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CRELMANK

£ SONHMUA NO
DETCKV BONEC TV - EAL CO0KNA

IMNOKAHA

3a NpefocTaBsiHe HA odepTa 32 10CTABKA HA JIEKAPCTBEHH MPOIYKTH, BKIIOYEHH B
CHHCBKA MO 4. 2662, a1 2 0T 3aK0Ha 33 JIEKAPCTBEHHTE NPOJYKTH B XYMaHHATA
MeauuuHa no pexa Ha Hapen6a Ne10/17.11.2011 r. na MuHHCTepeTBO Ha
3apaBeonazpaHero (M3), 3a KoHTo HAMa /leficTBAIO PAMKOBO cnopasymenue ¢ M3

YBAXKAEMMU INPEJICTABJIABALLLUA,

Ha ocnoBanue wi. 156, an. 1 u un. 158, an. 1 oT Hapen6a 10 ot 17.11.2011 . Ha M3,
Bu ornpassivM HacTosaTa oKaHa 3a NpejcTapsHe Ha 0depTH 3a T0CTaBKa Ha JOJTYyOTIMCAHHTE
JIEKapCTBEHH MTPOAYKTH, BKJIKOUEHH B CITHCHKA 0 4II. 266a, ai. 2 ot 3JIITXM, kouTo Morar aa

ObIaT U3IOJI3BAHY 3a JICYCHHETO Ha NallHeHTH Ha J1e4e0HO0TO 3aBCACHUE, KAKTO Clie/IBRa:

Ne ot
CnHebKa no MexayHnapoaHo
w1, 266a, ATC xon HeMaTeHTHO Jlekapcreena dopma u Mepia
KOJIHYeCTBO eIMHHULA
arn 2 or HaHMeHOBaHHe
3JIIXM
2 L04ACO03 Anakinra Soltinian for st 10(.) OIaKOBKa
mg/0.67 ml in pre-filled syringe
10.1 MO05BX05 Burosumab 10 mg/ml solution for injection | omakoska
10.2 MO5BX05 Burosumab 20 mg/ml solution for injection | omakoska
10.3 MO0O5BX05 Burosumab 30 mg/ml solution for injection | onakoska
Cl-esterase
12.1 | BO6ACO! | inhibitor (human) | 000 IUpowderand solvent for | "
solution for injection
subcutaneous
14 A16AA0Q5 Carglumic acid 200 mg dispersible tablets OIIaKOBKa
253 LO4AADS o C— 300 mg concentrate for solution | omakorka
for infusion - 30 ml
291 NO3AX26 Fenfluramine 2.2 mg/ml oral solution — 120 ml | onakoBka
34.1 C02AC02 Guanfacine 1 mg prolonged-release tablet | omaxoBka
34.2 C02AC02 Guanfacine 2 mg prolonged-release tablet | onmakoska
36 JO6BA02 | Human nm:mal 100 mg/ml solution for infusion - | onakoBka
immunoglobulin(IVIg) 100 ml
38.1 HO02AB09 Hydrocortisone 5 modified-release hard capsules; | onakorka
38.2 H02AB09 Hydrocortisone 10 mg modifiedrelease hard OITAKOBKa
capsules
45 A16AX]18 Lt 94.5mg/0.,5' ml.solution for OITAKOBKA
mjection




