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10 CMIEUMANE 7P o S0TALA MO
INNPUTEXATEJIUTE AETCKM GONECTV: - AL COOUA
HA PABPEIHIEHUE 3A THPI'OBUS HA EJAPO B

C JIEKAPCTBEHH TTPOJVKTH, “”"?%%éfi? N
INOJIYYEHO 1O PEJIA HA ITABA JIEBETA OT 3JIIIXM s A

ITOKAHA

32 NIpe10CTaBsAHe Ha 0epTa 32 I0CTABKA HA JIEKAPCTBEHH NPOAYKTH, BKJIIOYEHH B
CIHCHKA MO 4. 2662, a1 2 0T 3aK0Ha 32 JIeKaPCTBEHATE NPOLYKTH B XyMaHHaTa
MennuuHa o pena Ha Hapen6a Ne10/17.11.2011 r. ua MunncTepeTBO Ha
3apaseonazBaneTo (M3), 3a KoHTO HSIMa 1€HCTBAIO PAMKOBO crnopasymeHnue ¢ M3
¢ Ne 38, 57 1 62 or Cicbka nmo wJ1. 266a, as. 2 ot 3JIIIXM

YBAKAEMMU NNPEJACTABJISAABALLIA,

Ha ocroBanwme ui. 156, an. 1 u un. 158, an. 1 or Hapen6a 10 ot 17.11.2011 r. Ha M3,
Bu oTnpapsm HacTosiiara nokana 3a npeacTapsHe Ha oepTH 3a TOCTaBKa Ha JOJTYONHCAHHUTE
JICKapCTBEHH NMPOAYKTH, BKIIFOYEHHU B CIIHCHKA 110 WiI. 2664, an. 2 ot 3JIITXM, kouTo mMorar ma
ObJ1aT U3MOI3BAHH 3a JICYEHHETO HA TAIlMEHTH Ha J1e4e6HOTO 3aBeIcHHE, KAKTO CJIe/IBa;

ekl Me:kxyHapoano

Cnuebka no JlekapcrBena ¢popma u Mepna

ATC kon HEMNATEHTHO
. 266a, aJ1. KOJIHYEeCTBO eqMHHLA

2 ot 3JIIIXM HAHMCHOBaHHe

381 HO2AB09 Hydrocortisone 5 modified-release hard capsules: OMAaKoBKa

382 HO02AB0O9 Hydrocortisone 10 mg modifiedrelease hard capsules OlaKOBKa

57 Al6AB2S Olipudase alfa 20 mg powder for concentrate for solution for —_—

infusion
Potassium citrate/Potassium i
62 A12BA30 hydrogen carbonate 8 mEq prolonged-release granules OnaKkoBka

Odeprute ce H3rOTBAT OT/IETHO 33 BCEKH €UH NeKapCTBEH MPOJYKT, IO MPUIIOKEHHS
0Dpasell i 3abJIKHTETHO ClIe/IBa 1A ChIBPIKAT ClIeHATA HH(OpMALHSL:
1. Mex1yHapOIHO HEMATEHTHO HANMEHOBAHHE (INN) Ha aKTHBHOTO BEILECTRO;,
2. ThproBcko HAaHMEHOBAHME HA TEKAPCTREHHS HPOJIYKT;
3. Bz Ha siekapTeHaTa (popma H KoJMYeCTBOTO HA aKTHBHOTO BEIIECTRO B JI030Ba €IMHUIIA;
4. IlpousBonuTer;
5. KosMuecTBO B €/1Ha ONaKoBKa;
6. Llena Ha eKapCTBEHUs! IPOLYKT;
7. CpoK Ha JIOCTaBKa;
8. Cpok Ha BaJIHAHOCT HA TIPe/ICTABEHATA LIEHOBA oepra.

K®m narara Ha H3BBPIIBAHE Ha JOCTABKAaTa, JOCTABCHUAT JICKAPCTBEH MPOAYKT CJIeIBa

Ala € ¢ MUHUMAJIEH CPOK Ha TOIHOCT He MO-Kparbk oT 40 % oT 06sBEHHS OT IPOU3BOAUTENA 34
JICKapCTBEHUTE TIPOIAYKTH.



