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IITPUTEXATEJIUTE DETCEY BONECTH - AL COOUR
HA PASPEHIEHHME 3A ThPTOBHS HA EJAPO ax Ne /jg jé 3

C JIEKAPCTBEHMU ITPOAYKTH,

L E P03 208 x|
INOJYYEHO I1O PEJIA HA IIABA IEBETA OT 3JIIIXM

ITOKAHA

3a npefocTaBsAHe HA 0(epTa 32 10CTABKA HA JIEKAPCTBEHH MPOAYKTH, BKIIOYEHH B
CIHCBKA 10 4. 2664, a/n. 2 ot 3aKkoHa 3a JieKapcTBeHHTE MPOAYKTH B XyMaHHATa
MeaunuHa no peaa Ha Hapea6a Ne10/17.11.2011 r. na MuHHCTepCTBO Ha
3apaseonaspaneTo (M3), 32 KouTO HSIMa [IeliCTBAIO PAMKOBO cnopasymenue ¢ M3

YBAYKAEMH IIPEJCTABJISIBAIIH,

Ha ocnoBanue un. 156, an. 1 v un. 158, an. 1 or Hapen6a 10 ot 17.11.2011 . Ha M3,
B ornpasam Hactosiara rnokana 3a npeacTassHe Ha obepTH 3a TOCTABKA Ha JOMYOIIHCAHHUTE
JIEKApCTBCHH MPONYKTH, BKIIFOUYCHH B CIIMCHKA 110 WII. 2664, ait. 2 o 3JITTXM, KouTo Morar Ja
ObIAaT M3ITOJI3BAHH 34 JIEYEHHETO HA MAIMEHTH Ha JICYeGHOTO 3aBeJIeHHe, KaKTO CeIBa;

Ne or
CnucbKa no Meunyaponso JlexkapcTBena ¢popma u Mepna
ATC kon HEMATEHTHO

1. 2664, aJ1. KOJIHYeCTBO €IHHHIIA
2 or 3JIXM HAaHMeHOBaHHe

30 NO1AHO1 Fentanyl >0 e AR sl sF)lutlon Tor ONaKoOBKa

injection - 2 ml; 10ml
Human normal . ; .
39 JO6BA02 immunoglobulin 50 mg/ml solution for infusion OTIAKOBKa
(IVIg) 10 ml, 50 ml

Ogeprute ce H3rOTBAT OTJEIHO 3a BCEKH €IHH JIEKAPCTBEH MPOAYKT, M0 IPUIOKEHUS
0bpasel M 3aXbIDKHTENHO ClIe/BA 1a ChABPKAT ClIeHATA HHpOpMAIHU:
1. MexayHapoaHo HEMaTeHTHO HAHMEHOBAHHE (INN) Ha aKTHBHOTO BeIIECTBO;
2. TbproBeko HaMMEHOBAHME HA JICKAPCTBEHHS MPOIYKT,
3. Bun Ha nexapreHara GpopMa H KOIMYECTBOTO Ha AKTHBHOTO BEINECTBO B JI030Ba €IUHHLA;
4. Ilpouszsoyuren;
5. KonmyecTBo B e/1Ha onakoBka;
6. llena Ha nekapcTBEHUS TPOLYKT;
7. Cpok Ha J10cTaBKa;
8. Cpok Ha BaIMJIHOCT HA NPE/ICTABEHATA IeHOBA odepra.

KbM n1atara Ha W3BbpIIBaHE HA OCTABKATA, NOCTABCHHST JIEKapCTBEH MPOJYKT CJIe/Ba
Aa € C MUHHMAJIEH CPOK Ha FOAHOCT He MO-KpaThk oT 40 % 0T 06sSBEHHS OT NPOU3BOAUTENS 3a
JIEKapCTBEHHUTE MPOLYKTH.

Ipenocrasenute ot Bama crpana opepru ce nomasar Ha XapTHEH HOCHTEN HIH IO
€JIEKTPOHEH I'bT 210 email: apteka  pediatrichospital.bo B cpok 1o 13.03.2024 .




