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NPUTEXKATEJIUTE 45/ f0- L2609
HA PA3PELUEHME 3A ThPTOBUSI HA EJIPO 09 O 74

C JIEKAPCTBEHHU IIPOAYKTH,
IMOJIYYEHO 1O PEJAA HA I''TABA JEBETA OT 3JIIXM

YBAKAEMMH IIPEACTABJ/IAABALLIY,

IMMOKAHA
3a mpeaocTaBsine HA odepra 3a J0cTaBKA HA Hepa3pewlleHH 3a ynorpeba B Peny6iuka
Brarapus JiekapcTBeHH MPOAYKTH H JIEKAPCTREHH NMPOJYKTH BKJIOYEHH B CIIHCHKA MO 41
2664a, a.1. 2 o1 3aKoHa 32 JIEKAPCTBEHHTE NPOJAYKTH B XyMaHHATA ME/IHIHHA 10 peJa Ha
Hapen6a Ne10/17.11.2011 r. na MuHHCTepCTBO Ha 31paBeonassanero (M3), 3a KouTo HAMA

AeHcTBAINO PAMKOBO cnopasymenne ¢ M3

Ha ocuoBanue un. 156, an. 1 v un. 158, an. 1 ot Hapeada 10 ot 17.11.2011 r. va M3, Bu
OTIpaBAM HACTOsILIATA TMOKaHA 3a [MpeicTaBsHe Ha odepTH 3a J0CTaBKa Ha J0J1yONUCaHWTE
JEKapCTBEHHU TIPOAYKTH, KOMTO MoraT jJa ObJaT M3MOJA3BAHM 32 JIEUEHHWETO HA IAUMEHTH Ha
e4yeDHOTO 3aBeACHHE, KAKTO CJIE/IBA:

Ne ot
Cuncnbka MexayHnapoaso
no Wi 266a, | ATC koa HellgTerTHO JIEKAPCTECHA BOPMA N Mepaa
KOJIHYeCTBO e/INHHLA
amn 2 or HaHMeHOBaHHe
3JIIXM
30 MO3CAOI Dantrolene 120 mg powder for solution for OMAKOBKa
injection
39 JOSAF10 Entecavir 0,05 mg/ml oral solution - 210 ml | onakoBka
40 BO5SBA02 FFat emulsions Emulsion for infusion - 100 ml OMaKOBKa
43 AOTAAIL2 Fidaxomicin 200 mg film-coated tablets OIaKOBKa
42 NOTAHO] Fentanyl 50 meg/ml solution for injection - | onaxkoBka
NO2ABO3 2ml
44 NO3AX27 Ganaxolone 50mg/ml oral suspension— 110 ml | onakoBka
45 JO5AB06 Ganciclovir 500 mg powder for concentrate OTIaKOBKA
for solution for infusion
54 JO6BAO2 Immunoglobulins, | 100 mg/ml solution for infusion - | onakoeka

normal human, for
intravascular adm

100 ml




75 VO3ABI5 Naloxone 0.4 mg/ml solution for OMAaKoBKa
injection/infusion - | ml

110 LOZAEO4 Triptorelin [1.25 mg powder and solvent for | onaxoska
prolonged — release suspension
for injection

114 VO7AB Water for injections | solvent for parenteral use - 10 ml | omakoska
116 A16AX28 Sepiapterin 250 mg oral powder in sachet OIIAaKOBKa
116 AT6AX28 Sepiapterin 1000 mg oral powder in sachet OMAKOBKa

OthepTiTe Ce M3rOTBAT OTACNHO 33 BCCKH €IHH JIEKAPCTBEH MPOIYKT. N0 NPUIOKEHHS obpasent
H 3aBbJIKHTENTHO C/ICABA 1A ChAbPIKAT ClieHaTa HHPOPMaLMS:
l. Mexnynapoano HenateHTHO HaumeHoBanue (INN) Ha AKTUBHOTO BelECTBO;
2. THproecko HAaMMEHOBAHHE HA JTEKAPCTBEHMSA MPOAYKT;
3. Bua Ha niexkapcTBeHaTa opMa W KOJIMYECTBOTO HA AKTHBHOTO BEILECTRO B [030BA ¢IMHHUIA;
. [lpoussoauren;
. KonnyecTBo B enHa onakoeka;
- Lena Ha nexapctpenus npoaykt ¢ JJJIC, nocodena B ieBa U B €BpO;
. Cpok Ha J0CTaBKa OT [IaTaTa Ha 3asBKa;
- CpoxK Ha BaMIHOCT Ha Npe/CTaBeHaTa LEHORA OepTa.
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K®M natata Ha M3BbpUIBAHE HA I0CTABKATA, JOCTABEHUAT JIEKAPCTREH MPOIYKT CE/BA /1A € ¢
MHHHMaNeH CpPOK Ha roaHOCT He no-kparbk oT 40 % or 00ABeHMs OT NPOM3BOAUTENSA 3a
JeKApCTBEHUTE 1TPO/IYKTH.