IIpenocrasennte or Bama crpana odepTu ce moaaBarT Ha XapTHEH HOCHTEN WIH 110
€JIEKTPOHEH BT 10 email: aptekaipediatrichospital.bg B cpok no 20.03.2024 .

Odeprute, MomaneHu Mo eNEKTPOHEH MBT CIIEIBA JA ¢4 M3TOTBEHH IpU YCJIOBHATA H
pela Ha 3akoHa 3a €JNEKTPOHHHA JOKYMEHT H EJIEKTPOHHHTE YIOCTOBEPHTEIHH YCIYTH
(BEJEYY) u nogagenu Ha email: aptekaiipediatrichospital be

Odeprute, H3roTBeHH Ha XapTHEH HOCHTEN ce nojapar B Jenosonctsoto Ha CBAJT o
aetcku Oomectu ,Ilpod. Mean Mutes” EAJL, rp. Codu, mx. 1606, 6yn. , Akan. Msanm
Epctpatues 'emos*™ 11.

OdepTi, KOMTO HE OTrOBapsAT HA M3MCKBAHMATA HA HACTOAINATA TIOKAHA MM Ca C
M3TEKJIa BATHIHOCT, HE TOJIEXKAT Ha pasieKIaHe.

B crotBercTBue ¢ ut. 12 or Hapen6a Ne 10 npu gocraska Ha JIEKapCTBEHH IPOAYKTH,
BKJIIOUEHU B OepTHTe, 3aIBIIKHTENHO TpAOBA Ja ce NPeIoCTaBs MapTHIEH cepTH(HKAT 3a
Ka4ecTBO, ChOTBETHO CEPTH(HHKAT 3a OCBOOOKIABAHE Ha MAPTHIATA HA JIEKAPCTBEHHS IPOJYKT.

[Tpn odepupane Ha NeKapCTBEHH NMPOIYKTH, ChIBPKAIIM HAPKOTHYHH BELIECTBA, Ce
Cra3BaT M3MCKBAHHMATA HAa 3aKOHA 32 KOHTPOJ HA HAPKOTHYHMTE BELIECTBA H MPEKYPCOPHTE
(3KHBII).

3aruiaianeTo 3a JeKapcTBEHHTE MPOLYKTH 3aKyIyBaHH 110 HAPEJIBA Ne 2 ot 27 mapt
2019 r. e ce M3BBPLIBA 110 GAHKOB BT B CPOK OT 5 (T1eT) KaJIeH[apHH JHH, CJIe/IBalllM qarara
Ha nomy4aBane Ha cpenctara ot HAIITMOHAJIHATA 3IPABHOOCUT'YPUTEJIHA KACA
/H30K/, cpriacuo 3anose 3a ono6psABaHe 3amiamaneTo Ha yeayrd o 4i. 7 ot HAPEJIBA Ne
2 or 27 mapt 2019 . 3a MEAMUMHCKUTE U APYTH YCIyry 1o wi. 82, am. la u 3 or 3akoHa 3a
3IpaBeTO U 3a pCJia U yCI0BUATA 33 TAXHOTO 0100psiBaHe, TION3BAHE M 3allIallaHe, H3JaaeHa Ha
KOHKpeTHO nete. Ot 1 o 2024 r. H30K sanuiama nekapcTBeHHTE MPOAYKTH HAa CTOHHOCT
PaBHa Ha CTOHHOCTTA, ONpeJIesieHa O pejia Ha uil. 45, an. 29a u 296 oT 3akoHa 3a 3/I[PABHOTO
ocurypaeaHe /330/ W NpH JOrOBOPEeHH IEHM Ha JEKapCTBEH IPOAYKT I10-BHCOKH OT
onpenenenute oT H30K chmmte ce HaMansT 10 HOPMATHBHO ONPENeIICHHTE.

