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HA PA3PEIIEHUE 3A THPTOBUSI HA EJIPO

C JJEKAPCTBEHH MIPOJTYKTH,

MOJIYUYEHO T10 PEJIA HA IVTABA JEBETA OT 3JIIIXM

ITIOKAHA
3a mpeaocTaBsiHe HA o epTa 32 JOCTABKA HA Hepa3pelleHH 3a ynorpeda B Penybinka
bbarapus nekapcTBeHH NPOAYKTH H JIEKAPCTBEHH NPOAYKTH BKIIYEHH B CIIHCHLKA 110
41, 2664, a71. 2 oT 3aK0HA 32 JIeKAPCTBEHHTE NPOJAYKTH B XYMAHHATA MeIHIIHHA 110 peJa
Ha Hapenda Ne10/17.11.2011 r. va MuHucTepcTBO Ha 3apaBeonassanero (M3), 3a kouro
HAMA /IeHCTBAIN0 PAMKOBO cliopazymenune ¢ M3

YBAKAEMM ITPEJICTABJ/ISIBAILLIA,

Ha ocnoBanue un. 150, an. 1 u i, 158, an. 1 or Hapen6a 10 ot 17.11.2011 r. na M3,
Bu oTnpaBsm HacTosiaTa nokaHa 3a npeicTassHe Ha ohepTH 3a I0CTaBKa Ha J0JIYONUCAHHTE
JIEKapCTBEHH NPOAYKTH, BKJIKOUEHHU B CIIUCHKA 1O 4. 2664, an. 2 ot 3JIITXM, kouto morar ga
OBb1aT M3M0N3BaHH 32 JICUCHUETO Ha MAMEHTH Ha JIeueOHOTO 3aBeJIEHHE, KaKTO CJie/IBa;

MexayHapoano
Ilopenen ATC won HeﬂaTeHl?l“HI:) JlekapcTBena dopma u Mepua
Ne KOJIH4€eCTBO eAHHH1IA
HAHMEHOBaHHE
] VO3AF03 | Calcium Folinate 15 mg Tablets OMaKOBKa

OdeprHTe ce M3roTBAT OTAGIHO 32 BCEKH €/IMH JIEKAPCTBEH MPOIYKT, M0 MPHIIOKEHHs
oOpasell U 3aIb/DKUTENHO ClleiBa JIa ChABPKAT ClieqHaTa HHPOpMaLH:
. Mexxaynaponno HenareHTHO HaumeHoBaHHe (INN) Ha aKTHBHOTO BELIECTBO;
. T'eproecko HauMeHOBaHHE HA JIEKAPCTBEHHUS TPOAYKT;
. Bun Ha nexapteenara ¢opma M KOTHYECTBOTO HA AaKTUBHOTO BELIECTBO B J1030Ba €HHHULA:
. llpousBoauren;
. KonnyecTro B e1Ha onakoBka;
. llena Ha nexkapcTBeHUS IPOAYKT;
. Cpok Ha nocraBka;
. Cpox Ha BalMIHOCT Ha Ipe/ICTaBeHATa IeHOBa odepTa.
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KbM jatara Ha W3BbpIIBaHE HA JOCTABKaTa, JOCTABEHHAT JEKAapPCTBEH NPOYKT Clie/Ba
Jla € ¢ MUHUMAJIeH CPOK Ha FOIHOCT HE MO-KpaThK 0T 40 % oT 0OABEeHHs OT IPOU3BOANTES 3a
JIEKapCTBEHHUTE MPOAYKTH.

Odeprute, H3roTBEHN Ha XapTHEH HOCUTEN ce nojasar B JlenosoactBoto Ha CBAJI o

aetcku Oosiectn Ilpod. MBan Mutes” EAJL, rp. Codu, n.x. 1606, 6yi. ,,Axan. Mean [emos™
11.



[IpenocraBennte ot Bama cTpaHa odepTH ce mojaBar Ha XapTHEH HOCHTEN HIIH I10
enekTpoHeH MbT Ao email: apteka@pediatrichospital.bg B cpok 1o 21.10.2024 . 1o 16.00 yaca.

