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MMPUTEXATEJIMTE

HA PABPELIEHME 3A ThPTOBHS HA EJIPO

C JIEKAPCTBEHH IIPOAYKTH, JO-H-L5¥7
NOJIYYEHO I1O PEJIA HA IVIABA JIEBETA OT 3JIIIXM YA 2%

IIOKAHA

32 Npej10cTaBsAne HA 0dePTa 3a 10CTaBKAa HA Hepa3peleHH 32 ynoTpeba B Peny6umka
brarapusi iekapeTBeHH NPOAYKTH M JIeKApCTBeHH NPOAYKTH BKIIYEHH B CIHCHKA 110
4. 266a, a. 2 oT 3aKoHa 32 J1IeKAPCTBEHHTE NPOLYKTH B XYMaHHATa MeIHIHHA N0 peaa
Ha Hapen6a Ne10/17.11.2011 r. na MunucTeperBo Ha 3apaBeonassaHero (M3), 3a kourTo

HSMA [JeHCTBAIO PAMKOBO copasymenHe ¢ M3

YBAKAEMMU NIPEACTABJISIBAIIIH,

Ha ocnoBanue wn. 156, an. 1 u un. 158, an. 1 or Hapenba 10 ot 17.11.2011 r. na M3,
Bu ornpapsam wactosimara nokana 3a npejcrassine Ha obepTH 3a TOCTaBKA Ha J0IYONHCAHHS
JICKApCTBCH NTPOJYKT HepaspemeH 3a ynorpeda B Peny6ianka Bwarapus, xoiito na 0nie
H3II0/I13BaH 3a JICYCHUETO HA MAIIHEHTH Ha J1e4e0HOTO 3aBe/IeHHe, KAKTO CIIEaBa:

MexkayHnapoaso
IMopenen ATC ko N o JlekapceTBena ¢popma u Mepna
Ne KO0JIHYEeCTBO €IHHHIA
HAUMEHOBaHHe
1 CO1EAO1 | Alprostadil 500 mecg powder for solution for | onakoska
infusion x 10

Odeprute ce H3rOTBAT OT/IETHO 32 BCEKH eIHH JIEKAPCTBEH MPOAYKT, MO MPHIOKEHUS
00pasell M 3aXbKHTEIIHO CIIE/IBA [1a ChABPIKAT ClIe/HATA HHpOpMaIH:
1. MexXayHapoHO HENAaTeHTHO HAHMEHOBAHHE (INN) Ha aKTHBHOTO BeLIECTRO;
2. ThproBcko HAMMEHOBaHHE HA JTCKAPCTBEHHS NPOIYKT;
3. Bun nHa nexaptsenara gopMa 1 KOTHYECTBOTO HA AKTHBHOTO BELIECTRO B JI030Ba €/IMHHLIA;
4. IlpoussoauTer;
5. KonnuecTro B ejiHa onakogka:
6. lleHa Ha leKkapcTBEHHS TIPO/IYKT;
7. Cpok Ha 10CTaBKa OT 3asBKa;
8. Cpok Ha BaJHIHOCT Ha NPEICTABEHATA [IEHOBA odepra.

KM narata Ha u3BbpIIBaHe HA 0CTABKATA, TOCTABCHHUST JCKapCTBEH NPOAYKT CIe/IBa
Aa € ¢ MUHUMAJIEH CPOK Ha TOAHOCT He MO-KpaTbK oT 40 % oT 06IBeHHS OT IIPOHU3BOJMTENS 3a
JIEKapCTBEHUTE NPOIYKTH.

Odpeprute, H3roTBeHH Ha XapTHEH HOCHTEN e TMOJIABAT B Henosoacreoro na CBAJI no

aetcxu donectn , [pod. Mean Mures” EAJ, rp. Codwu, n.x. 1606, oyn. ,,Axan. Usan emos™
11.



IIpenocrasennte ot Bama crpana odepru ce mopasar Ha XapTHEH HOCHUTEN HIH TI0
€JIEKTPOHEH 11bT 1o email: apteka@pediatrichospital.bg B cpok 10 19.11.2024 1. 10 16.00 uaca.

