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NMPUTEXATEJIN

HA PA3PEIIEHHUE 3A THhPI'OBUSA HA EIPO

C JIEKAPCTBEHMU INPOAYKTM,

MOJIYYEHO I10O PEJIA HA I'VTABA JIEBETA OT 3JIIIXM:

MNOKAHA

3a mpegocraBsine Ha odepra 3a JOCTABKA Ha HepaspewleHH 3a ynorpeda B
Peny6auka Bbiarapus JekapcTBeHH NPOAYKTH H  JIeKAPCTBEHH MNPOJYKTH
BKJAIOYEHH B CNHCHLKA MO 4. 266a, ai. 2 or 3aK0oHa 3a JIeKapCTBEHUTE NMPOAYKTH B
XyMaHHATa MennuHa no peaa #a Hapen6a Ne10/17.11.2011 r. sa MHHHCTePCTBO Ha
3apaBeonazpaHeTo /M3/, 32 KOUTO HsIMa IeHiCTBAIIO PAMKOBO criopasymenne ¢ M3.

VYBAKAEMMU NNPEJACTABJISIBAILIH,

Ha ocuopauwue ui. 156, an.l u un. 158, an. 1 or Hapeoba NelO om 17.11.2011 2.
3a yenoeuama u peda 3a Jevenue ¢ nepaspewenu sa ynompeba ¢ Penybruxa bvreapus
nekapemeeny npOOYKMu, NeKapemeeHu NpoOyKmu, Npuidednu U36bH YCioeusma Ha
paspewenuemo 3a ynompeba, u 1ekapcmeenu RPOOYKmu 3a cvempaoamenna ynompeoa,
KaKmo U 3a yerosusma u peod 3a GKIIOHEAHe, NPOMEHU, UKIIOY6aHe U 00Cmaskd Ha
nexapemeenu npooykmu om chuceka no 4in. 266a, an. 2 om 3axona 3a nexkapcmeenume
npooykmu € xymannama meouyuna, Bu oTnpassM HacTosllaTa rnokaHa 3a npeicTaBsiHe
Ha odepTH 3a J0CTAaBKAa Ha [ONYONMCAHWTE JEKAPCTBEHM MPOAYKTH, BKIIOYEHH B
crnucebka no un. 266a, an.2 or 3JIIIXM, xouto mMorar jaa ObJaT U3MOA3BAHH 32 JIEUEHUE
Ha MalMeHTH Ha 1e4eOHOTO 3aBe/IcHUe, KaKTo clie/iBa:

Ne or Cnuebka MezxkayHapoaHo JlekapcTBena Mebna
no 41.266a,a1.2 | ATC koa HeNnaTeHTHO dpopma u o mfu i
ot 3JIIIXM HAHMEHOBaHHE KOJIMY€eCcTBO A B

68 Al16AB14 Sebelipase alfa 2mg/ml concentrate | ornaxkoska

for solution for
infusion, 10ml




Odeprure ce U3roOTBAT OTHCAHO 3a BCEKH €[MH JIeKapCTBEH MPOAYKT M 3aXbIKUTETHO
clieiBa Jia ChaAbpIKAT clieiHaTa nHdopmMauus:

|. MexayHapoJHO HenaTeHTHO HaumeHoBaHHe /INN/ Ha aKTHBHOTO BELIECTBO;

2. TbproBcko HaMMEHOBAHUE HA JIEKAPCTBEHUS NMPOLYKT;

3. Bua Ha nekapcTBeHaTta opMa M KOJMYECTBO HAa aKTMBHOTO BELLECTBO B 1030Ba
eMHuuA;

4. IlpousBoauren;

5. KonuuecTBo B €/1Ha OMaKkoBKa

6. Llena Ha nekapcTBeHUS NPOAYKT;

7. Cpok Ha J0cTaBKa;

8. Cpok Ha BaJIMIHOCT Ha NpejcTaBeHaTa LeHoBa odepra.

Kbm narara Ha M3BbplIBaHE HA JA0CTABKATa, JAOCTABEHMAT JIEKAPCTBEH MPOAYKT
cle/Ba Jla € ¢ MHHHMAJIEH OCTAThbYEH CPOK HAa FOJAHOCT He Mo-MaJjko or 1 (eana)
rogHHA.

Msicto Ha wusnbiHeHue — Boanuuna anreka Ha YCBAJIE ,Axan. UBan
IMenuen" EAJL.

M3uckBaHus KbM YYaCTHULIUTE — J1a MPUTEKABAT pa3pellieHHe 3a ThProBUs Ha
€/1po, NnoJiy4yeHo no peaa Ha riasa aesera ot 3JITTXM.

Kpurepuii 3a oueHka — Hali-HHCcKa nena. Ha nepBo MacTo ce Kiacupa yyacTHUKA
NpeAJIOMKHII Hai-HUCKa LieHa Ha JICKaApPCTBEHUA MPOAYKT.

C ONpeaejeHoTo JiMle, KOETO [a HM3BBPIUM J0oCTaBKara, LIe OBbe CKIKUYEH
JAOroBop, Cbrj1aCHO MPHIIOKEHUA KbM INOKaHaTa NMpOoCKT.

OdepruTe, U3roTBEHU Ha XapmueHn HocumeJ, ce nojasar B JleJoBoACTBOTO Ha
YCBAIJIE "Akan. Uean Ienues" EAJL, rp. Codus yiu. 3apase Ne2 n.k. 1431.

O(bep'rwre, U3rOTBCHH HO e1eKmpoHeH nbim, CC U3IpallaT Ha €JICKTPOHCH allpec:

usbale.office(@gmail.com, noanucanu ¢ enekTpoHeH noanuc no peaa Ha 3EJEVY, B
cpok 10 30.01.2026r. - 16.00 4.

Odeprure we ce pasriexgaT OT KOMUCHsA, Ha3HaYeHa CbC 3aloBe] Ha
M3MBJAHUATENIHUA aupekTop. Pesynrtatute ot paborara Ha KOMUCHATA C€ OTpassaBar B
MPOTOKOJI, KOWTO ce MOAMMUCBA OT BCHMUKK uneHoBe. KomucusaTa Kiacupa y4acTHHMLIMTE,
Kato pasriexjaa npejacraBeHuTe OoepTH, YCTAHOBABA CHOTBETCTBHETO UM €
HU3UCKBAHUATA Ha BLSHO)KHTBH?I H OLeHsBa ocbepm're Ha JAO0NYCHaTUTE YYaCTHHLH,
CBITIACHO KPUTEPUHTE 3a OLIEHKA Ha oepTure.

Ha ocHoBanue un. 156, an. 3 or Hapemba Nel0/17.11.2011r. na M3,
MO/IeKAT HAa pasriexjaane odeprH, KOUTO He OTrOBAPAT HA H3UCKBAHUSITA
HACTOSIIATA NMOKAHA HIIH €A ¢ H3TeKIa BAJHIAHOCT.
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B cnorBerctBue ¢ un. 12 or Hapenb6a Nel0/17.11.2011r. mpu pmocraBka Ha
JIeKapCcTBEHM MpPOAYKTH, BKIIOYEHH B oQepTuTe, 3aabKUTEIHO TpsAbBa Ja ce
npeiocTaBs NapTHieH cepTMUKAT 3a KavyecTBO, CBHOTBETHO cepTU(MKAT 3a
ocBOOOJKIaBaHe HA MapTHAaTa Ha JIEKapCTBEHHs TPOLYKT.

[Tpu odepupane Ha nexkapcTBEHH MPOAYKTH, ChABPKALLM HAPKOTHYHHU BEIIECTBA,
ce cra3BaT M3MCKBaHMATA Ha 3aKOHa 3a KOHTPOJ HAa HApKOTUYHWUTE BELIECTBA U
npexypcopurte /3KHBIT/.

Beuuku JAOKYMEHTH, AJOKasBallW CbOTBETCTBUCTO HA YHACTHULMTE C MOCTABECHHUTE
B MOKaHaTa HW3MCKBaHHWA, C€ TNPEIACTABAT B OpUIHHa/l HWIIM KaTto 3aBEPEHHU BAPHO C
OpuruHalia Konusd, NpUapYyKeHH € IpeBo/J Ha GBHF&pCK[/] €3HK.

MMPO®D. I-P MAPUSA OPBEIIOBA, IM
U3ITBJIHUTEJEH JTUPEKTOP
HA YCBAIIE ,,AKA/l, UBAH [IEHYEB* EA /]



