iV neHoHowmeH npuem: 02/8154 254
undopmanns: 02/8154 211
cexkpetapuat: 02/8154 240
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NPUTEXRATEJUTE

HA PA3PEILEHHE 3A ThPTOBHSI HA EJIPO

C JIEKAPCTBEHH IIPOAVKTH, - 34 - 2%
IOJIVYEHO [0 PEJIA HA [JIABA IEBETA OT 3JIIIXM Y AP

ITOKAHA
3a npelocTaBsHe HA ohepTa 3a J0CTaBKA HA Hepa3pewleHu 3a ynorpeda B PenyGinka
bharapus nekapcTBeHH NPOAYKTH H JIEKAPCTBEHH NMPOAYKTH BKIKYEHH B CIIUCHKA 110 4L
266a, a1 2 or 3aKoHa 32 JIeKAPCTBEHHTE MPOAYKTH B XYMaHHATA MeAHIHHA 110 peJa Ha
Hapen6a Ne10/17.11.2011 r. na Munucreperso Ha 3apageonassaneto (M3), 3a KOHTO HMa
AeHCTBAIIO0 PAMKOBO cnopasymenue ¢ M3

YBAXKAEMM INPEACTABJISIBALLIU,

Ha ocnosanue un. 156, an. 1 v un. 158, an. | or Hapen6a 10 ot 17.11.2011 r. Ha M3. Bu
OTMpPaBAM HAcTOsILIATA MOKAHA 3a npeicTaBsHe Ha OdepTH 3a JOCTABKA HA JOJYONMCAHHMTE
NEKapCTBEHU MPOAYKTH, KOWTO MOraTt 1a ObAaT M3M0A3BAHM 34 Je4YeHMeTO Ha TMALMEHTH Ha
neueOHOTO 3aBejeHHe, KAKTO CJieBa;

Ne ot
Cnncbka MexayHapoaHo
nmo 4. 266a, | ATC koa HENMATEeHTHO SAERAPELEENA QHOYi i MepHa
KO/IHYeCTBO eINHHIA
an 2 or HaHMeHOBaHHe
3JIIXM
3 NO7XX05 Amifampridine 10 mg tablets ONaKOBKa
Ne o pen -
JeKapcTBeH Mesaynaposo
HPOAYKT ATC xox HelATeHTHO JlekapcTBena popma u MepHa
Hepaspeulex KOJIN4eCTBO eUHHLA
32 ynotpeda B HAMMEHOBaHHe
Phbvarapus
1 BO5XA03 | Sodium chloride 20 % Sodium chloride 20 %, OTAaKoBKa
amp. 10 ml

OdhepruTe Ce HIrOTBAT OTAEHO 32 BCEKM €IMH JIEKAPCTBEH NPOIYKT, 110 NPUJIOKEHHs 0Bpaser
¥ 3a0BIDKHTEITHO CJICBA 1A CBhbPXKAT cneaHaTa uidopmaums:
. Mexynapoano HenaTeHTHO HauMenoBanue (INN) Ha aKTUBHOTO BELIECTBO;
. TbproBcko HanMeHOBaHME HA JIEKAPCTBEHHS MPOIYKT;
. Bua Ha nexapcTBeHaTa jopMa M KOJHYECTBOTO HAa AKTUBHOTO BELIECTRBO B /I030BA €MHHLA;
. [lpoussonuren:;
. Konuuecrtso B eqHa onaxkoBka;
. Llena na nexapctsenus npoaykt ¢ JJJIC, nocovuena B ieBa U B €BpO;
. Cpok Ha 0cTaBKa OT 1aTaTa Ha 3adBKa;
. CpOK Ha Ba/NMAHOCT Ha NPEACTABEHATA LIEHOBa odepTa.
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K®m natata Ha M3BBpIIBaHE HA JOCTABKATA, JOCTABEHHAT JIEKAPCTBEH MPOIYKT CJIEIBA 13 € C
MHHHMANEH CPOK Ha roJHocT He mno-kparbk oT 40 % or o0sBeHWS OT NPOM3BOAMTENA 3a
JIEKapCTBEHHUTE NPOLAYKTH.