OdepTute, NonaeHu Mo eNEKTPOHEH ITBT CJIE/BA 1a CA H3TOTBEHH TIIPH YCIIOBUATA U pela
Ha 3aKOHA 3 €IEKTPOHHHUS IOKYMEHT H €IeKTPOHHHTE yrocroeeputennu yeayrd (3EJIEYVY) u
nojajieHn Ha email: aptekacpediatrichospital.ba

Odepru, KOMTO He OTTOBAPAT HA U3UCKBAHMATA HA HACTOSIIATA TTOKAHA HIIH CA C H3TeKIa
BaJIMIHOCT, He IOJJIEKAT Ha pasexIaHe.

B chorsercTaue ¢ un. 12 or Hapen6a Ne 10 npu nocraska ua JIEKAPCTBEHH IPOAYKTH,
BKJIFOYCHH B O(EPTHTE, 3abIKHTENHO TPsIOBA Ja ce MpeaoCTaBs MapTHAeH ceprudukar 3a
KaueCTBO, ChOTBETHO CePTHPHKAT 3a 0CBOOOYXKIaBaHe HA NIAPTH/IATA HA TEKAPCTBEHUS IPOJYKT.

IIpu odepupane Ha nekapcTBEHH MPOAYKTH, ChABPKALLK HApKOTHYHU BEIECTBA, CE
CNia3BAT W3MCKBAHMATA HA 3aKOHA 33 KOHTPOJ HA HAPKOTHYHHTE BEIIECTBA H MPEKYPCOPHTE
(3KHBITI).

3aniauaHeTo 3a JIeKapCTBEHHTE NIPOAYKTH 3aKyIYBaHHU 110 HAPEJIBA Ne 2 ot 27 mapr
2019 r. e ce u3BLPIIBA MO OAHKOB MBT B CPOK OT 5 (TIeT) KaJleHJAapHH JHH, CIeaBally 1aTaTa
Ha nonyyasane Ha cpenctata o HALTUOHAJIHATA 3[IPABHOOCHUT'YPUTEJIHA KACA
/H30K/, cprimacuo 3anosen 3a 0106psiBaHe 3aMIaaHEeTo Ha yeayru o wi. 7 ot HAPEJIBA Ne
2 or 27 mapt 2019 . 32 MeMIMHCKATE U JIPYrH yenyrd nmo 4. 82, an. la u 3 or 3akoHa 3a
3APABETO M 3a pe/la U yCIIOBUATA 3a TAXHOTO 000psBaHe, MOI3BaHe U 3aljalllane, u3aaneHa Ha
KOHKpeTHO siete. Ot 1 ronm 2024 r. H30K 3amnama nekapcreHute IIPOJYKTH Ha CTOHHOCT
PaBHaA Ha CTOHHOCTTA, ONpeeNeHa 110 peaa Ha 4. 45, an. 29a u 296 ot 3aKkoHa 3a 3/IpaBHOTO
ocurypsisane /330/ M mpH JOroBOPEHH I€HH Ha JIEKAPCTBEH MPOAYKT IMO-BHCOKH OT
onpenenenute o1 H30K chumre ce HamansT 10 HOPMaTHBHO ONpeeeHuTe.

Odeprure Cceé H3rOTBAT MO NPUIOKEHHS oOpasely Ha OBIrapckm esuk. Bcuukm
AOKYMCHTH, JOKa3Ballld CBOTBETCTBHETO Ha YYaCTHHLUTE ¢ MOCTaBeHHTe B |loKaHara
M3UCKBaHHUsA, C€ TPEJCTaBAT B OPUTHHAN WJIM KATO 3aBe BAPHO C OPHUTMHAJIA KQEHK,

