CBAJ1 no geTcku BONECTU [EeHOHOWEH Npren: 02/8154 254

"MNPO®. UBAH MUTEB" uHchopmauus: 02/8154 211
[ ] cekpertapuat: 02/8154 240
pediatrichospital by
A0 CIELMATIAG/PA S07-ILA MO |
NNPUTEXATEJUTE OETCKW EQNEC A0 Coona
HA PASPELIEHHUE 3A TBPTOBHUS HA EJIPO o “‘/gf?jgf//ﬁ 7
C JIEKAPCTBEHH ITPO/IYKTH, ”3;“;;- o5 o ge |
IMMOJIYYEHO ITO PEJA HA I''TABA JJEBETA OT 3JIIIXM oo RV S @ Oaiidt o |

ITIOKAHA

3a npejocTaBsiHe HA odepra 3a 10CTABKA HA Hepa3peLIeHH 3a ynoTpe6a B Peny6auka
bbarapus jlekapcTBeHH NPOXYKTH H JIeKAPCTBEHH NPOAYKTH BKIIOYEHH B CIHCHKA 110
4.1 266a, an. 2 oT 3aKoHa 3a JIeKapPCTBEHNTE NPOAYKTH B XYMAHHATA MeHLHHA 110 peaa
na Hapejx6a Ne10/17.11.2011 r. Ha MUHHCTEPCTBO HA 31PABEONA3BAHETO (M3), 3a kouTo
HAIMA /IefiCTBAIO0 PAMKOBO cnopasymense ¢ M3

YBAXKAEMMU ITPE/ICTABJISIBAILIH,

Ha ocHoBanue un. 156, an. 1 nun. 158, an. 1 or Hapen6a 10 o1 17.11.2011 r. na M3. Bu
OTIpaBAM HAacTOALUATA MOKAHA 3a NPEACTaBAHE HA O(epTH 3a JOCTABKA HA J101yONMHCAHHTE
JICKAPCTBEHU MPOYKTH, BKIIKOUCHH B CIIMCHKA N0 wil. 266a. aj. 2 ot 3JIITXM, kouto morar 1a
ObAAT M3N0N3BAHM 32 IEYCHHETO HA NALMEHTH Ha IeYeGHOTO 3aBe/IeHMe, KAKTO Cle1Ba:

Ne or
Cnucbka no Me:xayHapoano
4. 266a, ATC ko HeMNaATeHTHO Jlekapersena popseiu | Mephia
KOJIHYeCTBO e/IHHH LA
ar 2ot HAUMEHOBaHHe
3JIIIXM
128 AO5AA01 | Chenodeoxycholic acid 250 mg hard capsules | onakoska

OdepTuTe ce M3rOTBAT OTJIETHO 33 BCEKH e1HH JIEKapCTBEH MNPOLYKT, MO MPHIONKEHUS
00pasell M 3aIbIKUTENHO ClIe/IBa 14 ChABPIKAT ClleAHATA uHpopmauma:
1. Mexaynaponno HenateHTHO HaumeHoBanue (INN) Ha aKTHBHOTO BELLCCTRO:
2. TbproBcko HaMMEHOBaHHE Ha JIEKAPCTREHHUS IPOJYKT;
3. Bua na nexapreeHata popma M KOJIHYECTBOTO Ha AKTHBHOTO BCLIECTBO B 1030Ba €HMHMLA;
4. IlpouzBonuren;
5. KonuuecTBo B eaHa 0NMakoBKa;
6. Llena Ha neKapcTBEHHs NPOAYKT;
7. CpoK Ha J0CT4BKa OT [aTaTa Ha 3asBKa;
8. Cpox Ha BaJIMHOCT Ha NpeCcTaBeHATa LUEHOBA otepTa.

KbM natata Ha W3BLPIIBAHE HA 10CTABKATA. J10CTABEHUST JIEKapCTBEH MPOJAYKT Cile/1Ba
A3 € ¢ MUHHMAJIEH CPOK Ha I'OIHOCT He MO-KpaThK oT 40 % oT 00SBEHUS OT NPOW3BOAUTENS 33
JICKapCTBEHHUTE MPOIYKTH.
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Odeprure, M3roTBEHH HAa XapTHEH HocHTeN ce noaaeat B Jlenosoactsoto Ha CEAJI no
aercku 6onectu ,,[pod. MBan Mutes” EAJL. rp. Codm, m.x. 1606, oyn. ,Axan. Usau 'einos™
11.

[Mpenocraenute oT Bama crpaka opepTu ce NoaaBaT Ha XapTHEH HOCHTEN WM TIO
€NeKTpOHeH mbT 10 email: aplekai pediatrichospital.bg B cpok 10 29.04.2025 r. 1o 16.00 yaca.

Odeprute, NoJaneHH 110 €NEKTPOHEH BT CJIEBA 4a CA H3TOTBEHH IpH YCIIOBUATA U pefia
Ha 3aKOHa 3a eNeKTPOHHHS TOKYMEHT H eIeKTPOHHHTE yaoctoBeputenHu yenyru (3EJIEVV) u
nogaaeHu Ha email: apteka‘@pediatrichospital.bg

OdepTH, KOUTO He OTTOBAPAT HA M3MCKBAHUATA HA HACTOSILATA MTOKAHA MM CA ¢ H3TEKIa
BAJIMAHOCT, HE NMOANEXKAT HA pasriexIaHe.

B cbotBetcTBue ¢ un. 12 or Hapeafa Ne 10 npu noctaska na JIEKapCTBEHH NMPOAYKTH.
BK/IOYEHH B O(epTHTE, 3ab/KHTENHO TPAGBa Ja ce MPEeoCTaBst MapTHICH cepTU(HKAT 3a
KauecTBO, CBHOTBETHO CePTH(PMKAT 3a OCBOOOXKIABAHE HA NAPTHIATA HAa JICKAPCTBEHHSA
NPOAYKT.

[Mpu odepupane Ha nekapcTBEHH NPOAYKTH, ChIbPKALIH HAPKOTHYHH BELUECTBA, Ce
CriasBaT U3MCKBAHMATA HA 3aKOHA 32 KOHTPOJ HA HAPKOTUYHUTE BElIECTBA M NpeKypcopuTe
(3KHBII).

3annaianeTo 3a IeKapCTBEHUTE NPOIYKTH 3aKY[IYBaHH M0 HAPEJIBA Ne 2 ot 27 mapt
2019 r. we ce u3BbLPIIBA 110 HAHKOB ITHT B CPOK OT 5 (TIeT) KaleH/IapHM JHHM, Clie/IBAIlH 1aTaTa
Ha nosyyapane Ha cpeacrsara or HALIMOHAJIHATA 3JIPABHOOCUI'YPUTEJIHA KACA
/H30K/, cwrnacho 3anosen 3a 0q06psBake 3amnamaneTo Ha yeayru no uin. 7 or HAPEJIBA Ne
2 ot 27 mapt 2019 r. 3a MeAULMHCKHTE U Apyru yenyru o ui. 82, an. la u 3 or 3akoHa 3a
3ApaBETO 1 3a pe/ia U yCNOBHSATA 33 TAXHOTO 000psiBaHe, N0A3BAHE U 3aMIALLAHE, U3/1a1eHa HA
koHKpeTHO AeTe. Ot 1 tonm 2024 r. H30K 3annama nexkapcreenute NPOAYKTH Ha CTOHHOCT
paBHa Ha CTOHHOCTTA, OMpe/ieNieHa Mo peaa Ha uit. 45. an. 29a u 296 ot 3akoHa 3a 3/1paBHOTO
ocurypsisane /330/ w npum Q0roBopeHM LeHH Ha NEKAPCTBEH IMPOAYKT MO-BUCOKH OT
onpeznenenute ot H30K chbiumre ce HaMansT 10 HOPMaTHBHO Ope/1e/IeHHTeE.

Odeprure ce M3roTBAT MO npunokeHus obpazell Ha Obsirapcku  e3uk. Beuukm
AOKYMCHTH, [0Ka3BallM CBOTBETCTBHETO HA YYaCTHMUMTE ¢ nocrasenute B Ilokamata
M3NCKBAHMA, CC TPEICTABAT B OPMIMHAIl MIIM KATO 3aBEPEHH BAPHO C OPHIMHANA KOMMS,~
NPUIPYIKEHH C NMPEBOL Ha OBJITAPCKM €3HK. 4

IIpunoxenue: Obpasell Ha npewIoKeHHE

) Januuewa uudopmaumua Ha
L ocHosanme un. 37 o1 300N

A-P BJIAI'OMHP 3/IPAB
H3ITBJIHUTE/IEH JIPER
CBAITIIO JETCKH BOJIEC 110 £ 11FO®. HBAL MHTEB" EAl




MNPEJJIOKEHHE 3A U3ITBJIHEHUE
Ha 10CTaBKa HAa Hepa3pelleHH 3a ynorpeda B Penyb.inka burarapus aekapersenn npoaykru
H JIEKAPCTBEHH NPOAYKTH BKJIYEHH B CMMUCHKA MO 4. 2664, aJr. 2 ot 3aKkona 3a
JeKAPCTBEHHTE MPOAYKTH B XyMaHHATa MeJIHUIHA 1o peaa na Hapexoa Ne10/17.11.2011 r. na
MunuctepcTBo Ha 3apaBeonaspaneTo (M3), 32 KOHTO HIMA A€liCTBAIO PAMKOBO
cropasymenne ¢ M3

OT:
(HaMMEeHOBaHHe Ha yYacTHHKA)
[Ipencrapnsizano ot .

C aJIpec Ha ynpaBlieHHE: Tp. VL . Ne
, Tel.: dakc: , e-mail:

U aJIpec 3a KOPECIIOHICHIIHS: TP. VI . No
, TEJ.: , hakc

EUK:

C paspereHue 3a TProBUS Ha €/1poO C JIEKapCTBEHH HPOYKTH, MOJIYHEHO 0 pe/ia Ha I'J1aBa JieBeTa
ot 3JIITXM ¢ No

Paznnamarenna cmerka;
IBAN:
Danka:
BIC:

JIuue 3a KoHTaKT: -
C aJipec Ha yrnpasJIeHHE: Ip. yiI. , No
, TEJL.: thakc: , e-mail:

VYBaxaeMn JaMH H rocrioja,
¢ HacrosmoTo Bu HpEACTaBAME HALUICTO MPEJUIOKEHHUE 3a JOCTABKA Ha JICKAPCTBCHUSA ITPOJYKT:

Ne ot
Cnucbka no Me:xkayHapoaso
Jlekapcreena dpopma u Mepua
wi 266a, | ATC kon HeNATEeHTHO I}Z(Jmmeciopl : m?u i
an. 2 or HAUMEHOBAHHE 4 "
3JIMIXM

“[lonb/1Ba ce CHIIIACHO TEXHHYECKATA ClIeNHPHUKALMS OT MOKAHATA

. MexnynaponHo HenateHTHO HaumeHoBaHue (INN) Ha aKTHBHOTO BElLECTBO:
. ThproBcko HaMMEHOBAHKE Ha JIEKAPCTBCHUS HPOOVETS & st

- Bujl Ha niekapcTBenaTa popma M KOJIHYECTBOTO HA AKTHBHOTO BEIIECTBO B J1030Ba CAHHHIA:
o N PORSBOIITOI & omiaminsisisina

. KonuuecTBo B e/1Ha OnakoBKa: ..................

. Cpok Ha JIocTaBKa OT 1aTaTa HA 3a9BKA: ......ovonnn.. ..

. Cpok Ha BaJIMIHOCT Ha Mpe/icTaBeHara [eHoBa (61 112 0 2

. EnMHUYHATA 1leHa 32 OAKOBKA B ............... (CTOBOMY «:vonmsunmnaisni. ) nesa Oes JIJ1C
. Enunnunara uena 3a onakoBxkaB ............... (CHOBOM: vovvvenan ., )y nesa ¢ JIJ1C
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Hdexmapupam:

I. 3ano3nax ce ¢ nokaHaTa 3a y4acTHe W ¢ [OCOUYEHHTE B Hes H3UCKBAHMS 33 W3FOTBAHE M
TIPE/ICTaBAHE Ha O(epTaTa u 3a H3MbJHEHHE Ha IOCTABKH HA FOPENOCOYEHHs JTIEKAPCTBEH NPOILYKTH.
[lonasanero na Hactosmara odepra ynocToBepsBa 6e3yC/0BHOTO MpHEMaHe OT Halla CTpaHa Ha
BCUYKH M3UCKBAHUSA H 3a/(bJIKCHHs, IOCTABEHH B [10KaHATA.