OdepTute, M3roTBeHU Ha XapTHeH HOocuTe ce nojaasar B Jlenosoacteoro Ha CBAJI no percku
Gonectu . ITpod. MBan Mutes™ EAJ], rp. Codu, n.x. 1606, Gy. ,,Axan. Msan lemos* 11.

Ilpenoctapenute ot Bawua crpana odepri ce noaBat Ha XapTUEH HOCHTEI MM 110 €1eKTPOHEH
mbT 10 email: apteka(@pediatrichospital.bg B cpox go 27.10.2025 r. no 15.00 yaca.

OdepruTe, MogaaeHy No eNEKTPOHEH MBT CJIE/IBA 1A €A U3TOTBEHH TIPH YCIOBUATA M pefia Ha
3aKoHa 3a €NEeKTPOHHMA NOKYMEHT M €JIEKTPOHHMTE yaocToBeputenuu veayru (3EJIEYY) u
nojaaeHy Ha email: apteka@pediatrichospital.bg

Oq_)epTl/l. KOUTO HE OTroBapsT HAa M3UCKBAHMATA HA HACTOALLATA IOKAHA MM ca ¢ M3TEKa
Ba/TMAHOCT, HE NOLIEIKAT HA pasrieKaaHe.

B cworBercTBHE ¢ un. 12 ot Hapen6a Ne 10 ot 2011 r. npu gocTaBKaTta Ha Hepa3pelieHH
JIEKapCTBEHW MPOAYKTH THProBEbT HA €]pO NMPEAOCTaBA HA anTeKaTa MapThieH cepTuHKaT 3a
Ka4eCTBO, CbOTBETHO CEPTH(MKAT 3a 0CBOOOXK/1aBaHE HA MAPTHUIATA HA JICKAPCTBEHHUS MPOAYKT.

IIpn odepupane Ha JeKapcTBEHH NMPOAYKTH, ChIBPHKALIM HAPKOTHYHH BEILECTBA, CE CA3BaT
M3NCKBAHMUSATA HAa 3aKOHA 3a KOHTPOJI HA HAPKOTHYHMTE BellecTBa U npekypcopute (3KHBIT).

3ansawaneTo 3a nekapcTBeHMTe NpoayKTH 3akynysanu no HAPEJJBA Ne 2 ot 27 mapt 2019
r. le Ce M3BBpIUBA 10 OAHKOB ITbT B CPOK OT 5 (N€T) KaleHJIAapHH [HH, CjleJBally Jarara Ha
nonyuasane Ha cpeacteara of HALIMOHAJIHATA 3JIPABHOOCHUI'YPUTEJIHA KACA /H30K/,
CbriacHo 3anosel 3a 0100psBane 3anallaeTo Ha yeayru no wi. 7 ot HAPEJIBA Ne 2 ot 27 mapt
2019 r. 3a MeMUMHCKUTE M APYTH YCIYTH 110 4. 82, an. la u 3 oT 3akoHa 3a 31paBeTo W 3a peda u
YCI/IOBHSTA 33 TAXHOTO 000pABAHE, M0JI3BAHE U 3aalaHe, H3aAeHa Ha KOHKPETHO JIETe.

[Ipy norosopeny LieHW Ha NeKapCTBEH MPOAYKT, NMO-BHCOKH OT LeHuTe, kouto H30K e
3aMn1aTi Ha J1e4eOHOTO 3aBe/ieHHe, ChUIMTE C¢ HAMaAT [0 TO3M pa3sMmep, npu cLobpa3sBaHe Ha
JeHcTBalaTa HopMaTHBHA ypeaba.

OdepriTe Ce M3TOTBAT NO npunokeHus obpasell Ha GBArapeku e3uk. BeHYKM 10KyMeHTH,
JI0Ka3BallK CbOTBETCTBUETO HA yYacTHULMTE ¢ nocTaBeHuTe B [loxaHaTa u3ncKBaHus, ce npeacTaBaT
B OPHUIrHHAJI MJIM KATO 3aBEPeHH BAPHO C OPUIMHAJA KONMs, NPUIPYKEHH C MPEBOJ Ha Obarapc
€3HK.