Odeprure, 1101aI€HU 110 €JIEKTPOHEH BT CJI€BA 1a Ca H3TOTBEHHU NIPU YCJIOBHATA U pejla
Ha 3aKoHa 3a eIEKTPOHHHS JOKYMEHT U eJIeKTpOHHUTe yaoctoreputenuu yeayru (3EJAEYY) u
noaaneHu Ha email: apteka(@pediatrichospital.bg

OdpepTH, KOMTO He OTrOBapAT HA W3HCKBAHUATA HA HACTOAIIATA TOKAHA HITH Ca ¢ U3TeKIIa
BAJTMTHOCT, HE MOJAJIEIKAT Ha pasIyekaaHe.

B crotBercTBHE ¢ wi. 12 or Hapen6a Ne 10 mpu noctaBka Ha J1€KapCTBEHH MPOAYKTH,
BKJIIOUEHH B OQepTHTe, 3aJBJDKUTENHO TPaOBa Ja ce MpeaocTaBs MapTHACH cepTHdUKaT 3a
KaueCTBO, CHOTBETHO cepTH(HKAT 3a 0OCBODOKJaBaAHE HA lTAPTU/IATA HA JIEKAPCTBEHHS IPOYKT.

[Ipn odepupane Ha nexapcTBeHH MPOAYKTH, ChABPIKALM HAPKOTHYHHM BELIECTBA., CE
cria3BaT M3MCKBAaHUATA Ha 3aKoHa 3a KOHTPOJ HAa HAPKOTHYHUTE BELIECTBA M MPEKYPCOPHUTE
(3KHBII).

3ariamaHeTo 3a JeKapcTBeHUuTe NpoayKTd 3akynyBanu no HAPEJIBA Ne 2 ot 27 mapr
2019 r. u1e ce W3BBPIIBA [0 OAHKOB IBT B CPOK OT 5 (I1€T) KAJICH/IapHH JIHH, CJICJBALIM JaTaTa
Ha nonyuarane Ha cpenacteara ot HAIITUOHAJIHATA 3IPABHOOCUT'YPUTEJIHA KACA
/H30K/, cprinacHo 3anosen 3a onoOpsiBaHe 3ariaimadero Ha yeayry o wi. 7 ot HAPEJIBA Ne
2 ot 27 mapt 2019 r. 3a METUIIMHCKUTE U APYTH ycayru no 4i. 82, an. la u 3 ot 3akoHa 3a
37paBeTOo M 3a pejia U YCIOBHATA 3a TAXHOTO 0JJ00psABaHe, NON3BaHE U 3alulallaHe, U3/a]eHa Ha
koHkpeTHO aete. Ot 1 ronu 2024 r. H30K 3amnamma nekapcTBeHHTE NPOAYKTH Ha CTOHHOCT
pPaBHA Ha CTOMHOCTTA, ONpe/elieHa 1o peaa Ha 4i. 45, an. 29a u 296 ot 3akoHa 3a 3JpaBHOTO
ocurypsiaie /330/ W mNpu JOrOBOPEHHM LIEHH HA JIEKAPCTBEH INPOAYKT I10-BHCOKH OT
onpenenenure or H30K chinuTe ce HaMansaT 10 HOPMATHBHO OMpPEIEIEHHTE.

OdepTute ce H3rOTBAT MO MPUIOKEHUs o00pa3el Ha ObaArapcku e3uk. Bceuuku
JIOKYMEHTH, JIOKa3Ballldk ChOTBETCTBHETO Ha YYacTHHMIMTE ¢ MoctaBeHuTe B [lokanara
W3UCKBAHMS, C€ NPEICTaBAT B OPUIMHAI WM KaTO 3aBEPEHM BAPHO C OPHIHHANA KOM
TIPUPYIKEHH C IPEBOA HA OBITapCKH €3MK.
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MNPEJJIOKEHUE 3A U3ITbJIHEHHUE
HA 0CTABKA HA Hepa3pelleHH 32 ynoTpebda B Penybiuka bbharapus iekapcTBeHH NPOAyKTH
H JIEKAPCTBEHH NMPOAYKTH BKJIIOYEHH B CIHCHKA M0 4. 266a, af1. 2 oT 3aKoHa 3a
JeKAPCTBEHHTE MPOJXYKTH B XyMaHHATA MeMIHHA 1o peaa Ha Hapenba Ne10/17.11.2011 r. na
MuHHCcTEpCTBO Ha 3ApaBeona3BaHeTo (M3), 3a KOMTO HAMA /1€HCTBAINO PAMKOBO
cniopasymenue ¢ M3

OT:
(HanMeHOBaHHE Ha YYacTHHKA)
[Tpencrapnsigano ot -

C aJIpec Ha yIpaBlIEHHE: I'D. yiI. , Ne
, TE.: bakc: , e-mail:

M ajipec 3a KOPeCIOHACHIIHS: ID. YL . No
, TeIL.: , haxc

EUK:

C pazpeureHue 3a THProBHs Ha PO C JICKAPCTBEHH NMPOAYKTH, IIOJYYEHO I10 pe/la Ha rlaBa JIeBeTa
ot 3JITTXM ¢ Ne

Pasnnamarenna cMeTka:
IBAN:
OaHka:
BIC: :

JIule 3a KOHTaKT; -
C ajipec Ha yrpaBJieHHe: Ip. Vi1 . Ne
, TeJL.: dakc: , e-mail:

VBa)kaeMH JaMH U TOCIIofa,
C nacrodmoro By npejictaBsMe HAIETO MPEUIOKEHUE 3a JIOCTABKA HA JIEKAPCTBEHUS MPOJYKT:

Me:xkayHnapoano
JlekapcrBena popma u MepHa
Mopenen Ne | ATC kon HENATEeHTHO P $ug p
KOJIHY€eCTBO eIHHHIIA
HAHMMEHOBaHHE

*[MonbJBa ce ¢bIJIACHO TEXHHYECKATA cneumlmlcaunn OT NMOKaHaTa

1. MexayHapoaHo HenaTeHTHO HauMmeHoBaHHeE (INN) Ha aKTHBHOTO BELIECTBO: ..vvvvvveennnn.. ..

2. Thproecko HaMMEHOBAHHUE HA JICKAPCTBEHHS MPOJAYKT: ...vvvvvrvnnnn...

3. Bua na nekapcetBeHaTa ¢popMa H KOJIHYECTBOTO Ha AKTHBHOTO BELIECTBO B 1030BA €IMHUIIA: ... ... ..
4. TIDOH3BOAMICIE ovvsumvvswn s

5. KonnyecTBO B €1HA OMAKOBKA: ..................

6. Cpok Ha JOCTaBKa OT MOJIYYaBAHE HA 3aASBKA: ..................

7. Cpok Ha BaJIMJIHOCT Ha MIPE/ICTABEHATA LIEHOBA ODEPTA: ....................

8. EnMHHMYHAaTa 11eHa 32 OMAKOBKA B ............... (CIOBOM: ...eeevvinnennn., ) nepa o6e3 JIJIC

9. EanHunyHaTa 1ieHa 3a ONMaKoOBKA B ............... (CHOBOME wocnpvsmusinns ) neea ¢ JIJIC

Jexkaapupam:



1. 3amo3Hax ce ¢ MoKaHaTa 3a y4acTHE M ¢ MOCOYEHHUTE B Hed M3MCKBAHMS 3a U3rOTBAHE H
npejicTapsHe Ha odeprara U 3a H3NBbIHEHHE Ha JOCTABKH HA FOPEIIOCOYEHHs JIEKAPCTBEH [IPOIYKTH.
[losaBaHeTo Ha Hactosiara odepra yaocToBepsBa 0e3yClIOBHOTO MpHEMAaHE OT Hallla CTpaHa Ha
BCHUKH M3UCKBAHUS H 3abJDKEHHUS, IOCTABEHH B [IOKAHATA.