Odeprute, momazenu no eJ1eKTPOHEH BT CIIEIBA A ¢4 H3TOTREHH NPH YCIOBHATA
pena Ha 3aKkoHa 3a ENEKTPOHHHS JOKYMEHT M €JEKTPOHHHTE YIOCTOBEPHTETHH YCIyrH
(BEHNEYY) u noxanenn na email: apteka@pediatrichospital.be

OdeprrTe, H3roTBEHN Ha XapTHEH HOCHTEN ce nojiaBat B Jlenosoncteoro Ha CBAJI o
nercku Gonectu Ilpod. Vean Mures” EAJI, rp. Codu, n.k. 1606, 6yn. ,,Axan. Mpan
EBctparues I'emos® 11.

Odeprn, KOMTO HEe OTroBapAT HAa M3MCKBAHMATA HA HACTOALIATA MOKAHA HIH Ca C
H3TEKJa BAIMIHOCT, He TO/UIEXKAT Ha pas3riexkIaHe.

B crotercrere ¢ wi. 12 ot Hapen6a Ne 10 npu 10cTaBka Ha TeKapCTBEHH NPOLYKTH,
BKJIOYEHH B O(epTHTe, 3a0bDKHTENHO TpAOBa 1a ce NPefoCTaBs MapTHIeH cepTH(HKAT 3a
Ka4ecTBO, ChOTBETHO CePTU(HKAT 3a 0CBOOOKIaBAHE HA MTAPTHAATA HA JIEKAPCTBEHHS IIPOIYKT.

IIpu odepupane Ha NleKapcTBEHH MPOJYKTH, CHABPKAIIA HAPKOTHIHH BEIIECTBA, CE
CIa3BaT W3MCKBAHMATA Ha 3aKOHA 33 KOHTPOJ Ha HApKOTHYHHMTE BELIECTBA M TIPEKYPCOPHTE
(3KHBII).

3amramaseTo 3a 1ekapcTBeHHTE MPOAYKTH 3akynypany 1o HAPEJIBA Ne 2 ot 27 MapT
2019 r. e ce u3BbpIIBA 10 GAHKOB BT B CPOK OT 5 (TIeT) KaJIeHJapHH [IHH, CIIeJIBalIlH 1aTara
Ha noiy4aBaHe Ha cpencrsara o HALJUOHAJIHATA 3[IPABHOOCUTYPUTEJIHA KACA
/H30K/, cerinacho 3amoses 3a ono6psABaHe 3amialaneTo Ha yeayru o wi. 7 or HAPEJIBA Ne
2 ot 27 mapt 2019 . 3a MeMUMHCKHTE U APYTH yCIyrd no wi. 82, an. la u 3 or 3akoHa 3a
3[paBeTO M 33 pella U YCJIOBUATA 3a TAXHOTO 000psABaHe, MOJI3BaHE U 3alllallaHe, u3aaieHa Ha
koHKpeTHO nete. Ot 1 tomm 2024 r. H30K 3annama nekapcTBeHHTe MPOIYKTH HA CTOMHOCT
paBHa Ha CTOHHOCTTA, OMpe/ielieHa Mo pena Ha wi. 45, an. 29a u 296 ot 3akoHa 3a 3paBHOTO
ocurypseane /330/ W TpH JOTOBOPEHH WEHM HA JIEKAPCTBEH NPOAYKT MO-BHCOKH OT
onpeneneHuTe o H30K chiiuTe ce HaMansT 10 HOPMATHBHO OIpPEIEIeHUTE.

Odeprrte ce M3roTBAT NO NpUICKEHHs obpasen Ha Obnrapcku e3uk. Bcuuku
AOKYMCHTH, JOKa3Ballld CBOTBETCTBHETO Ha YYACTHHIMTE C INOCTaBeHHTe B Ilokamara
M3UCKBAHMs, CE NPEACTABIT B OPMIMHAI MJIM KAaTO 3aBEPEHH BAPHO C OPHTHHANA KOIus,
NPU/IPYKEHH C NIPEBOJ Ha OBITAPCKH €3HK.