Odpeprute, H3roTBEHHN HA XapTHeH HOCUTEN ce nojaaear B JlenoBoacteoto Ha CBAJ no aetcku
Gosnecty .I1pod. Man Mures™ EAJL, rp. Codu, n.x. 1606, 6y1. ., Akan. Usau lemos™ 11,

[penocrasennte o1 Bawa ctpana odepy ce nofasar Ha XapTHEH HOCHTEN HITH 110 eEKTPOHEH
nbT 10 email: apteka@pediatrichospital.bg B cpok 10 17.07.2025 r. 5o 16.00 yaca.

Odeprute, MojafeHu Mo €NEKTPOHEH ITHT C/IE/BA 1a ¢4 U3TOTBEHH NPH YCJIOBHMATA M pejia Ha
3aKoHa 3a C/ICKTPOHHMA AOKYMEHT W eNeKTPOHHMTE yroctoBeputesinu yeayru (3EJIEVY) u
noaaaeHy Ha email: apteka@pediatrichospital.bg

Od]f:pTH, KOHWTO HC OTroBapaT Ha W3MCKBAHHATA HA HACTOALLATA [MOKAHA WM Ca ¢ H3TCKIIA
BAJIMIHOCT, HE MOMJICIKAT HA pa3riex/iaHe.

B cvorBercTBre ¢ wi. 12 or Hapexba Ne 10 ot 2011 r. npu aocraBkata Ha HepaspeleHu
NICKapCTBCHU MPOJYKTH THPIOBELBT HA €IP0 NPEOCTaBA HA ANTCKATa NMapTHAEH cepTudHkar 3a
KauecTBO, CHOTBETHO CepTHU(MKAT 3a 0CBOOOXK/1aBAHE HA IAPTHAATA HA JIEKAPCTBEHHS MPOAYKT.

[pn oepupane Ha neKapcTBEHH MPOAYKTH, ChIBPKALIN HAPKOTHYHN BELIECTBA. C& CMA3RaT
H3MCKBAHWATA Ha 3aKOHA 32 KOHTPOJ1 HA HAPKOTHYHHUTE BewlecTBa M npekypcopute (3KHBIT).

3aIialareTo 3a NIeKapeTBEHUTE NPOAYKTH 3akynyBanu o HAPEJIBA Ne 2 ot 27 mapt 2019
. WIC CC M3BBPIUBA 110 GAHKOB IThT B CPOK OT 5 (TI€T) KAJGHIApHHM IHH., CleABAINM 1aTaTa Ha
nonyyasane Ha cpejicreata ot HALIHOHAJIHATA 3IPABHOOCHUT'YPUTEJIHA KACA /H30K/,
CBIIacHo 3anoses 3a 0100pABaHe 3aMIalaneTo Ha YCIYTH MO 4. 7 OT HAPEJIBA Ne 2 ot 27 mapt
2019 r. 3a MeTMUMHCKUTE W APYTH Yyrd no un. 82, an. la u 3 oT 3akoHa 3a 3PaBETO W 3a pela U
YCJI0BUATA 32 TAXHOTO 0100psiBane, NON3BAHE H 3a1ALIAHe, H3/1a1eHa Ha KOHKPETHO AeTe.




[Ipn norosopeHu LeHM Ha NEKAPCTBEH MPOIYKT, MO-BHCOKH OT ueHuTte, kouto H30K 1we
3aIUIaTH HA NeueOHOTO 3aBelieHHe, CHLUIMTE €€ HAMANAT [0 TO3M pasMep, Npu choOpassBaHe Ha
JeHcTRaNIaTa HOPMATHBHA ypeada.