OdepruTe Cce H3rOTBAT MO NPHIOKEHHs oOpasel Ha Obnrapcku e3uk. Bewuxu
AOKYMCHTH, JOKa3BalllH CBOTBETCTBHETO HAa YYACTHHIUTE C I[OCTaBeHHTe B llokaHara
M3UCKBAHMSA, CC TIPEICTABAT B OPHIHMHAN WM KaTo 3aBEPEHH BSPHO C OPMTHHATA KOIHS,
NPHIPYIKEHH C NPEBOJT HA OBJITapCKH e3HK.

[Ipunoxenue: O6pasen Ha npe/IokKeHHe , / )

/

JanuueHa uudopmanma Ha
ocxoBaHMe un. 37 or 30N

JI-P BIATOMUP 3[PABKOK ,
H3ITBJIHHTEIEH THPEKTOP/H

CBAJTIIO JETCKH BOJIEGTH ,, P@%BVM@;;’; B EAl




INPEJAJIOXKEHHUE 3A U3ITBJIHEHUE
Ha 10C¢TaBKa Ha JIEKADCTBEHH MPOAYKTH, BKJIKYEHH B CIIHCHKA 1O 41 266a, an1. 2 or 3akoua
3a JICKapCTBEHHUTE NPOIYKTH B XyMaHHaTa Meauuuna /3JIIIXM/ o pena na Hapen6a
Ne10/17.11.2011 r. Ba MHHHCTEPCTBO Ha 3PaBe0NA3BAHETO (M3), 32 kouTo HsIMA JeHCTBAIIO
PaMKOBO cniopasymeHue ¢ M3

OT:
(HaMMeHOBaHHe Ha YUYaCTHHKA)
IIpencramnsBano or -

C aZpec Ha ynpasieHHe: Ip. yoI. . Ne
, TEJL.: ¢akc: , e-mail:

H aJIpeC 3a KOPECIIOH/ICHIIHSA: IP. YL , Ne
o TETE: , haxc

EUK: \

C pasperenue 3a Thpropust Ha €2IpO C JIEKAPCTBEHHU NPOJIYKTH, TIOJIYYEHO [0 Peaa Ha IJ1aBa JIeBeTa
ot 3JIIIXM ¢ No

Jlunensus, u3nanena no pexa Ha wi. 32 ot 3akoHa 3a KOHTPOJI BbPXY HAPKOTUYHUTE BELIECTBA U
npekypcopure /3KHBIT/ ¢ Ne
/MPUIIOAKMMO CaMO 3a JIEKAPCTBEHH TIPOIYKTH, CBHABPKALIH HAPKOTHYHH BEIIECTBA OT CIHCHIUTE
nowrt 3, an 2, 1. 2 4 3 or 3KHBIT/

Pasnnamareina cmetka:
IBAN: :
Oanka:
BIC:

JIune 3a KoHTaKT: -
C aJIpec Ha yIpaBJeHHe: IP. VIL , No
, TeIL.: dakc: , e-mail:

VBarkaeMH JaMu H rocrnosa,
C nactosimioto Bu npeacragsame Hainero NPCUIOXKEHHE 3a I0CTABKa Ha JIEKAPCTBEHHS IPOIYKT:

Ne or
Cuucska no Me:xayunapoauo
JlexapcrBena dpopm
41.266a, | ATC xon HeNATEeHTHO . ic Beq ac':"b pMiLI Mepua
as1. 2 or HAHMEHOBAHHE BREIECIRG €AuHALA
3JITXM

“IlonbiIBa ce CHIVIACHO TEXHHYECKATA cneuHpHKAIHsA 0T MOKaHaTA



5. KonnyecTBo B e/]Ha OMAKOBKA: ..................
6. Cpok Ha I0CTaBKa: ..................
7. CpoK Ha BATMIHOCT Ha NPEJCTABCHATA [IEHOBA ODEPTA: ...oevvee ...

8. EnMHUYHATA [[eHa 3a OMAKOBKAB ............... DB o oosa ) neBa 6e3 JIJIC
9. ExunnynaTta neHa 3a OaKkoBKA B ............... (CmoBOM: ........ceene.. ) nera ¢ JIJIC
Hdexnapupam:

1. 3amosnax ce ¢ mokaHata 3a y4acTHE M C TIOCOYEHHTE B HES M3MCKBAHHSA 33 H3rOTBSHE M
NIPE/ICTaBsiHe Ha O(epTaTa U 3a M3MBLIHEHHE HA JO0CTABKH HA TOPENOCOYEHHUS JIEKapCTBEH NPOIYKTH.
IlomaBaneTo Ha HacTosata odepra ynocToBepsBa Ge3yCIOBHOTO NpHEMaHe OT Hallla CTpaHa Ha
BCUYKH H3MCKBAHMA W 3aIbDKEHUS, [I0CTABEHH B [IOKAHATA.

2. Nmame BB3MONKHOCT Ja OCHIYpHM oOdepHpaHus JEKapCTBEH MPOAYKT 3a CpoKa Ha
JIOTOBODA.

3. ChIyaceH ChM 3aMIalllaHeTo 32 JEKAPCTBEHUTE TPOAYKTH 3akynysanu no HAPEJIBA Neo
2 ot 27 mapt 2019 r. na ce u3BBPLIM 1O GAHKOB ITBT B CPOK OT 5 (1eT) KaleH apHy THH, CJIeBaIH
Aatara Ha nonydapane Ha cpexactBata or HAITMOHAJIHATA 3JJPABHOOCUI'YPUTEJIHA
KACA /H30K/, cpriacuo 3anoses 3a ono6psiBabe 3ariamaHeTo Ha ycayru o wi. 7 or HAPEJIBA
Ne2 ot 27 mapt 2019 1. 38 MEAHIIHHCKUTE M IPYTH YCITyTH 110 41, 82, art. 1a i 3 oT 3aKkoHa 3a 3/1paBeTo
H 33 pelia W yCJIOBUATA 3a TAXHOTO 0J00psiBaHe, OI3BAHE W 3allIalllaHe, H3AaJeHa Ha KOHKPETHO
pere. Ot 1 jonm 2024 r. H30K samnama nexapcteHuTe NPOJIYKTH Ha CTOWHOCT paBHa Ha
CTOHHOCTTA, ONpeeNneHa 1o peaa Ha . 45, an. 29a u 296 ot 3akoHa 3a 3/IPaBHOTO OCHUTYpSBaHE
/330/ m mpu 0TOBOpEHH WEHH Ha JIEKAapCTBEH [IPOAYKT ITO-BHCOKHM OT omnpeaeneHute ot H30K
CBIIMTE CE& HAMATISAT /I0 HOPMaTHBHO OMPE/IEICHHUTE.

4. Odepupanuar npoaykr e (pabpHyHO OMAKOBaH, KATO ONAKOBKHTE Ca ¢ He HapylieHa
LSJI0CT M HAIMYKE Ha HeoOX0IuMaTa MapKUpOBKa.

5. KbM narara Ha ocTaBKara, OCTaTBYHHAT CPOK Ha OJHOCT HA JIEKapCTBEHHUTE MPOIYKTH
e € He 110-ManbK oT 40 % OT 00ABeH s OT IPOU3BOUTEIS CPOK.

6. B croTBeTcTBHE € Wi, 12 or Hapenba Ne 10 IIPH JI0CTABKa Ha JIEKAPCTBEHH IPOIYKTH,
BKJIIOUCHH B OQEPTHTE, 3aIbIKHTENHO TPIOBA /1A Ce MPeI0CTaBs IapTH/IEH cepTudHUKaT 3a Ka4ecTBo,
CBOTBETHO CEPTH(HHUKAT 3a 0OCBOOOXKIABAHE HA TAPTUAATA HA JIEKapCTBEHUS TIPOYKT.

Ilpu Taka mpennoxenuTe OT Hac ycnoBuA, B OdepHpaHATA [leHA CMe BKJIFOUIINH BCHUKH
pa3XOlH, CBbP3aHH ¢ KQUECTBEHOTO M3ITBIIHEHUE HA MOPHYKATA B ONMUCAHKS BHL H 0OXBAT.

['apantnpame, 4e cMe B CBCTOSHHE [a W3MBIHMM KAYECTBEHO MOpBYKATa B ITHJIHO
CBOTBETCTBHE € ropeonHcanara odepra.

IIpunarame creHuTe JOKYMEHTH /11O MpELEHKA/:



