12 ce H3BBPIIK 10 OAHKOB ITBT B CPOK OT 5 (TeT) KaneHIapHu THH, crenBamy
AataTa Ha Mojy4YaBaHEe HA CpEICTBATa OT HAITMOHAJIHATA 3IPABHOOCHUI'VPUTEJIHA
KACA /H30K/, cbriacuo 3anosen 3a ono6psiBane 3annala”eTo Ha yCIayry 1mo yi. 7 ot HAPEJIBA
Ne2 or 27 mapr 2019 r. 3a MeqMUHHCKHTE M IpYrH yeyru 1o 4. 82, an. lau 3 ot 3akona 3a 3/lpaBeTo
1 33 pelia M YCIOBUSITA 3a TAXHOTO 0N0GpABAHE, [1013BAHE H 3allj1aliane, u3faaeHa Ha KOHKPETHO
aere. Ot 1 romu 2024 r. H30K 3alllalla JIEKapCTBEHUTE MPOAYKTH HA CTOMHOCT paBHa Ha
CTOMHOCTTa, onpeseneHa 1o pena na um. 45, an. 29a u 296 ot 3akoua 3a 3APaBHOTO OCUTYpsIBaHe
/330/ v npu AOTOBOPCHH LICHH Ha JIEKapCTBEH TIPOIYKT MO-BHCOKH OT onpenefienute or H3OK
CBILUTE Ce HAMAMAT 10 HOPMATHBHO ONpe/e/IeHHTe.

4. Odepupanusr IpoAyKT e (abpuyHo omakosaH, karto OIIAKOBKHTE Ca C He HapylleHa
LSJI0CT ¥ HATHYKE Ha HeoOX0quMaTa MapKHUpPOBKa.

5. KeM narara na nocraskara, OCTaThYHHSAT CPOK HA TOAHOCT Ha TIEKAPCTBEHHUTE MPOAYKTH
HIC € He mo-Manbk oT 40 % oT 06sBeHus OT NIPOM3BOJMTENS CPOK.

6. B croTBeTCTRHE ¢ Wi, 12 OF Hapenba Ne 10 nipu nocraeka na JICKapCTBEHH TTPO/TYKTH,
BKJIOYEHH B 0O)epPTHTE, 3abIKUTETHO Tpsi0Ba j1a ce npeocTags NapTHAEH CepTU(HUKAT 3a KauecTRo,
ChOTBETHO cepTHOHKAT 3a 0CBOGOXK 1aBaHe Ha NapTHaaTa Ha JICKAPCTBEHHs MPO/IYKT.

Ilpu Taka npemnmoxenute or mac YCIIOBHS, B odepupaHaTa LleHa cMe BKITIOUMITH BCUYKH
Pa3XOlu, CBbP3aHH ¢ KAYECTBEHOTO H3MbIHEHHE HA IIOpBYKATa B ONIMCAHHUS BH/ H 0OXBAT.

lapantipame, uye cme B cherosuue Aa WM3IBIHAM Ka4yeCTBEHO MOPBYKATA B ITHIHO
CBOTBETCTBHE ¢ ropeonucanara opepra.

[Ipunarame cnemuure AOKYMEHTH /110 nperieHKa/:

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

Hopmue: ............



