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MMPUTEXATEJIN

HA PA3PELIEHUE 3A THPT'OBHUSA HA EIPO

C JEKAPCTBEHH ITPOAYKTH,

HOJYYEHO IO PEJIA HA TJIABA JEBETA OT 3JIIIXM:

IMOKAHA

3a nperocraBsiHe Ha ogepra 3a JOCTABKA HA HepaspelieHu 3a ynorpeba B
Peny6auka bBbiarapus JekapcTBeHH MNpPOAYKTH M  JIGKApPCTBEHH NpPOAYKTH
BKJIIOYEHH B CIHCBLKA MO 4W1. 2662, aix. 2 oT 3aKoHa 32 JIeKapCTBeHHTE NPOAYKTH B
XyMaHHATa MeJMLHHA No peaa Ha Hapenba Ne10/17.11.2011 r. Ha MMHHCTEPCTBO HA
3apaBeona3Banero /M3/, 3a KOUTO HsIMa IEHCTBAIIO PAMKOBO cnopasymenue ¢ M3.

YBAYKAEMH IPEJCTABJISIBAILY,

Ha ocuoBanue ui. 156, an.l u un. 158, an. 1 ot Hapenba No 10 or 17.11.2011 1.
3a yCJIOBMSITA M Peja 3a JIeYCHHE C Hepa3pelieHH 3a ynorpeba B Peny6nuka bbirapus
NIeKApCTBEHM MPOJYKTH, JIEKAPCTBEHW MPOIYKTH, MpUIAaraHu W3BbH yC/IOBUATA Ha
paspeleHMeTo 3a yrnotpeba, W JEKapcTBEHH MPOAYKTH 3a ChCTpajate/Ha ynotpeoa,
KAKTO ¥ 3a YCJIOBUATA M peja 3a BKJIIOYBaHe, NMPOMEHH, M3KJIOYBAHE M J0CTaBKa Ha
NeKapCTBEHU MPOAYKTH OT CNMCHKA MO 4. 266a, ajn. 2 OT 3aKoHa 3a JIEKApCTBEHUTE
MPOLYKTH B XyMaHHaTa MeIMLIMHA, By OTHpaBsM HacTosiLuaTa nokaHa sa npeacTaBsHe Ha
odbepTH 3a JOCTaBKa Ha J0JIyONUCAHUTE JEKAPCTBEHU MPOAYKTH, BKIIOUCHH B CIIMChKa
no un. 266a, an.2 or 3JIIIXM, kouto MoraT na ObAaT M3MOJI3BaHM 3a JICUCHHE Ha
NaLKMEHTH Ha JeYeOHOTO 3aBeICHHE, KaKTO ClIe/Ba:

Ne ot
MexxayHapoAHO
Cnucbkano| ATC JlekapcTBeHa opma 1
un.266a,an.2| koA HenaTeHTHO R ey MepHa eauHuua
ot 3NMNXM HauMeHoBaHue
. 2mg/ml concentrate for solution
68 A16AB14 | Sebelipase alfa forinfusion, 10mi ornakoBka

O(bepTuTe ce U3rOTBAT OTJACJHO 3a BCEKU €JIMH JIEKapCTBCH INpOAYKT, IO MPUJTIOKEHHUS
06pa3eu 1 3a1bJDKUTEIIHO ClieiBa Ja ChAbpKaT CjieaHaTa l/IH(bOpMaUJ/ISIZ
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MeskayHapoJHO HenmaTeHTHO HauMeHoBaHue /INN/ Ha akTHBHOTO BEIIECTBO;
TbproBcko HaUMEHOBAHME Ha JIEKAPCTBEHUS MPOAYKT;

Bua Ha nekapctBeHaTa (opMa M KOJHYECTBO Ha AKTHBHOTO BEILECTBO B
JI030Ba €IMHULIA;

[TpouzBoauren;

KonnuecTBO B €/1Ha ONIaKOBKa

[lena Ha jieKapcTBEHUs MTPOAYKT;

Cpok Ha J10CTaBKa;

CpoK Ha BaJIMJHOCT Ha MPeJCcTaBeHaTa LeHoBa odepra.
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KbM fmaraTa Ha M3BBpIIBaHE Ha JOCTAaBKaTa, JOCTABEHHAT JIEKAPCTBEH MNPOAYKT
cienBa Ja € ¢ MMHMMAaJeH CPOK Ha IOJHOCT HE MO-KpaTbK OT 40% ot 00siBeHHUsI OT
IIPOW3BOAMTEIIS 32 JIEKAPCTBEHHUTE MPOLYKTH.