46 AGsAxpq |  Maralixibat 9,5 mg/ml oral solution - 30ml | O"AKOBKa
chloride
49 AL6AAOT Metreleptin 5,8 mg pO\fvc!er for solution for | omakoska
injections
53 A16AX04 Nitisinone 4 mg/ml oral suspension — 90 ml | omakoBka
53.1 A05AX05 Odevixibat 1200 pg hard capsules OIaKOBKa
552 A05AX05 Odevixibat 200 pg hard capsules OTaKOBKa
553 A05AX05 Odevixibat 400 pg hard capsules OMaKoBKa
55.4 AOSAX0S5 Odevixibat 600 pg hard capsules OIIaKOBKa
57 Al6AB2S Olipudise alfa 20 mg powc}er for concentrate for | onmakoBka
solution for infusion
s — 2x1013 vector genomes/mL OTIaKOBKa
59 MO9AX09 solution for infusion 5.5 ml + 8.3
abeparvovec :
ml vial
60.1 NO7XX11 Pitolisant 4.5 mg film-coated tablets OTIaKOBKa
60.2 NO7XX11 Pitolisant 18 mg film-coated tablets OIIaKOBKa
Potassium OIIaKOBKa
62 Al12BA30 c1tr:;lt;{il:‘:))tgz:s;lum 8 mEq prolonged-release granules
carbonate
100 mg/ml concentrate for OITaKOBKa
65.1 LO4AA43 Ravulizumab solution for infusion - 3 ml (300
mg/3 ml)
68 A16AB14 Sebelipaseaifa 2 mg/ml cc;ncgntrat}e for solution | onaxoBka
or infusion
70 NO7XX04 | Sodium oxybate | 500 mg/ml oral solution - 180 ml | omakoBka
71 NO3AX17 Stiripentol 250 mg hard capsules OMaKoBKa
1,25 mg powder and solvent for | omakoBka
74 A16AX08 Teduglutide solution for injection - 0,5 ml 5
mg powder and solvent for
solution for injection - 0,5 ml
100 mg/ml oral solution 1 x 100 | onakoBka
92.1 NO3AX24 Cannabidiol ml bottle+2 syringes of 1 ml + 2
syringes of 5Sml+2 bottle adaptors
100 mg/ml oral solution 3 x100 | omakoBka
92.2 NO3AX24 Cannabidiol ml bottles+2 syringes of 1 ml+2
syringes of 5 ml+3 bottle adaptors

(VST NS I

8

0~ ON h

Odeprute ce M3TOTBAT OTIEHO 3a BCEKH €IHH JeKApCTBEH MPOAYKT, IO MPUJIOKEHHS
oOpasell 1 3ab/KHTETHO CIIe/Ba [a ChABPKAT CIEAHATA HHPOPMAIUS:

. MexXIyHapoaHO HENaTeHTHO HauMEHOBAHME (INN) Ha akTHBHOTO BelIeCcTRO:
- TproBeko HauMeHOBaHHe HA JICKAPCTBEHHS POYKT;
- Bi11 Ha JlekapTBeHaTa (popma i KONMYECTBOTO Ha aKTHBHOTO BELIECTBO B 1030Ba CAMHHLIA;

. [lpousBoaurer;

. KosmuectBo B etna onakosxa;

. llena Ha nekapcTBeHHs IPOAYKT;
. Cpok Ha nocTaBka;

. CpoK Ha BaJMIHOCT Ha Npe/CTaBeHaTa IeHOBa odepTa.




K®M nmarara Ha H3BBpIIBAaHE Ha JOCTaBKaTa, IOCTABCHUAT JICKApPCTBEH NPOAYKT CJle/iBa
Ja € ¢ MUHHMAJICH CPOK Ha rOAHOCT HE MMO-KpPaThK OT 40 % ot o0siBeHHs OT IMPOHU3BOJUTEIIA 34
JICKapCTBCHHUTEC MPOAYKTH.

IIpenoctaBenute ot Baia crpana odepru ce momaBar Ha XapTHEH HOCHTEN WM I10
€JIEKTPOHEH BT Ao email: aptekawpediatrichospital.bg B cpok mo 11.03.2024 .

OdepruTe, MONAJEHH MO €IEKTPOHEH BT CIIEABA 1A Ca W3TOTBEHH IPH YCIOBHATA U
peda Ha 3aKOHA 3a €JIEKTPOHHHMS JOKYMEHT M eJeKTPOHHHTE YIOCTOBEPHUTEIHH YCIyTH
(BEJEVYY) n nonanenu Ha email: apteka’@ pediatrichospital.bg

OdepTuTe, H3rOTBEHH HA XapTHEH HOCUTEN ce moaasar B JlenosonctBoto Ha CBAJI mo
netckn Oonectu llpod. Meam Murtes™ EAJl, rp. Copu, n.k. 1606, 6yn. ,Axax. Hean
Esctpatuesn I'emios™ 11.