IIPHPYIKEHH € NIPEBOJ Ha OBJIrapCKH €3UK. /)

lpunoxenne: OBpasen Ha npeanoxenue N
FanpueHa WHPOPMALLWA Ha
N ocHoBaHKMe wa. 37 ot 30N
JI-P BJIATOMHP 3/1PABI
H3ITBJIHHTEJIEH JHHP!
GHANTTIO JETCKH 5OJL ’
/4 ) )



IPEJUIOKEHUE 3A U3ITbJIHEHUE
Ha 10CTaABKA HA HepalpemeHH 3a ynoTpeda B Penybiinka Bbarapus jiekapcTBend nNpoayKTH
H JIEKAPCTBEHH NPOAYKTH BK/II4YEHH B CIHCBHKA MO 4. 2664, aJ1. 2 ot 3akoHa 3a
JIEKAPCTBEHHTE NPOAYKTH B XyMaHHATA MeIHIHHA o peaa Ha Hapex6a Ne10/17.11.2011 r. ua
MunucreperBo Ha 3apaBeonasBanero (M3), 3a KOHTO HAMA JelicTBANIO PaMKoOBO
crnopasymenne ¢ M3

OT:
(HaMMEHOBAHHE Ha YYaCTHHKA)
[TpeacrapnsBano or -

C aJipec Ha yIpasJieHHE: Ip. yaI. , No
, TeIL: dbakc: , e-mail:

¥ aJIpeC 3a KOPECIIOHIEHIIHS: I]. yIL. . Ne
, TEIL.: , haxc

EUK:

C paspelienue 3a ThProBus Ha €/po ¢ JeKapCTBEHH NPOJIYKTH, IOIY4EHO MO pelia Ha IJ1aBa IeBeTa
o1 3JITXM ¢ Neo

Paznnamareiiza cMeTka:
IBAN:
OaHka:
BIC:

JIune 3a KOHTaKT: -
¢ aJpec Ha ynpapieHHe: Ip. yiI. , Ne
, TeJL: daxkc: , e-mail:

YBaxkaemu JaMH M rocnoaa,
C HacTosAoTo Bu IIPEICTaBAME HAIIETO MPEJIOKEHUE 3a JIOCTABKA HA JIEKAPCTBEHUSA NIPOJYKT:

Me:xayunapoano
Jlekapcreena popma u Mepua
Ne ATC kon HeImaTEeHTHO p pop p
KOJHYeCTBO eIHHHIIA
HAaHMEHOBAHHE

“[lonbaBa ce cbIVIACHO TeXHHYECKATA cHENHPHKANKS OT MOKAHATA

o

- MexynaponHo nenarentHo Haumenosanue (INN) Ha aKTHBHOTO BeIIECTRO:
- T'bproBcko HaMMeHOBaHHE HA IEKAPCTBEHHS IPOLYKT: «.vvvee.... ...

- By Ha niekapeTsenata gopma n KOIHYECTBOTO Ha AKTHBHOTO BEIIECTBO B 10308 eIWHHIA:
. TlpousBoauren: ..................

. KonnyecTBo B e1Ha ONTAKOBKA: «..ovv oo,

- Cpok Ha 10CTaBKa OT 1aTaTa Ha JOCTABKA: ..................

. Cpok Ha BamMAHOCT Ha Mpe/ICTABEHATA [IEHOBA obepra: ..........oee.n.l

. EnvHnunara nena 3a onakoBka B ............... (CTTOBOM: ..\, ) nepa 6e3 JIJIC
. Exvunnunara ueHa 3a ONakoBka B ............... (cnoBOM: ....ccvvnenenn. ) neBa ¢ JIJIC

..................
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Hexaapupam:

1. 3ano3Hax ce ¢ MOKaHaTa 3a YYacCTHE M ¢ MOCOYEHHTE B Hed W3MCKBAHHA 33 W3TOTBSHE M
npe/cTaBsiHe Ha oepTaTa 1 3a M3MbIHCHHE HA JI0CTABKH HA TOPEIIOCOYEHHUS JIEKAPCTBEH TIPOAYKTH.
[Tonapanero Ha Hactosmata odepTa ynocroBepsiBa Ge3yCIOBHOTO IPMEMAaHE OT Halua CTpaHa Ha
BCUYKH H3HCKBAHMS U 3abJDKCHHS, TOCTABEHH B IIOKAHATA.