2. imame BB3MOKHOCT 7a OCHTYpHM O(epHpaHHus JIeKapcTBEH NMPOAYKT 3a Cpoka Ha
JIOroBOpAa.

3. CbriaceH ¢hbM 3anallaHeTo 3a JEKapCTBEHHTE MPOAYKTH 3aKynyBanu 110 HAPEJIBA No
2 ot 27 mapt 2019 r. 1a ce u3BBPIIK 110 GAHKOB BT B CPOK OT 5 (11eT) KaJlleHIapHU IHHU, CJIe/IBallli
Jlatata Ha mnojy4daBaHe Ha cpejacrtBata or HAIIMOHAJIHATA 3/IPABHOOCHWI'VPHUTEJIHA
KACA /H30K/. cpriacuo 3anoBes 3a 0106psiBane 3analaHeTo Ha YCIyru 1o 4. 7 oT HAPEJIBA
Ne2 or 27 mapt 2019 1. 3a MeAMUHHCKHATE W APYTH Yy mo wi. 82, an. la u 3 oT 3akoHa 3a 3/1paBeTo
H 32 pea v yCJIOBMATA 33 TAXHOTO 0J00psiBaHe, NOJI3BaHE W 3aIllallaHe, U3/a/leHa Ha KOHKPETHO
aere. Ot 1 romu 2024 r. H30K samnama JekapcTBEHMTE MPOAYKTH HA CTOMHOCT paBHa Ha
CTOMHOCTTa, OMpeneNcHa o pesa Ha 4. 45, an. 29a u 296 ot 3akoHa 3a 3ApaBHOTO OCHrypsiBaHe
/330/ ¥ npu I0rOBOpeHH LEHHW Ha JIEKApCTBEH MPOAYKT MO-BHCOKH OT onpeaenenute ot H30K
CBIIHTE CE€ HAMAJIAT 10 HOPMATHBHO OIpE/IENIEHHUTE.

4. Odepupanusar npoaykt ¢ $pabpuuHO ONAKOBaH, KATO ONAKOBKHTE €a ¢ HE HapylueHa
LAI0CT W HAJIHYHE Ha HeOOXOAUMAaTa MapKHPOBKA.

5. KM narara Ha 10cTaBkara, OCTaTBUHMAT CPOK HA TOJHOCT Ha JIGKAPCTBEHHTE POJIYKTH
1e € He mo-Mainbk ot 40 % oT 00ABEHMUS OT NPOU3BOAUTENS CPOK.

6. B chorBetcTBHe ¢ 4. 12 ot Hapenda Ne 10 npu noctaBka Ha JeKapeTBeHH IIPOIYKTH,
BKJTIOYCHH B OYEPTUTE, 3a/IbJKHTETHO TPsOBA 1A Ce MPEI0CTaBs NAPTHACH CepTHHMKAT 33 KauecTRo,
CHOTBETHO CePTHHUKAT 3a 0CBOOOXK/1aBaHe HA NApPTH/IATa HA JIEKaPCTBEHUS TIPOIYKT.

Ilpn Taka npejtoxenuTe 0T HAaC yC/IOBHS, B O(epHpaHaTa [EHa CMe BKJIFOYHIH BCHYKH
pa3xo/u, CBbP3aHH C KaYeCTBEHOTO M3ITbJIHEHHE Ha OPhYKATA B OIMMHCAHUS BHI H 0OXBAT.

FapaHTHpame, ¢ CM€ B CBCTOAHHE [1a H3NBLIHHUM KauyeCTBEHO HopsYKata B IIbJIHO
CbOTBETCTBHE C ropeornydcaHara O(bep”ra.

llpunarame cnesHuTe T0KYMEHTH /MO NpeLieHKa/:

JATE? oiniinmmmnns

IMomnnmue: .............