2. iMame BB3IMOKHOCT Ja OCHTYpUM OQepUpaHHs JIEKaPCTBEH MNPOJYKT 3a CpOKa Ha
J0roBOpa.

3. CewriaceH ¢bM 3allalllaHETO 3a JIEKAPCTBEHHUTE NpoaAyKTH 3akynyBaHu no HAPEJIBA Ne
2 ot 27 mapt 2019 r. 1a ce u3BHpIIH 10 OAHKOB NBT B CPOK OT 5 (TeT) KaNeHAapHH JHU, ClIe/IBallH
ngarata Ha nonyuyaBaHe Ha cpeactBata oT HAIIMOHAJIHATA 3/IPABHOOCHI'YPHUTEJIHA
KACA /H30K/, cwrmacuo 3amoBen 3a ogo0psBaHe 3ariaianeTo Ha yeayru no wi. 7 or HAPEJIBA
No2 0127 mapr 2019 r. 3a MEIUIMHCKHTE ¥ APYTH yeiryry o uit. 82, an. la u 3 oT 3akoHa 3a 3/IpaBeTo
M 3a pe/ia W YCJIOBHSATA 33 TAXHOTO 0j100psiBaHe, IMOJ3BaHe W 3arialiane, U3JaacHa Ha KOHKPETHO
pete. Ot 1 womm 2024 r. H30K 3annama JjekapcTBEHMTE IPOAYKTH Ha CTOMHOCT paBHa Ha
CTOHHOCTTA, ONpeaeieHa mo peaa Ha wi. 45, an. 29a u 296 ot 3akoHa 3a 3ApPaBHOTO OCHIYpSIBaHE
/330/ u mpu JOTOBOpPEHHM 1IEHH Ha JIEKapCTBEH MPOAYKT MO-BHCOKH OT ompeaeneuute ot H30K
CHIIMTE C& HAMAIAT /IO HOPMATHBHO OTIPE/IeTICHHTE.

4. OdepupaHusaT NpoAyKT ¢ GabpUYHO OMaKoBaH, KaTO OMAKOBKUTE ca C He HapylleHa
ISUTOCT U HAJTHYHe Ha HeoOXo[MMaTa MapKHpOBKa.

5. KbM narara Ha 0CTaBKaTa, OCTATBYHUAT CPOK HA FOJHOCT HA JIEKAPCTBEHUTE IIPOJAYKTH
1ie € He no-mansK oT 40 % oT 00sBEHUsA OT NPOM3BOIUTENS CPOK.

6. B cvoTrercTBHE ¢ wi. 12 or Hapenba Ne 10 mpu moctaBka Ha JIeKapCTBEHH NMPOAYKTH,
BKJTHOYEHH B OEPTUTE, 3aIB/KUTENTHO TPAOBA [1a Ce MPEeI0CTaBs MAPTUICH CEPTU(RHKAT 3a KauecTBO,
CBLOTBETHO cepTH(UKAT 3a 0CBOOOXKJaBaHe HA MapTUAaTa Ha JIEKApCTBEHUS IPOAYKT.

le/[ TaKa IPEATOXKEHHUTE OT HaC YCIIOBHA, B o@epnpaHaTa n€Ha CME€ BKIIIOYHIIH BCHYKH
pa3xou, CBbP3aHHu ¢ KAaYECTBCHOTO U3IIBJIHCHHUC Ha MOpHYKaTa B OITHCaHUA BHI H oOxBar.

FapaliTHpaMe, ¢ CME€ B CBCTOAHHEC [da M3NBIHHM Kad€CTBCHO IIOpPBhYKATa B IIBJIHO
CLOTBETCTBHUE C TOpeOIIHCaHaTa 0(b€pTa.

ITpunarame ciaeHUTE JOKYMEHTH /IO IPELEHKA/:

Harta: .............

IMommuc: coovn......