Odepry, KOMTO He OTTOBApAT HAa M3MCKBAHHATA HA HACTOAIATA TOKAHA WM ca C
M3TEKJIa BAJIH/IHOCT, HE TIOIEXKAT Ha pasIiiesKiaHe.

B crotBercTBHE € un. 12 ot Hapen6a Ne 10 nmpu noctaska Ha 1€KapcTBEHH TPOIYKTH,
BKJIFOYEHH B O(epTHTE, 3a/Ib/DKHTETHO TPAOBA Ja ce NMpeJocTaBs MapTHAEH cepTHHKAT 3a
Ka4eCTBO, ChOTBETHO CePTH(HKAT 32 0CBOOOK/JaBAHE HA MAPTHAATA Ha JIEKAPCTBEHHS IPOIYKT.

Ilpu odepupane Ha JeKapcTBEHH MPOAYKTH, ChIAbPKAIM HAPKOTHYHH BEIECTBA, CE
CrasBaT M3MCKBaHHATA Ha 3aKOHA 3a KOHTPOJ HAa HAPKOTHYHHTE BEIIECTBA M IPEKYPCOPUTE
(3KHBIT).

3anaiateTo 3a JeKapcTBEHHTE MPOLYKTH 3aKynyBaHu 1o HAPEJIBA Ne 2 ot 27 mapT
2019 r. we ce u3BbpLIBA 10 GAHKOB IIBT B CPOK OT 5 (I€T) KaJeHAapHH JHHU, CIIeIBAIM aTaTa
Ha nony4asane Ha cpencreara ot HALITMOHAJIHATA 3[IPABHOOCUI' YPUTEJIHA KACA
/H30K/, cbrnacno 3anosen 3a ogoGpsBane 3amaianeTo Ha yeayru no wi. 7 or HAPEJIBA No
2 ot 27 mapr 2019 r. 3a MeIHIUHCKATE U JPYTH YCIyrH mo un. 82, an. la u 3 or 3akona 3a
3ApaBeTO M 3a pella M YCIIOBHATA 33 TAXHOTO 000psBaHe, MOJI3BAHE U 3allIallaHe, H31a/icHa Ha
koHKpeTHO aete. Ot 1 ronu 2024 r. H30K 3annaina JiekapcTBeHHTE TPOAYKTH Ha CTORHOCT
paBHa Ha CTOMHOCTTA, ONpe/IeNicHa 1o pela Ha uil. 45, an. 29a 1 296 ot 3akoHa 3a 3paBHOTO
ocurypsisaie /330/ ¥ 1pu JOroBOPeHH LEHH HAa JIEKAPCTBEH TNPOAYKT MO-BUCOKH OT
onpenenerute or H30K chmute ce HaManaT 10 HOPMATHBHO OTIPEIEIEHHTE.

Odeprute Cce H3roTBAT MO NpPHIOKEHHs oOpasell Ha OBbArapckH e3MK. Beudku
JOKYMEHTH, JIOKa3BalllH CHOTBETCTBHETO HA YYACTHMIHTE C IOCTaBeHHUTe B IlokaHata
M3MCKBAHUA, CE€ NPEACTAaBAT B OPMIMHAT MM KaToO 3aBEPeHH BAPHY C OpHUIMHAIa KOIHA,
NPHIPYKEHH € IPEBOJ Ha OBJIrapCKH e3HK.

IIpunoxenue: OOpazel HA IPeIIOKEHHE

Janvuera nHdOopMaLMA Ha
ocHosaHMe ua. 37 ot 30N

A-P BJIATOMUP

H3ITBIIHUTEEH ﬂ%ﬁ;&f

CBAJI IO JETCKH b CTH ,, IIPO®. HBA EAN




NNPENJIOKEHHUE 3A U3ITBJIHEHHUE
HA JI0CTaBKa HA JIEKAPCTBEHH NPOAYKTH, BKJIKYEHH B CMIHCHKA 10 4. 266a, ai. 2 or 3aKoHa
3a JIeKapCTBEHHTE NMPOIYKTH BK/IOYEHH B XyMaHHaTa Meauuuna /3JIIIXM/ mo peaa na
Hapen6a Ne10/17.11.2011 r. na MuHHcTepCcTBO Ha 3apaBeonassanero (M3), 3a KoHTo HAMa
OeHcTBaMIO PaMKOBO criopazymenne ¢ M3