IIpunoxenne: O6pasen Ha npeIONKEHH

1-P BJIATOMHP

PAB

CBAJITTO JETCKH 5O, Wirac, MHTEB" EALl



INPEJJIOKEHUE 3A U3ITbJIHEHUE
Ha 10CTABKA HA JIEKAPCTBEHH NPOIYKTH, BKIKYEHH B CIIHCHKA 10 41, 2662, a.1. 2 oT 3aKoHa
33 JEKAPCTBEHUTE NPOXYKTH B XyMaHHaTa MeuuuHa /3JIIIXM/ no pexa na Hapen6a
Ne10/17.11.2011 r. va MuHHCTEpPCTBO Ha 3apaseonassanero (M3), 3a kouTo HAMA AeiicTBamO
PaMKoBO criopazymenue ¢ M3

OT:
(HaMMEHOBaHHE HA yYaCTHHKA)
IIpencraBnsiBano ot -

€ aJipec Ha ynpaBJeHHE: TP. YL , Ne
s TeIL.: daxc: , e-mail:

H aJIpec 3a KOPECTIOHACHIIHSL: T. yi1. , Ne
, TEIL.: , haxc

EUK: ;

C paspellenue 3a TbproBus Ha €/IpO C NIeKapCTBEHM NMPOAYKTH, MOTYYEHO IO peJia Ha I1aBa JAeBeTa
oT 3JIIIXM ¢ Ne

Jlunensus, n3nanena no pesa Ha wn. 32 ot 3akoHa 3a KOHTPOJI BPXY HAPKOTHYHHTE BELIECTBA H
npexkypcopute /3KHBIT/ ¢ Ne
/MPHIIOKIAMO caMo 3a JleKapCTBEHH MPOIYKTH, ChABPKANIKM HAPKOTHIHH BELIECTBA OT CIUCHIHTE
no un. 3, an. 2, 1. 2 u 3 or 3KHBIT/

Pasnnaniarenna cMmetka:

IBAN: :
OaHka: ;
BIC: :

Jluue 3a xouTakT: -
C a/ipec Ha ynpasJeHHe: IP. Vi1 , Ne
s TETE.L daxc: , e-mail:

YBaXkaeMH JlaMH H rocnoja,
C nacrosmoto Bu npejictaBsMe HameTo IPCATIOKEHHE 32 IOCTABKA HA JIEKAPCTBEHHS TIPOJIYKT:

Ne ot
Cnucbka no Me:xaynapoano
JlekapcTBen Ma epHa
wi.266a, | ATC koa HENAaTeHTHO Eﬁﬂnqij‘!’;’p H e“”:i li’“
amnx 2 or HAHUMEHOBaHHE AR
3JIIXM

*Ilonb1Ba ce CHIIIACHO TeXHHYECKATA cnenH(pHKAIMsA OT NOKaHATA

4. IlpouzBomuren: ..................
5. KonuyecTBo B eHa OMakoBKa: .................
6. Cpok Ha JOCTaBKA: ..................



7. CpoK Ha BAIHIHOCT Ha NPEICTABEHATA [IEHOBA odepTa: ........oouenenen..

8. EnuHAuHaTa neHa 3a MepHA €AUHALA B ............... (CTOBOM .nvs s sammmmmmns ) nesa 6e3 JIJIC
9. Ennnnunara nena 3a MepHa eJUHULAR . .............. (CTIOBOME, wpeunionsnss sonin ) neBa ¢ J1JIC
Jexmapupam:

1. 3arno3Hax ce ¢ mokaHaTa 3a y4acTHe H C MOCOYEHHTE B Hesl M3MCKBAHHA 33 M3FOTBSHE I
NPE/ICTaBAHE Ha O(epTaTa U 3a M3MBJIHEHHE Ha IOCTABKH HA TOPENOCOYEHHS JIEKapCTBEH MPOIYKTH.
lonasaneto Ha HacTosimata odepra yaocTopepsisa 0€3yCIIOBHOTO NIPHEMaHE OT HAlla CTpaHa Ha
BCHYKH H3UCKBAHHA H 33bJDKEHUs, [IOCTABCHH B MIOKAHATA,

2. MMame BB3MOXKHOCT Ja OCHIYpHM oO(epHpaHus JIEKapCTBEH MPOAYKT 3a CpOKa Ha
JOTOBOpA.

3. ChbriiaceH chbM 3aIUIalaHeTo 3a JCKAPCTBEHUTE NpoAyKTH 3akymyBanu no HAPEJIBA Ne
2 or 27 mapt 2019 1. 12 ce U3BBPLIK IO GAHKOB BT B CPOK OT 5 (IeT) KaJeHJapHH [HH, CJeTBAIH
Aarara Ha nony4qaBaHe Ha cpenctBata or HAIIMOHAJIHATA 3JIPABHOOCUI'YPUTEJIHA
KACA /H30K/, ¢briacuo 3anosen 3a 0ZI0OpsiBaHE 3alTAaHeTo Ha yeuyry mo un. 7 or HAPEJIBA
Ne 2 o1 27 mapt 2019 r. 32 MegHIHHCKHTE B Apyru ycnyru no wi. 82, an. lau 3 ot 3akona 3a 31paBeTo
H 3a pella H yCJIOBHATA 32 TAXHOTO of00psBaHe, OI3BaHe M 3aILTAIlaHe, M3ajeHa Ha KOHKPETHO
aere. Or 1 romu 2024 r. H30K 3amnama TICKApCTBEHUTE MPOJIYKTH Ha CTOWHOCT paBHA Ha
CTOHHOCTTa, ONpeleleHa Mo peja Ha ui. 45, an. 29a u 296 ot 3akona 3a 3[IPaBHOTO OCHUTYpSBaHe
/330/ ¥ npu JOTOBOpEHH IeHM Ha JEKApCTBEH NPOAYKT MO-BUCOKH OT ompeaeieHute or H30K
CBIIUTE C€ HAMAJIAT 10 HOPMaTHBHO ONpeAe/ICHHTE.

4. Odepupanuar nponykt e habpHIHO OMAKOBAH, KATO ONAKOBKUTE ca C He HapylieHa
OSJI0CT H HAlIMYUe Ha He0OX0IMMAaTa MapKHPOBKA.

5. KbM natata Ha mocTaBKaTa, OCTATHYHHST CPOK Ha IOJIHOCT Ha JIEKAPCTBEHHUTE MPOAYKTH
e e He no-Manek or 40 % o1 00ABEH s OT IPOU3BOTUTENS CPOK.

6. B crotserctBHE ¢ wi. 12 or Hapenfa Ne 10 NIPH IOCTABKa HA JICKApPCTBEHH MPOLYKTH,
BKJTIOYCHH B OepTUTE, 3aIb/DKATENTHO TPI6BA /14 ce IPEI0CTaBs MAPTH/IEH CePTU(RHUKAT 33 Ka4eCTRO,
CBOTBETHO CePTHHUKAT 32 0CBOOOXK/IaBaHe HA TIAPTHUIATA HA JIEKapCTBEHUS TIPOJIYKT.

HpH TaKka NpEeaIoXKeHUuTe OT Hac YCJI0BHA, B ocbepﬁpaHaTa IEHa CME BKJIIOUMIIH BCHYKH
Pa3XolH, CBbP3aHH ¢ KAYECTBEHOTO U3IThJIHCHHE HA MOPBYKATa B OITHCAHHS BH] H 00XBar.

['apantupame, 4e cMe B CchCTOSHHE 1a HM3MBIHEM KAYeCTBEHO NOpbYKaTa B IIBJIHO
CBOTBETCTBHE € rOpeOIHcaHara odepra.

Iprnarame cnemnnte nokymentH /mo npenenxa/:



