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NPUTEKATEJIUTE Rolsodadel stk a gl ShLs

HA PA3PELLEHHUE 3A THPTOBHS HA EJIPO St eentlo e b

C JEKAPCTBEHH MPOJIYKTH, | VaxNe X036 3022

TTOJIYYEHO MO PEJIA HA [JIABA JEBETA OT 3JIITXM LB A....... 2047
INIOKAHA

32 Npe10CcTaBAHe HAa ohepTa 32 AOCTABKA HA Hepa3pellleHH 3a ynorpeba B Peny6anka
Bharapus nekapcTBeHH MPOAYKTH H JIEKAPCTBEHH NPOAYKTH BKJIIOYEHH B CIHCHKA 10
4L 266a, aa. 2 or 3aKkoHa 3a JIeKapCTBEHHTE NPOAYKTH B XyMaHHATA MeAHLHHA 110 pena
na Hapenda Ne10/17.11.2011 r. Ha MuHnCcTepCTBO Ha 31paBeonasBanero (M3), 3a Kouto

HAIMA IeHCTBAI0 PAMKOBO criopazyMenue ¢ M3

YBAKAEMU ITPEJICTABJISIBAILLMH,

Ha ocHoBanue wn. 156, an. 1 u un. 158, an. 1 ot Hapen6a 10 ot 17.11.2011 . na M3,
By otnipaBsm HacTosiIaTa nokaHa 3a npejcTaBsiHe Ha OQEPTH 3a JOCTABKA Ha JI0JlyOnTUCaHH S
JICKapCTBCH INPOAYKT Hepa3peleH 3a ynorpeba B Penydiauka Bwiarapusi, xoifto na 6be
M3II0/I13BaH 3a JICYCHHUETO Ha MAlMEHTH Ha Ie4eOHOTO 3aBEICHHE, KAKTO CJIE/IBA;

Mexaynapoano
Holﬁueﬂ ATC kon HENATEeHTHO ﬂekaﬂg&‘:‘;;lloomm " ez:lel:):lfa
HaHMEHOBaHHE
1 L-Arginin- 20 mn, amnysia OIlaKOBKA
' Hydrochlorid 21 |%

Odeprute ce H3rOTBAT OTIEIHO 3a BCEKH €IMH TEKAPCTBEH NPOAYKT, 110 TIPHIIOKEHHS
0Opasell 1 3a/(b/DKMTENHO Clie/Ba 1a ChABPIKAT ClIeHaTa HHPOPMALHS:
- Mexnynapoano HenareHTHO HauMeHoBanue (INN) Ha aKTHBHOTO BELIECTBO
. TBproBcko HaMMEHOBaHKE Ha JIEKAPCTBEHHS IPOIYKT;
- Bunt Ha siekapeTBeHara gopMa M KOJIHYECTBOTO Ha aKTMBHOTO BEIIECTBO B J1030Ba €MHHIIA:
. [Ipousromuten;
. KonnuecTBo B e/1Ha onakoBka;
. Llena Ha nexkapcTBeHMs IIPOAYKT;
. Cpok Ha 1ocTaBka 0T 3asBKa;
- Cpok Ha BaJIM/IHOCT Ha TIpeJicTaBeHaTa eHoBa odepra.

e e R O S

K&M narara Ha U3BBpIIBaHE HA JOCTABKATA, TOCTABEHHSAT JIEKapCTBEH MPOAYKT Clie/Ba
Ja ¢ ¢ MHHHMAJIEH CPOK Ha FOJHOCT HE 1M0-KpaThK oT 40 % oT 00sBeHus OT IIPOHU3BOJIMTENA 3a
JIEKaPCTBEHUTE MPOIYKTH.

Odeprute, M3roTBeHH Ha XapTHEH HOCHTEN ce mozxaear B Jlenosoactsoto Ha CBAJI no

Aercku Oonecty ,ITpod. Msan Mutes™ EAJI, rp. Codu, n.k. 1606, 6yx. ,.,Axan. Uean lemon™
L.

I |




IlpenocraBenute or Bamia ctpaHa odepTd ce I10JaBaT Ha XapTHEH HOCHTEN HWJIH 110
eNeKTpOHeH NbT A0 email: aptekaiwpediatrichospital.bg B cpok mo 21.11.2024 r. no 16.00 yaca.

OdepruTe, N01a7I€HHU 110 JIEKTPOHEH ITBT CJIE/BA 1a ¢a U3TOTBEHH IPH YCIOBUATA U peja
Ha 3aKoHa 3a eJIEKTPOHHHS JOKYMEHT U €JeKTPOHHHUTE yaocTtoreputeaHu yeiyrd (3EJAEVYY) u
nogaaeHu Ha email: apteka‘@pediatrichospital.bg

OdepTH, KOUTO HE OTTOBApPAT HAa H3HUCKBAHUATA HA HACTOSIILATA [IOKAaHA HJIM Ca C H3TEKJIa
BaJIMIHOCT, He MOAJIEKAT Ha pasriiexaaHe.

B crotBerctBHe ¢ 4. 12 or Hapenda Ne 10 mpu nocraBka Ha JeKapCTBEHH NMPOIYKTH,
BKJIIOYEHH B oQepTHUTe, 3ab/KHTENHO TpaOBa Ja ce mpeaocTaBs NapTHAEH cepTHdHKar 3a
KaueCTBO, CLOTBETHO cepTUdHKAT 3a 0cBoO0KIaBaHe HAa MApTHUIATa HA TeKapCTBEHHUS IPOAYKT.

Ilpu odepupane Ha neKapcTBEHU NMPOAYKTH, CHIABPKAIIM HAPKOTHYHH BEIECTBA, Ce
cra3Bal M3UCKBaHMATA HA 3aKOHA 3a KOHTPOJ Ha HApPKOTHYHHUTE BELECTBA U NPEKYpCOpHUTE
(3KHBITI).

3annamaHeTo 3a JeKapCTBEHUTE ITPOIYKTH 1I€ C€ W3BLPIIBA 10 OAHKOB MBT:

1. Ilpu 3annamane or H30K B cpok ot 5 (meT) kaneHJapHH JHM, clIeJBAllX AaraTa Ha
nonyyapaHe Ha cpexacteara or HAIJMOHAJIHATA 3J/IPABHOOCUI'YPUTEJIHA KACA
/H30K/, cvrnacuo 3amoBen 3a ogobpsBaHe 3amalaneTo Ha yeryrd o 4. 7 ot HAPEJIBA Ne
2 ot 27 mapt 2019 r. 3a MeTHUUHCKUTE U APYTH ycayrd no wi. 82, an. la u 3 or 3akona 3a
3[paBeTo U 3a pejia M YCIOBUATA 3a TAXHOTO 0100psiBaHe, TI0I3BaHe H 3alulallaHe, H3aieHa Ha
KoHkpeTHO Aete. Ot 1 romm 2024 r. H30K 3annama sexkapcTBEHUTE NPOAYKTH Ha CTOHHOCT
paBHa Ha CTOMHOCTTA, ONpeeieHa Mo peaa Ha 4i. 45, an. 29a u 296 or 3akoHa 3a 3ApaBHOTO
ocurypasaHe /330/ W HpH JOTOBOpPEeHHM II€HH Ha JIEKAPCTBEH NPOAYKT IIO-BHCOKH OT
onpenenenute oT H30K cpimTe ce HaManar 10 HOPMaTHBHO OIIpe/IeIeHUTE.

2. Ilpy 3annamaHeTro 3a JeKapCTBEHHTE NPOAYKTH CBhC COOCTBEHH CpEICTBa Ha
OonnuuaTta B cpok oT 60 (wecTaeceT) KaJeHJApHH JHU clie/l IPHeMaHe Ha JIeHHOCTHTE 110
JI0CTABKATa M MPH/PYKaABAIIUTE s JOKYMEHTH.

OdepTtuTe ce H3rOTBAT MO MNpPUIOXKEHHS oOpasell Ha OBATAapCKH €3HK.
JOKYMEHTH, [0Ka3Balli CBHOTBETCTBHETO HA YYACTHHLHUTE C [OCTABEHHTE B
W3UCKBAHUS, C€ NPEJCTaBIT B OPUI'MHAI MJIM Karo 3aBepeH
NPHJIPYKEHH C IIPEBO/T Ha OBJITrapcKu €3HK.

[Ipunoxenue: OOpazen Ha npeaIOKeHHE

Januuera uHGOPMaLMA Ha
ocHoBaHWe un, 37 ot 30N

A-P BJIATOMMP 3IPABKO
H3ITBJIHHTEJIEH JTHPEKT




IPEJJIOKEHHUE 3A U3IIBJIHEHUE
Ha 10CTaBKa HA HepaspellleHH 3a ynorpeda B Penybinka Brirapus aekapcrseHn npoaykTu
H JIEKAPCTBEHH MPOAYKTH BKJIIYEHH B CIHCHKA MO WI. 2662, aJ. 2 ot 3akoHa 3a
JIEKAPCTBECHUTE NPOAYKTH B XyMaHHATa MelHIIHHA o peaa Ha Hapex6a Ne10/17.11.2011 r. na
MuHHCTEepPCTBO Ha 31paBeonaseanero (M3), 3a KoHTO HAMA AeiicTBAIIO PaMKORO
cnopasymenne ¢ M3

OT:
(HaMMeHOBaHME Ha yYaCTHHKA)
[IpencraBngBano ot -

C aJpec Ha yIpaBJeHHUe: Ip. yIL. , Ne
, TeNl.: thakc: , e-mail:

M aJIpec 3a KOPeCIOHIEHIIHS: TP. yII. , Ne
, TEJL.: , haxkc

EUK: ,

C paspellleHHe 3a THProBUs Ha €7Ipo C JIEKapCTBEHH MPOIYKTH, IIOJIYUEHO 110 pejia Ha IJIaBa AeBeTa
ot 3JIIIXM ¢ Ne

Pasznnaniarenna cmerka:

IBAN: :
DaHka: :
BIC: :

Jluiie 3a KOHTAKT: -
C aJpec Ha yNpaBJieHHeE: TP. VI , No
, TeJL.: (hakc: , e-mail:

YBakaeMHu JaMH H rocrnoa,
C nacrosioro Bu npeacrasaMe HameTo NPEUIOKEHAE 3a IOCTABKA HA JIEKAPCTBEHUS MTPOJIYKT:

MexayHnapoano
JlekapcTBeHa dopma H Mepua
Ne ATC kon HEMATEHTHO P hop P
KOJIHYECTBO eIHHHLIA
HAHMEHOBAHHE

*Ionb/IBa ce CHIIACHO TEXHHYECKATA CIeHPHKALNS OT NOKAHATA

l Mesxaynaponno nenateHTHO HaumeHnoBarHe (INN) Ha AKTHBHOTO BEIIECTBO: ... ........ .
- Teproeeko HaMMeHOBAHHE Ha JIEKAPCTBEHHS POAYKT: ... ...... ...

- Bun Ha nexapcTBenata opma M KOJIHYECTBOTO HAa AKTHBHOTO BEIIECTRO B JI030Ba €IMHHUIIA: .
s FIPORS RO MRS s inmsnsii

KonnuecTBo B e/iHa onakoBka: ..................

. Cpok Ha J0CTaBKa OT J1aTaTa Ha JOCTABKA: ..................

. Cpok Ha BalMIHOCT Ha Npe/ICTABEHATA LIEHOBA OBPTET i v s smmmnmes

. EnlnHnuHaTa ueHa 3a OnakoBka B ............... (=51 (61:T5) 7 SA——— ) nesa 6e3 JIJ1C

. ElnBMunaTa ueHa 3a onakoBka B ............... (CIOBOM: ... ) nesa ¢ JIJIC

\OOO"-.IO\_UIJLUJN



Hexknapupam:

1. 3ano3Hax ce ¢ MokaHara 3a y4acTue M ¢ TOCOYEHHTE B Hes M3MCKBAHMS 32 M3rOTBSHE H
Ipe/CTaBsHe Ha ofepTarta U 3a M3NBIHEHHE HA OCTABKH HA TOPENOCOUCHHS JIEKapCTBEH MPOJYKTH.
llonapanero Ha Hactosmara ogepra yaocToBepsiBa GE3yCIOBHOTO [IpHEMaHe OT Halla cTpaHa Ha
BCHYKH MU3HUCKBAHUS H 3aIBbJIKSHHS, IIOCTABEHH B MOKAHATA.