OT:
(HaMMEHOBAaHUE HA YYaCTHUKA)
[IpencraenaBano OT -

C aJpec Ha ympaBlIeHHE: Ip. yII. , No
R thakc: , e-mail:

H aJIpec 3a KOPeCIOHACHUHUS: TP. yioI. , Ne
, TEN.: , akc

EUK: :

C paspelenue 3a TBProBUs Ha €IpO C JISKAPCTBEHH MPOAYKTH, NOJIYYEHO MO pea Ha IJ1aBa JeBeTa
ot 3JIITXM ¢ Ne

Jlunensus, u3ganena mo pesa Ha wi. 32 ot 3aKoHa 32 KOHTPOJI BPXY HAPKOTHYHHTE BElIecTBa U
npekypcopute /3KHBIT/ ¢ Ne
/TIPHITIOKMMO CaMO 3a JIEKAPCTBEHH MPOAYKTH, ChABPKALIH HAPKOTHYHH BELIECTBA OT CIIUCHIUTE
mo wir. 3, aim. 2, 1. 2 1 3 or 3KHBITI/

Pasmnaimarenna cMeTka:

IBAN: 2
DaHka: :
BIC: ;

JIuie 3a KOHTaKT: -
C aJpec Ha ylIpasJieHHe: Tp. VIL , Ne
, TelL.: (axc: , e-mail:

VBakaeMH JaMH | IOCIoja,
C nactosmoTo Bu npejicraBsMe HAIUETO TIpeUIOKEHHE 32 JOCTABKA Ha JIEKApCTBEHUS NPOYKT:
Ne or

CnxcbKa no Mexaynapoauo
Jlekapcreena dpopma u
uj1. 2664, ATC xon HENMaTeHTHO i onl:ieqec?;;opm eMep:aa
an 2ot HAHMEeHOBAHHUE AHHHI
3JINIXM

*Ilonb/IBa ce CHIJIACHO TEXHHYECKATA CNeHPHKANMS 0T MOKAHATA

1. MexayHapoaHo HenmaTeHTHO HaumeHoBaHHe (INN) Ha aKTHBHOTO BEIECTBO: .....vv..ooo..... ..
2. TeproBcko HAMMEHOBAHHE HA JIEKAPCTBEHHS IPOIYKT: ....eevvernn.....
3. Ban na nexkapTBeHaTa (opmMa M KOJHYECTBOTO Ha aKTHBHOTO BEIUECTBO B JI030BA € IHHHLA:

8., LIDOMSBORHTENS wpssiss e conirs
5. Konn4ecTBO B €/1HA OMAKOBKA: ...vov'eneennn. ..
6. LleHa Ha I€KAPCTBEHHUS MPOIAYKT: «...eveveen.... ..



7. CpOK Ha IOCTABKA: ..................
8. Cpox Ha BaJIHTHOCT Ha MPEACTaBeHATA LIEHOBA OPEPTA: . ....vveveeennnn..

9. EnHuyHAaTa 1IeHa 3a MepHA €IHHHIA B ............... (CHOBOM: ...cvvininennn ) nera oe3 JIJIC
10. EqpHuyHaTa [1eHa 3a MepHa eIMHUIA B ............... (CHOBOME wvm a0 s ins ) nepa ¢ JIJIC
Jexnapupam:

1. 3ano3Hax ce ¢ NOKaHaTa 3a y4acTHE U C MIOCOUEHHTE B Hes M3MCKBAHHS 3a M3TOTBSHE H
NpeAcTaBsHe Ha OQepTarTa ¥ 3a U3NBIHEHUE HA JOCTABKH HA I'OPENOCOYEHHS JIEKAPCTBEH MIPOIYKTH.
[lonaBaneTo Ha HacTosimara opepra yaocToBepsiBa O€3ycIOBHOTO MpHEMaHe OT Hallla CTpaHa Ha
BCHYKH M3MCKBaHHS U 3abJDKEHHS, IOCTABEHH B IIOKAHATA.