MsicTo Ha u3mbiHeHue — bonnnuna anteka Ha YCBAJIE ,,Axan. MBan [lenues®
EAL

Hauun Ha wsmbiHenue - JlocTaBKuTe ce M3BbpliBar crej usnpaten B MAJI
MPOTOKO 110 pejia Ha ropernocoyeHara Hapeaoa  MojiyueHo paspelueHue.

M3uCKBaHMS KBbM y4YaCTHHWLMTE - Ja NPUTEKABaT paspellieHue 3a ThprobBus Ha
eZpo, MoJTydEeHo 110 peja Ha riasa jesera ot 3JITIXM.

KpuTtepuii 3a oLieHKa - Hall -HKCKa LieHA.

C ONpeleIeHOTO JIMLE, KOETO na W3BBpPIIM AOCTaBKaTa, LIC ObJie CKJIOYEH
JI0OTOBOP, CBINIACHO MPUJIOKECHUA KbM [IOKaHara MpoeKT.

OdepriTe, M3roTBEHN Ha XapTHEH HOCMTE] ce nojasar B JIeNOBOACTBOTO Ha
VCBAJIE ,,Axaz. Uau INenues” EAJL, rp. Codus yn. 3apase Ne 2 m.x.1431.

IIpenoctaBenute oT Bamna ctpana odepTu ce nojaBaT Ha XapTHEH HOCHTEN WK
no enekrpoHeH mbT o email: usbale.office@gmail.com, moanucaHu C €JICKTPOHCH
noanuc no peaa Ha 3EJEIL, B cpok 10 27.10.2025r. — 14.004.

OdepTH, KOUTO He OTrOBapAT HA W3UCKBAHMATA HA HACTOAIIATA MOKaHa WM Ca €
M3TEKJIa BaJIMIHOCT, He MOJUIeXaT Ha pasriiexkIaHe.

B crworBercTBue ¢ ui. 12 or Hapen6aNel0 npu jpoctaBka Ha JISKapCTBEHH
MPOAYKTH, BKIKOYEHH B OpepTHTE, 3aIb/DKUTEIHO TPsiOBA a Ce MPelOoCTaBs MapTHACH
cepTHdMKAT 32 KAUeCTBO, ChOTBETHO CepTUdHUKAT 3a 0CBOOOXK/JaBaHE Ha MapTHiaTa Ha
NIeKapCTBEHUsl MPOLYKT.

Ipu odepupaHe Ha JeKapCTBEHH MPOAYKTH, ChAbPXKAIIK HAPKOTUIHN BELISCTBA,
ce cna3BaT M3MCKBaHMATA Ha 3aKoHa 3a KOHTPOJ Ha HApKOTWUYHMUTE BELICCTBA M
npekypcopurte/3KHBIV/.

3annamaHero 3a JIeKapCTBEHWTE MpOAYKTH 3aKymyBanu no Hapenda Ne2
/27.03.2019 r. we ce M3BBpLIBA MO GAHKOB MBT B CPOK OT S/meT/ KajleHJApHU JHH,
cielBald Jarata Ha T[OJy4yaBaHe Ha cpeacreara  OT HAILIMOHAJIHATA
3[IPABHOOCUT'YPUTEJIHA KACA /H3OK/, cwriacio 3amoBen 3a ono0psiBaHe
3annalmaHeTo Ha ycayru no wi. 7 ot Hapen6a Ne 2/27.03.2019 r. 32 MeIMUMHCKATE




apyru yenyrd no 4i.82, an. la u 3 ot 3akoHa 3a 3/paBeTo. Ot 1 romm 2024 r. H30K
3amialia JeKapcTBEHUTE MPOAYKTH Ha CTOMHOCT paBHA Ha CTOMHOCTTA, ONpEJE/eHa o
pena Ha wi. 45, an. 29a u 296 ot 3akoHa 3a 3paBHOTO OCHrypsiBaHe /330/ u npu
JOTOBOPEHU LIEHM HA JIEKApCTBEH MpPOAYKT MO-BUCOKM OT ONPEACICHUTE OT H30K
CBLIUTE CE€ HAMAJISIBAT 10 HOPMATUBHO OTPEJC/ICHUTE.

BCHYKH IOKYMEHTH, JOKa3Bally ChOTBETCTBUETO HA YYACTHUIIMTE C MOCTABCHUTE
B IlokaHaTa W3MCKBaHUA, CE€ MPEJACTaBAT B OPUIMHAJ WIM KaTO 3aBEPEHU BIPHO C
OpMIHHANA KOMHusl, IPUAPYKEHHU C PEBOA HA OBJIrapCKy €3UK.

MPO®. I-P MAPUSI OPBEIIOBA, IM /m/
M3NbJHUTEJEH JUPEKTOP 3anuueHa MHGopMaLus Ha
HA YCBAJIE ,,AKAJl. UBAH IEHYEB“ EA/{ ocHoanue 4. 37 ot 3011



