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NPHTEXATEIUTE
HA PA3PELIEHHE 3A ThPTOBHS HA E/IPO D3~ 26~ 70 73

C JIEKAPCTBEHH ITPOIYKTH, /fj yj §/J & o
MOJIYYEHO 110 PEJIA HA IJIABA JEBETA OT 3JIIXM Ziaos

ITOKAHA
3a npenocTaBsine Ha odepra 3a JocTaBKa Ha HepalpemeHu 3a ynorpeda B Peny6anka
bbarapus jekapcTBeHH NPOIYKTH H JIEKAPCTBEHH NPOAYKTH, BKIIOYEHH B CIIUCHKA [0 4L
2664, a1 2 or 3aKoHa 3a JIEKAPCTBEHHTE NPOJYKTH B XYMAHHATA MeIHIIHHA 10 pejia HA
Hapen6a Nel10/17.11.2011 r. na MunucTeperBo Ha 3apaBeonassanero (M3), 3a Konrto nsma
JieiicTBAIO PAMKOBO criopasymenne ¢ M3

YBAKAEMMU IMPEJICTABJISIBALIIH,

Ha ocnosanue un. 156, an. 1 1 un. 158, an. 1 or Hapeu6a 10 ot 17.11.2011 r. na M3, Bu
OTNpaBsAM HacTosllara MNOKaHa 3a IpelcTaBsHe Ha odepTH 3a JOCTaBKAa HAa JIOJIYOIHCAHHUTE
ICKAPCTBCHH MNPONYKTH, KOMTO Morar na ObJaT H3MON3BaHM 3a JIEYEHMETO Ha MAlMEHTH Ha
N1e4eOHOTO 3aBe/IeHHe, KaKTo Clie/[Ba;

Ne o1
Cnuebka Mexaynapoano
no 41. 266a, | ATC ko HEMaTeHTHO Jlexaperena gopya n o
KOJIHY€eCTBO eIMHUIA
an 2 or HAaUMeHOBaHUe
3JIXM
3 NO7XX05 Amifampridine 10 mg tablets OIIAKOBKa
39 JOSAF10 Entecavir 0.05 mg/ml oral solution - 210 ml OIIaKOBKA
— NO3AX27 Ganaxolone 50 mg/mL oral suspension - 110 ml | omaxosxka
116 A16AX28 Sepiapterin 250mg oral powder in sachet OIIAaKOBKa
1000mg oral powder in sachet
Ne o pen —
JICKAPCTBEH Me'imyﬂap()ﬂﬂﬂ
npf);{yKT ATC Ko HeNATeHTHO JlekapcrBena dopma u Mepua
Hepaspemiex KOJIHYeCTBO eTHHHLA
33 ynoTpe6a B HAaNMeHOBaHHe
PBbvarapus
1 VO3AF03 | Calcium Folinate 15 mg Tablets OIIaKOBKA

OdepruTe ce M3TOTBST OTACITHO 32 BCEKH €/IMH JIeKAPCTREH IIPOJIYKT, O NIPHIIOKEHHS oOpaseln
H 331BKUTEITHO Clie/IBa 1A ChbPXKAT CIIeIHATA HH(OPMALIUS:
- Mexnynaponno HenatentHo HaumenoBanue (INN) Ha aKTHBHOTO BEUIECTBRO;
. ToproBcko HauMeHOBaHME HA JTeKAPCTBEHHMS PO IyKT;
- B na nekapceTeenara opma M KOJIMYECTBOTO HAa aKTMBHOTO BEIIECTBO B J030Ba €/IMHHIIA;
. [lpousBoauren;
. KonmmuectBo B egna onaxoBka;
. llena na nexkapcreenus npoaykr ¢ J1J1C, nocouyena B nepa H B €Bpo;
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7. Cpok Ha 1ocTaBKa OT JaTaTa Ha 3as1BKa;
8. Cpox Ha BaTMIHOCT Ha Ipe/ICTABEHATa IIeHOBa odepTa.