2. Mmame BB3MOKHOCT Ja OCHTYpHM OQepHpaHHs JieKapcTBeH MPOAYKT 3a CpoKa Ha
J0TOBOpA.

3. CebryaceH cbM 3anIallaHeTo 3a JeKapCTBEHUTE NPOAYKTH 3akynyBanu o HAPEJIBA Ne
2 o1 27 mapt 2019 r. 1a ce U3BBPLIHK 110 GAHKOB BT B CPOK OT 5 (11eT) KaJleHIapHH JIHH, CIeABAIIH
laTata Ha nojyvyaBaHe Ha cpejactsara or HALIMOHAJIHATA 3JIPABHOOCUI'VPUTEJIHA
KACA /H30K/, cbrnacuo 3anorej 3a 0100psBane 3arialmaseTo Ha YCIyTH 1o 4. 7 oT HAPEJIBA
Ne2 ot 27 mapt 2019 r. 3a MeTUIIMHCKHTE ¥ APYTH yCIyrH 0 Wi, 82, an. lau 3 ot 3akona 3a 3paBeTo
M 33 pelia U YCIOBHUATA 33 TAXHOTO ON00psiBaHe, MON3BAHE U 3alUIalllaHe, H3/ajIeHa Ha KOHKPETHO
Jere. Ot 1 romm 2024 r. H30K 3aruiamia nexkapcTBeHHTE NPOAYKTH HA CTOMHOCT paBHa Ha
CTOHHOCTTa, ONpe/elieHa Mo peaa Ha 4. 45, aim. 29a u 296 ot 3akoHa 3a 3ApaBHOTO OCHI'ypsiBaHE
/330/ ¥ 1pn 1OTOBOPEHM LEHH Ha JIEKApCTBEH NPOMYKT MO-BHCOKH OT omnpexelienute or H30K
CBLIMTE C€ HAMAJIAT 10 HOPMATHBHO OIpeIC/ICHHTE.

4. Odepupanusat mpoayKT € (abpHyHO ONMaKkoBaH, KaTO OMAKOBKHTE Ca C He HapylleHa
LAJIOCT ¥ HAJIMYHME Ha HeoOX0/IMMaTa MapKHPOBKA.

5. K®M znarara Ha 10CTaBKaTa, OCTATBYHHAT CPOK HA FOIHOCT HA JICKAPCTBEHUTE IPOAYKTH
e e He mo-Manbk OT 40 % 0T 00ABEHUS OT IPOU3BOAUTENS CPOK.

6. B crotBerctue ¢ wi. 12 or Hapenfa Ne 10 npu mocraska Ha JIEKapCTBEHH MPOAYKTH,
BKJTIOUCHH B O)ePTHTE, 3aIbIKMTENIHO TPIOBa J1a ce IPeI0CTaBs IAPTH/IEH CepTH(HKAT 32 KAUECTRO,
CHOTBETHO CepTH(HKAT 32 0CBOOOKIaBAHE HA MapTHAATA HA JIEKAPCTBEHHS POIYKT.

[Ipn Taka npenoxeHHTe OT HAac yclnoBuA, B odepUPaHATA [I€HA CMe BKTIOYMIH BCHUKH
Pa3xo/M, CBbP3aHH ¢ KAY€CTBEHOTO H3MBJIHEHHE HAa MOPHYKATA B ONIMCAHHS BUI H 0OXBAT.,

lapantipame, 4e cme B ChCTOSHHE [a W3MBIHHM KauyeCTBEHO MOPHYKATA B ITHJIHO
CBOTBETCTBHE C TOpPEONHcaHara odepra.

[Ipunarame cieHHTE TOKYMEHTH /1O MpelieHKa/:

1 i v ol

[Moamuce: .ooovnna.. ..