2. Vimame BB3MOXKHOCT Jla OCHUTYpUM odepupaHHs JeKapCTBEH MNPOAYKT 3a CpoKa Ha
JI0TOBOpA. '

3. CeryiaceH ¢bM 3alalAaHETO 3a JIEKapCTBEHUTE MPOAyKTH 3akynysanu no HAPEJIBA Ne
2 ot 27 mapr 2019 r. na ce H3BBpIIM 110 OAHKOB BT B CPOK OT 5 (IIET) KAJIEHJapHU IHHU, CICIBALIH
Jarara Ha monydaBaHe Ha cpexacrBata ot HAIIMOHAJIHATA 3JIPABHOOCUI'YPUTEJIHA
KACA /H30K/, ceriacno 3anosen 3a ogoGpsBaHe 3aniamaHeTo Ha yenyrs mo 91. 7 or HAPEJIBA
Ne2 o127 mapr 2019 r. 3a MEAUIIMHCKHTE K APYTH yeuyry mo wi. 82, an. 1a u 3 o1 3akoHa 3a 31paBeTo
H 3a pella H YCJIOBHATA 3a TAXHOTO 0400psBaHe, MOJ3BaHEe W 3alljlalllaHe, H3JaJeHa HAa KOHKPETHO
zere. Ot 1 rwomu 2024 r. H30K 3amnama jekapcTBeHHTE NpPOAYKTH HA CTOMHOCT paBHA Ha
CTOHHOCTTA, ONpe/eTieHa Mo pea Ha wi. 45, an. 29a u 296 ot 3akoHa 3a 31paBHOTO OCHTYpSBAHE
/330/ u npu IOrOBOpeHH LIEHH Ha JIEKapCTBEH MPOJYKT MO-BHCOKM OT ompeneneHute ot H30K
CHILMTE C€ HAMAIIAT JI0 HOPMATHBHO OIpPE/ICIICHHUTE.

4. Odepupanusr NpomyKT ¢ (abpHYHO ONAKOBAH, KATO OMAKOBKMTE Ca C HE HapyIlIeHa
LAJIOCT ¥ HAJIMYMe Ha HeoOXoauMaTa MapKHpPOBKa.

5. KbM narara Ha J0cTaBKaTa, OCTAaTBYHHAT CPOK HA FOJHOCT HA JIEKAPCTBEHHTE MPOIYKTH
e e He mo-Manwk 0T 40 % oT 00ABEHUS OT IPOU3BOJUTENS CPOK.

6. B crotsercteue ¢ wi. 12 or Hapen6a Ne 10 npu noctaBka Ha NeKapcTBEHH NMPOIYKTH,
BKJIIOYCHH B O(epTHUTE, 3ab/DKHTEITHO TPIOBA /1a Ce IPeI0CTaBs IapTH/IEH cepTU(HKAT 3a Ka4yecTRo,
CbOTBETHO cepTHHKAT 3a 0CBOOOXK1aBaHe Ha TMApPTH/ATA HA IEKAPCTBEHHS TIPOYKT.

[lpy Taka mpemToKeHHTE OT HAC YCIIOBHA, B OdepHpaHaTa HEHa CMe BKJIFOUMIIM BCHUKH
Pa3xoau, CBbpP3aHH ¢ KaYeCTBEHOTO H3NBIHCHHUE HA ITOPhYKATA B ONMCAHHUS BH/I M 0OXBAT.

FapaHTHpaMe, e CMC B CBCTOAHHE Ja H3IBJIHUM Ka4eCTBEHO IMOpBLUYKATa B ITBJIHO
CBOTBETCTBHE C ropeonrcaHaTra ocbepTa.

IIpunarame cnenHHUTE TOKYMEHTH /10 TIpELIEHKA/:

Hata: .............

[Mogmuc: .............