KbM naTaTa Ha U3BBpLIBAHE HA JI0CTABKATa, JOCTABEHUSAT JIEKAPCTBEH MPOIYKT Cle/IBA 14 € ¢
MHUHMMAJIEH CPOK Ha TOJHOCT He Mo-kparbk oT 40 % oT oO0sBeHWs OT NPOMU3BOJIMTENS 34
JICKapCTBEHUTE TIPOIYKTH.

Odeprate, M3roTBEHH Ha XapTHeH HocuTe ce noaasar B Jlenosoactsoto Ha CBAJI 1o geTckn
tonectu . Ilpod. Usan Mutes” EAJL, rp. Codmu, m.x. 1606, 6yi. ,,Axan. Mean 'emos™ 11.

IIpenocrasenute ot Bamra ctpana otepTH ce 101aBaT Ha XapTHEH HOCHTEIT HITH T10 €JIEKTPOHEH
neT o email: apteka@pediatrichospital.bg B cpox q0 18.12.2025 r. g0 15.00 uvaca.

Odeprute, Mo1afeHN 110 eNEeKTPOHEH BT CJIE/IBA a4 CA M3TOTBCHH IIPH YCIOBUATA H pejla Ha
3akoHa 3a E€NEeKTPOHHMA [OKYMEHT M eNeKTpoHHHTe yaocToBeputenHu veayru (3EJIEVY) wu
noxaneHy Ha email: apteka@pediatrichospital. bg

OdJCpTP], KOHTO HE OTroBapdaT Ha H3HCKBAHHATA HA HACTOAIAaTa TOKaHa HJIA ca ¢ U3TeKla
BAIMAAHOCT, HE TIOJTCKAT HA pas3rjICiKIaHe.

B crotBercTBHE ¢ wi. 12 or Hapena Ne 10 ot 2011 r. mpu gocraBkaTa Ha HepaspeLIEHH
JICKapCTBEHH INPOIYKTH THProBeUBT Ha €4p0 NpeJoCcTaBs Ha anTeKaTa NapTHACH cepTHHKAT 3a
KayecTBO. ChOTBETHO cepTUHUKAT 32 0CBOOOXK 1aBaHe Ha NAPTHJIATA HA JIEKAPCTBEHUS IPOIYKT.

Ilpu odepupane Ha neKapCTBEHH NPOAYKTH, ChIABPXKAIIN HAPKOTHYHA BELIECTBA. CE CIa3BaT
H3UCKBAHMATA HA 3aKOHA 3a KOHTPOJI HAa HAPKOTHYHKTE BeLiecTra u npekypcopute (3KHBIT).

3amnjamanero 3a JIeKapeTBeHUTE IpoaykTH 3akynysanu no HAPEJIBA Ne 2 ot 27 mapt 2019
. 1€ Ce M3BbpIIBA 110 OAHKOB IBT B CPOK OT 5 (IeT) KaJeHJApHW [OHH, CJICABAIIM J4TaTta Ha
nony4asaHe Ha cpeactBata or HAIIMOHAJIHATA 3]IPABHOOCUT YPUTEJIHA KACA /H30K/.
ChIIIACHO 3amnoBe] 3a 000psBaHe 3alljIallaHeTo Ha yenyru mo 4i. 7 ot HAPEJIBA Ne 2 or 27 mapr
2019 r. 3a MeMUMHCKHTE U IPYTH YCayru mo wi. 82, an. la u 3 o1 3akoHa 3a 31paBeTo U 3a peja u
YCJIOBHSTA 32 TAXHOTO 0J00psABaHE, [10J13BaHE U 3allIAlllaHe, H3/1a7eHa Ha KOHKPETHO JIeTe.

OdepruTe ce M3roTBAT MO NPUIIOKEHHs o0pa3sell Ha OBJIrapckKd €3uK. BCHYKH /10K
JOKa3Ballli ChOTBETCTBHETO HA YYACTHHIIUTE C OCTaBeHUTe B [lokaHaTa M3UCKBaHHSL, Ce IPE/ICTAB
B OPHIHHAT UM KaTO 3aBEPEHH BSPHO ¢ OPHIHHANA KOIIHS, NPHIPYKEHH C NMPEBOH Ha Fhirapyku

e VA
/4

€3HK.
IIpunoxenue: Obpasen Ha MpeaioKeHHE

J-P BJIATOMMP 3/IPA
H3ITBJIHUTEIEH JIHP
CBAJI ITO IETCKH BE&TIE ALl

3anuyeHa uHdbopmauma Ha ocHoBaHue Pernament /EC/ 2016/679



MPEJJIOKEHHE 3A W3IIbJIHEHUE

Ha IOCTABKA HA Hepa3pelenu 3a ynorpeda B Penydanka Bearapus sexkapersenn
MPOAYKTH H JIEKAPCTBEHH NMPOAYKTH, BKJIKWYEHH B CNIHCBHKA Mo WI. 266a, an1. 2 ot 3akona
3a  JIeKapCTBEHHTE NPOJAYKTH B XyMaHHaTa MeJHLHHa no pexa Ha Hapenda
Nel10/17.11.2011 r. na MunucreperBo Ha 3jpaseonasBaHero (M3), 3a KouTo HsMa
AeHCTBAO PAMKOBO criopazymenue ¢ M3

OT:

(HaMeHOBaHHe Ha YyYaCTHHKA)

IIpencrapnsBano ot .

C aJpec Ha ynpasJICHHE: TP. yiI. ., No
5 TEILLL (axc: , e-mail:
H azpec 3a KOPEeCNOHACHIH: TP. Y. ,
Ne 5 IO . hakc
EHK:

bl

C paspeieHue 3a TBProBHs Ha €Ipo C JIEKAPCTBEHH NMPOAYKTH, NIOJIYYEHO 110 pe/la Ha riaBa
neseta o1 3JITTXM ¢ No

Paznnamarenua cmerka:

IBAN:

Danka:

BIC: g

JIMIe 3a KOHTaKT: -

C aapec Ha yIpaBieHHE: TP. YL , No
o TR (akc: , e-mail:

YBakaeMHu JaMH U rocrioa,

C nHactoawoTo By nipesicTapsMe HAIIETO NIPEIOKEHHE 32 I0CTABKA HA JIEKAPCTBEHMS
NPOIYKT:

Ne ot Cninenka MezxayHapoano JlekapcTBeHna
ATC Mepna
no 4.1. 266a, an. 2 won HEMaTEeHTHO popma u
: e/IHHHIIA
ot 3JIIIXM HAHMEHOBaHHe KOJIHY€eCTBO P

“ITonbaiBa ce CHINIACHO TEXHHYECKATA CHeNHPHKALMS 0T NOKAHATA



1. MexayHapOIHO HENATEHTHO nanmenosanue (INN) Ha akTUBHOTO BEIMECTBO: vvonvnneennesenes

(W]

. THproBeko HauMEHOBaHUE Ha JIeKAPCTBEHUS MPOMYKT: wovversnrvveessss

3. Bun sa JexapcTBeHaTa Ll)OpMa M KOJIMYEeCTBOTO Ha AKTHUBHOTO BEIIECTBO B 1030Ba eIMHULlA:

4, TIPOM3BOAMTEIL: ovvvnnsvnneneses
5. KOJIMUECTBO B €IHA OMAKOBKA ..vvvvvreevnrnrees
6. Cpok Ha J0CTaBKa OT JaraTa Ha BAABKAL ovovevrernnacnnnes

7. CpoK Ha Ba/IMJHOCT Ha NPCACTABEHATA LEHOBA OPEPTAL «vverrnrnnrensnnses
8

. EAuHAYHATA 1eHA 33 OMAKOBKA B .oowwrrrneer o (CTOBOM: ovnevnnnssnseess ) nesa Ge3 JUIC u
............... (croBOM: i iiic.....)Bespo Oe3 JJC
0. EnuHMAYHATA [[EHA 33 ONAKOBKA B .oooovvnrersr (CTTOBOM: ..ovveurnnnnnenss ) nepa ¢ JUIC n
............... (cnoBoMm: C....)mespoc IC

Jlexnapupam:

1 3amo3Hax ce ¢ ToKaHaTa 3a yqacTue H ¢ OCOYCHHUTE B Hesl M3MCKBaHMSA 3 M3rOTBAHC U
npeacTaBsiHe Ha odeprara 1 32 H3MBIHEHHE HA JOCTABKU HA ropernocoueHHs/Te neKapcTBeH/u
nponykt/u. [Togapanero Ha HacTosimaTa ofepra yI0CTOBEPABA 6e3yCcIOBHOTO MPHEMAHE OT
Hallla CTPaHa Ha BCHYKH H3UCKBAHUA 1 3a/UbDKEHUS, IOCTABECHH B NOKaHATA.

7 MiMamMe Bb3MOKHOCT Jla OCHT'YPHUM odeprpanns/HUTE JNieKapCcTBEH/ U NIPOJYKT/H 3a CpOKa Ha
JI0rOBOPA.

3.CprJlaceH ChM 3aruialllaieTo 3a JIeKapCTBEHHUTE TPOJIYKTH, 3aKymyBaHH 110 HAPEJIBA Ne 2
ot 27 mapt 2019 r. na ce HW3BBHPUIA IO GanKoB BT B CPOK OT 5 (meT) KajlCHIapHH JHH,
cnenBald  jgarara  Ha fojiyyaBaHe — Ha cpeacteara  OT HAIIMOHAJIHATA
311PABHOOC1/ITYPI/ITEHHA KACA /H30K/, cbriacio 3anosed 33 on00psBaHe
sanalaHeTo Ha YCIYTH 1o Wi 7 oT HAPEJIBA Ne 2 ot 27 MapT 2019 r. 32 MEULUHCKHTE H
JPYTH YCJIYTH 1O 4l 82. an. lau 3 OT 3aK0Ha 32 3/1paBeTo 1 3a peJia | yCJIOBUsTa 32 TAXHOTO
07106psBaHe, TIONI3BAHE U 3anlalliate, W3/1a/IeHa Ha KOHKPETHO JIeTe.

4.OdepupaHusT/HUTE IPOLYKT/H e/ca (hadpnuHO ONAKOBAH/M, KATO ONAKOBKHTE Ca C HE
HapyLIEHa [SI0CT H HATHINE Ha HeoOXxoMMaTa MapKHPOBKA.

5 KKpM ATATa HA JOCTAaBKATa, OCTAThYHUSAT CPOK Ha FOIHOCT Ha EKapCTBCHUTE NPOAYKTH LIE
e ne mo-MaibK o1 40 % OT 00ABCHHUS OT POU3BOUTEIS CPOK.

6.B choTpeTcTBHE € Wl 12 0T Hapenfa Ne 10 mpu focTaBka Ha Hepa3pelleHH JeKapCTBEHH
POJLYKTH, BKIIOYECHH B odeprTe, LI €& MPEOCTaBs NapTHICH cepTH(UKAT 33 KAueCTBO,
chOTBETHO cepTH(HKAT 3a 0CBOOOYKIaBaHE HA napTH/aTa Ha JIEKapCTBEHIS IPOJYKT.

7.Jlexnapupam, ye B 00XBaTa Ha [IOCOYEHOTO TO-TOpE paspeleHnue 3a Thprosus Ha €1po c
fneKkapcTBEHH MPOAYKTH, NOTYHEHO 1O pesa Ha rjaBa JieBeTa oT 3ITIXM ¢ Ne ... e /ca
prroueH/u odeprpanns/ohepupaHiTe ¢ HACTOALOTO rpeUIoKeHHe MPOAYKT.



KITHOUUIIN BCUYKH
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Tlpu TaKa ripe/UioKeH
pa3xoiy. cpbp3aiu € KauecTBEHOTO W3NBIH
qa W3MBIHAM KauyecTBEHO nopbuxara B [IBIHO
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