OdeprrTe ce U3roTBAT 10 npunokeHus obpasel] Ha Obarapcku e3uk. Beuukm 10KymeHTH.
JI0Ka3BalH CHOTBETCTBHETO HA YYACTHHLMTE € NOCTaBeHHTe B [lokaHaTa M3MCKBAHMS, CE NPEICTABAT
B OPMIHHA/I MM KAaTO 3aBEPEHH BAPHO C OPMIMHANA KOMMs, NPUAPYAKEHH € MPeBO/] HA GbaArapcku
€3UK. %

[Mpunoxenne: Obpasew Ha npeoKeHHE
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NPEAJIOXKEHHE 3A U3ITBJIHEHUE
HAa /I0CTaBKa HA Hepa3pemeHu 3a ynorpeda B Penydauka bniarapus aekapcrBeHH npoayKTH
H JIEKAPCTBEHH NMPOAYKTH BKIKYEHH B CIIHCHLKA M0 4J1. 2664, aJ1. 2 ot 3aKoHa 3a
JIEKAPCTBEHHTE NPOJAYKTH B XyMAHHATA MeHIMHa 1o peaa Ha Hapen6a Nel10/17.11.2011 r. na
MununcTepeTBo Ha 3apaBeonazeanero (M3), 3a KOHTO HSIMA 1€l CTBALIO PAMKOBO
cnopazymenue ¢ M3

OT:
(HAWMEHOBAaHUE HA YYACTHHKA)
IlpencraBnsBsano or -

C aJIpec Ha ynpaBJI€HHE: TP. YL . Ne
, TelL.: (akc: , e-mail:

W a1pec 3a KOPECMOHACHIHS: TP. yi1. . Ne
, TeL.: , Pakc

EHUK:

C paspeulcHue 3a ThProBUsl Ha €ApO C JIEKAPCTBEHU NTPOAYKTH, NONYYEHO T10 pe/la Ha riara JieBeTa
ot 3JITTXM ¢ No

Pasnnamaresna cMeTKa:
IBAN:

DaHka: :
BIC:

JIvile 3a KoHTaKT: -
C aJIpec Ha ynpasleHHe: TP. Vi1 , No
, T} baxc: , e-mail:

VYBajkaeMH 1aMH W rocnoyia,
C nacrosoTo By npencrassiMe HAIIETO MPEJUIOKEHHE 3a 0CTABKA HA J1eKAPCTBEHHS NPOJYKT:

Ne ot
Cnucbra no Mezxynapoamo JlekapcTBena dopma u Mepna
yj1. 266a, ATC kon HEMATEHTHO P P! p
KOJHYECTBO eqHHuIA
an 2 or HAMMEHOBAaHHe
3JIITXM

*[lonbiBa ce CHIVIACHO TEXHHYECKATA CeUH(HKALHUA OT MOKAHATA

. MesxnynapoiHo HenateHTHO HauMenoBanue (INN) Ha aKTHBHOTO BEIIECTRO:
. I'bproBcko HanMeHOBaHUE HA JTEKAPCTBEHUS TIPOAYKT: .uvveeennn.... ..

. Bun Ha nekapcrtBeHaTa Gpopma U KOJIMUECTBOTO Ha aKTHBHOTO BEIECTRO B 710308 CAMHHIIA:
« TIPOM3BOIUTEN «.ivvvuisissnvonss

. KONHYCCTBO B/eHHA OTAKDBKAL s svennnisssipss

. CpoK Ha JIOCTaBKa OT JIaTaTa Ha 3a8BKA: ..................

- CpoK Ha BalMIHOCT Ha NPEACTABEHATA IEHOBA OPEPTA: ..uvvvvvennnnn...

. Enunuunara 1ieHa 3a OMAaKkoBKA B ............... (CIIOBOM: ......ccovvennnnn. ) neea Oe3 JJIC wu
............... (cnoBoM: ..................) BeBpo 6e3 JIJIC
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9. EnunuyHata LeHa 3a ONAaKOBKA B ............... (CTIOBOM: ..evvvviiinnnann, ) neBa ¢ JIJIC wu
............... (CHOBOM ius sosis smismwanns) B BP0 ¢ JUIC

Jexiapupam:

1. 3ano3Hax ce ¢ MOKaHaTa 3a y4acTHEe M C TIOCOYEHHUTE B Hesl W3MCKBAHHS 34 M3rOTBIHE U
npeJcTaBsane Ha oeprarta U 3a U3MbJIHEHHE HA JOCTABKH HA FOPENOCOUeHHS TIEKAPCTBEH MPOIYKTH.
[lojiaaneTo Ha HacToslata odepra yaocroBepsBa 0e3yclOBHOTO NpHeMaHe OT Hallla CTpaHa Ha
BCHMYKH M3UCKBAHUSA U 3aB/DKEHHUS, MOCTABEHH B ITOKaHATA.