[Tpunosxkenue: OBpazew Ha npeaokKeHHe

JA-P BJIAT'OMWP 3/IPABKOB
H3ITBJIHHUTEJIEH /THPEKT
CBAJT IO AETCKH BOJIECTH ,

3anu4yeHa nHgopmaumsa Ha ocHoBaHne PernameHT (EC) 2016/679
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NPEJJIOXKEHHUE 3A U3IIbJIHEHUE
Ha 10CTABKAa Ha Hepaspemenn 3a ynorpeda B Peny6mka bparapus nekapcTBeHH NPOAYKTH
H JIEKAPCTBEHH NPOJYKTH BK/JIYeHH B CIHCHKA MO 4WI. 266a, an. 2 ot 3akoHa 3a
JIEKAPCTBEHHTE NPOAYKTH B XyMaHHATa MeHIIHHA no peaa Ha Hapen6a Ne10/17.11.2011 r. na
MunucreperBo Ha 3apaBeonassanero (M3), 3a KOHTO HAMA NeHCTBAIIO PAMKOBO
criopasymenue ¢ M3

OT:
(HaMMEeHOBAHHUE HA YYACTHHKA)
[Tpencrasnsizano ot -

€ azgpec Ha ynpasJeHHe: TP. yiI. , Ne
, TeJL.: dake: . e-mail:

H aJipec 3a KOPECITOHIEHIIHSL: TP. YL . Ne
, TEJL.: , axc

EUK:

C paspelienue 3a ThProBHs HA €O C JIEKAPCTBEHHU MIPOYKTH, OJIy4EHO 110 pejia Ha IJiaBa JIeBeTa
ot 3JITTXM ¢ Ne

Pasnnamarenna cMeTka:
IBAN:

Oanka:

BIC:

Jluie 3a KoHTaKT: -
C aZpec Ha yrpaBieHHE: TP. L. , Neo
, TEIL.: dakc: , e-mail:

YBaXkaeMH J1aMH M rocnoja,
C nHactosmoTo By npescTaBsiMe HaleTo MpeIioKEHHE 3a I0CTABKA HA JIEKAPCTBEHMS IPOJIYKT:

Ne ot
Cnucbka no MexayHapoaHo
JlekapcTrBena dpopma u MepHua
1. 266a, ATC koa HEMmATeHTHO Illo.nuqec::sop e m?n a
an 2or HAHMEHOBAHHE . .
3JIIIXM

*TlonbaBa ce CBIVIACHO TeXHHYeCKATAa crenupuKaAHA 0T MOKAHATA

. MexnynapoiHo HenateHTHO HaumeHoBanue (INN) Ha aKTHBHOTO BELIECTBO:
. I'bproBecko HaMMEHOBAHHE HA JIEKAPCTBEHUSA TIPOYKT:

1

2

3. Buj na niekapcTBeHaTa (JopMma H KOTMUECTBOTO HAa AKTHBHOTO BELIECTRO B 1030Ba €IMHULA: . ... ....
4. TIpou3BOUTEN: ..o,

5. KoIMyecTBO B €/1HA ONAKOBKA: ....vvevvennn....

6. Cpok Ha J0CTaBKa OT JlaTaTa Ha 3asBKa;

7. Cpox Ha BaJIMIHOCT Ha Mpe/cTaBeHara eHora odepra:
8. EnMHMYHATA 1I€HAa 332 OMAKOBKA B ............... [{1703:16 )Y SO ) neea 6e3 JUIC u

............... (cTmOBOM: ........cin0i0s.) B €BpPO Ge3 JIIC




9. EauHMYHATA 1IeHa 33 OMAKOBKA B ............... (CIOBOM: ...oooviiiinnnnn.. ) nera ¢ JIJIC wu
............... (cnoBOM: ..................) BeBpo ¢ JIJIC

Jexnapupam:

1. 3ano3Hax ce ¢ NOKaHaTa 3a YY4acTHE U C MOCOYEHHUTE B HES W3HCKBAaHHA 3a U3TOTBSHE H
npeacTaBsHe Ha oepTara v 3a U3MIbJIIHEHHE Ha JIOCTAaBKH Ha FOPENoCOYEHUs JIEKAPCTRBEH MPOIVKTH.
ITogapaneTo Ha Hacrosimiata oepra ynocroBepsiBa 0e3ycJIOBHOTO MpUeMaHe OT Halla CTpaHa Ha
BCHYKH M3UCKBAHHS U 3a/IbKEHHA, TOCTABCHH B [TOKAHATA.

2. ImaMe BB3MOXKHOCT 1@ OCHI'YpuUM odepupaHus JIEKapCTBEH MPOJIYKT 3a CpoKa Ha
JIOTOBOpA.

3. ChIulaceH CbM 3aIUIAIIAHETO 3a JIEKAapCTBEHUTE NMPOAYKTH 3aKynyBanu no HAPEJIBA Ne
2 ot 27 mapt 2019 r. 1a ce uU3BLPLIK 1O OAHKOB M'BT B CPOK OT 5 (11€T) KaleHAAPHH JTHH, CJIe/(BalH
narata Ha monydasaHe Ha cpeacrsata ot HAIIMOHAJIHATA 3JIPABHOOCHUI'VPUTEJIHA
KACA /H30K/, ecvrnacuo 3anose] 3a onoOpspane 3arjalaneTo Ha ycayru no 4wi. 7 or HAPEJIBA
Ne2 o127 mapt 2019 1. 3a MEAMIMHCKHTE U IPYTH yeiryrH no ui. 82, an. 1a u 3 ot 3akoHa 3a 3/1paBeTo
M 3a peJia U yCIOBHATA 3a TAXHOTO 0/100psiBaHe, MOJ3BaHE M 3amiialllaHe, M3/1aJieHa Ha KOHKPETHO
nete. [Ipy 10roBOpeHH LEHW Ha JIEKApCTBEH MPOAYKT, MO-BUCOKH OT neHute, kouto H30K me
3aIUlaTH Ha J1e4e0HOTO 3aBelleHHE, ChIIUTE CE HaMalsAT A0 TO3M pa3Mep, Npu cboOpassiBaHe Ha
JleHcTBalaTa HopMaTHBHA ypeada.

4. OdepupanusaT npoaykr e GpabpHyYHO ONAKOBaH, KaTo ONAKOBKHTE €a ¢ HE HapylieHa
LAJI0CT U HAJIMYME HAa HEOOXO0AMMAaTa MapKUpOBKa.

5. KbM j1aTata Ha 10CTaBKaTa, OCTaTbYHUAT CPOK HAa TOJHOCT HA JEKAPCTBEHHUTE MPOIYKTH
e € He mo-ManbK oT 40 % ot 00sBeHUS OT IPOM3BOJUTENS CPOK.

6. B crotBercTBHe ¢ wi. 12 o1 Hapenda Ne 10 npu jlocTaBka Ha Hepa3peuleHH JIEKapCTBEHN
NPOIYKTH, BKIIKOYEHH B 0pepTHTE, LIe ce NPe0CTaBs NapTH/IeH CepTUHKAT 3a KAYECTBO, ChOTBETHO
cepTH(UKaT 3a 0OCBOOOK/1aBaHE HA NAPTHAATA HA JIEKAPCTBEHHS TIPOIYKT.

7 lleKﬂapmpaM, ye B 00XBaTa Ha IMOCOYEHOTO no-rope paspellucHHe 3a TbproBusa Ha ¢apo ¢

JIEKAPCTBEHM TPOIYKTH, TMONYYEHO Mo pena Ha riaea pepera ot 3JIIIXM ¢ Ne ... € BKJIKOYEH
oepHpaHMs ¢ HACTOALLOTO NMPE/UIOKEHHE MPOAYKT.
[pu Taka npeanoxenuTe OT HaC ycJI0BHA, B oeprpaHaTa lieHa cMe BKIIOYHIIM BCHYKH Pa3Xxo/u,

CBbP3aHH € KAYECTBEHOTO M3ITBJIHCHHE Ha NOPLYKATA B OMMHCAHUSA BHI H oOXBar.

I“apamuparwe. 4HC CME B CbCTOSAHHME Aa U3MBbJIHUM KA4E€CTBEHO MOpPbYKATa B MBJHO CHbOTBETCTBHE

¢ ropeonucaHara ogepra.

[Ipunarame crieiHUTE TOKYMEHTH /10 TIPELICHKA/:

FAC G 12 (g

Hommue: .............