2. maMe BB3MOXHOCT Ja OCHTYpHM odepHpaHus JICKapCTBEH TNPOJYKT 3a CpoKa Ha
JOrOBOpA.

3. ChbIJIaceH CBM 3aMUIAIAHETO 32 JTEKAPCTBEHHTE OpOayKTH 3aKynyBaHu no HAPEJIBA Ne
2 ot 27 mapt 2019 r. 1a ce U3BBLPIIK MO GAHKOB BT B CPOK OT 5 (IeT) KaleHJapHH! JHHM, CIIe/IBAIIN
AaraTa Ha mnony4asane Ha cpenacrtsata ot HALIMOHAJIHATA 3JIPABHOOCUI'VPUTEJIHA
KACA /H30K/, cerimacHo 3amnoses 3a 01o6psBane 3amnammaHleTo Ha yenyru o wi. 7 or HAPEJIFA
Ne2 ot 27 mapt 2019 1. 3a Me IMUMHCKHTE ¥ IPYTH ycayru no 4. 82, an. lau 3 ot 3akoHa 3a 31paBeTo
1 3a pe/la ¥ yCIOBHATA 32 TAXHOTO O0OpsABaHe, MON3BAHE M 3aIlIallaHe, W3faieHa Ha KOHKPETHO
ACTE, a TpH 3aKyMyBaHe Ha JICKapCTBEHH MPOJYKTH ChC COOCTBEHH CPE/ICTBA Ha GOJNHMIATA B CPOK
oT 60 (wectneceT) KajleHIApHH [HH Clel IIpUeMaHe Ha JEeHHOCTHTE MO [JOCTABKATa M
puapyxasamure s 1okyMeHTH. Ot 1 romu 2024 r. H30K 3annama nexapcrsennTe IIPOAYKTH Ha
CTOHHOCT paBHA Ha CTOMHOCTTA, ONMpeJeNeHa o pena Ha u4i. 45, am. 29a u 296 ot 3akonHa 3a
31paBHOTO ocurypsBate /330/ u mpu JIOrOBOPEHH LEHM HA JEKAPCTBEH IPOAYKT MO-BHCOKH OT
onpenenenure 0T H30K chimTe ce HaMansT 10 HOPMAaTHRHO OMpeENeHuTE.

4.

5. Odepupanusr npoaykr e $habpHYHO OMAKOBAH, KATO ONAKOBKHTE ca ¢ He HapylleHa
UsI0CT H HATHYHE HA HeoOX01MMaTa MapKHpPOBKa.

6. KbM n1arata Ha JocTaBKata, OCTaTHYHHAT CPOK HA TOJHOCT HA JIEKapCTBEHHUTE MPOIYKTH
e € He mo-MankK oT 40 % 0T 00ABEHMSI OT IIPOM3BOUTENS CPOK.

7. B cwotBercTBHE ¢ wi. 12 ot Hapen6a Ne 10 IpH OCTaBKa Ha JIEKAPCTBEHH MPOJYKTH,
BKJTIOYCHH B 0)ePTHTE, 3a/TBDKUTENHO TpsiOBa 1a Ce MPeIoCTaBs MapTHAECH cepTH(HUKAT 3a Ka4ecTRO,
CHOTBETHO cepTH(UKAT 3a 0CBOOOXKIABAHE HA NMAPTHAATA HA JIEKapCTBEHHUS TIPOIYKT.

Ilpu Taka npeanoxkenuTe OT HAC YCNOBHSA, B O(epHpaHATa EHA CMe BKIIOYHIM BCHYKH
Pa3XO/iH, CBBP3aHH C KaYeCTBEHOTO HU3IBJIHEHHE Ha MOPHYKATA B OMMCAHHA BH H OOXBAT.

lapantupame, ye cMe B CBHCTOSHHE [a W3IBIHHM KAueCTBEHO NOpbYKaTa B IMBIHO
CBOTBETCTBHE C ropeonucanara opepra.

Ilpunarame cienHuTe 10KYMEHTH /110 [IpeIeHKa/:

HETAS i vonssnnmmmn

[Mommuc: .............