2. Vimame BB3IMOKHOCT 1a OCHTYpHM odepupaHis JT€KapcTBCH MPOJAYKT 3a Cpoka Ha
J0TOBOpA.

3. Cobriacen ¢bM 3anjaliaHeTo 3a JeKapcTBEHUTE NPOAVKTH 3akynyeanu no HAPEJIBA Ne
2 o1 27 mapt 2019 r. na ce u3BBPLIM N0 OAHKOB BT B CPOK OT 5 (1€T) KAIEHIAPHH [IHH. CJICABALIN
Jarata Ha nosydaBaHe Ha cpeacreara or HAILIMOHAJIHATA 3/IPABHOOCHUI'VPUTEJIHA
KACA /H30K/, cernacHo 3anogen 3a ono6psBane 3aniamaneTo Ha yeayru 1o yi. 7 or HAPEJIBA
Ne2 o1 27 mapt 2019 1. 3a MeAMLUIMHCKATE U APYTH YCIyr ro 4t 82, an. 1a u 3 oT 3akoHa 3a 3paBeTo
M 3a pela v YCIIOBHATA 3a TAXHOTO 0100psBaHe. 0I3BaHe M 3arulallaHe, W3aaleHa Ha KOHKPETHO
aere. Ilpu 10roBopeHM LeHH Ha JEKapcTBEH MPOJYKT, MO-BHCOKH OT ueHuTe, kouto H30K me
3aM1aTi Ha JIeueOHOTO 3aBeJICHUE, CHIUIMTE Ce HAMAIAT [0 TO3H pazMmep, NMpH choOpas3sBaHe Ha
JieficTBalaTa HopMaTHBHa ypeada.

4. Odepupanuar npoaykt e $pabpHuHO ONAKOBAH, KaTO OMAKOBKHUTE Ca C HE HapylleHa
LSJIOCT U HAJIMYHE Ha HeoOX0iMMaTa MapKUpOBKa.

5. KbM jiarara Ha 10CTaBKaTa. OCTATHYHUAT CPOK HA IOJHOCT HA JEKAPCTBEHUTE MPOYKTH
e e He no-manbk oT 40 % oT 00ABEHHS OT NPOU3BOIAMTENS CPOK.

6. B cvotBetcTBHE ¢ unt. 12 ot Hapenba Ne 10 npu ocTaBKka Ha HepaspeleHHt JeKapcTBEHH
MPOIYKTH. BKIIOUEHH B OQEPTHTE, 11Ie CE MPEOCTaBs MapTH/ICH CepPTH(HKAT 3a KAaYeCTBO, ChOTBETHO
cepTuHKaT 3a 0cBOOOXK/1aBaHEe HA NAPTH/ATA HA JIEKAPCTBEHUS IPOAYKT.

7. Jleknapupam, 4ye B 00XBara Ha MOCOYEHOTO MO-TOPE pa3spellieHHe 3a ThPrOBWS Ha €Ipo ¢

JIEKAPCTBEHW MPOJIYKTH, MOJMYyYeHO no peaa Ha rnapa aeseta ot 3JITIXM ¢ Ne ... € BKJIOYeH
odepupaHms ¢ HACTOAIOTO TPEAIOKEHHE NPOIYKT.
I'1pu Taka npeanoxennTe OT HAC yCNOBKS, B OhepUpaHaTa LieHa CMe BKIIOUHIIH BCHYKH Pa3xo/iu,

CBLP3aHH C KQUECTBCHOTO M3ITLJIHEHHE HA MOPbYKATa B OMUCAHHA BHA U o0OxBar.

Fapamupame. 4€ CMC B CLCTOAHHWE Na M3IMBbJIHUM KaYE€CTBEHO MOPbYKaTa B MbJIHO CbOTBETCTBHE

¢ ropeonucanara odepra.

Ilpunarame cienHuTe JOKYMEHTH /MO NPELIEHKA/:

Jata: .............

[Mopmue: ...



