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BCHYKH THPI'OBIIA HA EJIPO C JIEKAPCTBEHH ITPOAYKTH,
MPATEXXABAIIU PASPELIEHUE 3A TBPTOBHUA HA EJIPO,
HOJIYYEHO IIO PEJA HA I''TABA JJEBETA OT 3JIHXM

MNOKAHA
3a mpeJjocTaBsHe Ha OQEPTH 3a JOCTaBKa Ha HepaspelIeHH 3a yrioTpeba B PerryGnnka
Brirapus nexapcTBEHH IMPOLYKTH

VBAKAEMH THPI'OBLIXA HA EJIPO C JIEKAPCTBEHH IPOJAYKTH,

B usmbiHeHME pasnopendute Ha wi.156 ot Hapenba Ne 10 ot 17.11.2011r. 3a ycnoBusTa
mpena 3a JedeHHe C HepaspelicHH 3a ynotpeba B PemyGnuka beiarapus nekapcTBEeHH
NPOJYKTH, JIEKAPCTBCHH IPOAYKTH, NpHIAraHd M3BBH YCIOBHSTa Ha Ppa3pelICHHETO 3a
ymoTpe6a 1 NekapCTBEHH MPOXYKTH 32 ChCTPafaTeiIHa ynoTpeba, KakTo U 3a YCIOBUATA M peaa
3a BKJIIOYBaHE, IPOMEHH, M3KITIOYBaHE M JOCTABKA Ha JIEKAPCTBEHU MPOIYKTH OT CIHMCBKA IO
w1.266a, an.2 oT 3aKoHa 3a JIEKapCTBEHHTe POAYKTH B XyMaHHata MemunuHa (Hapenba Ne 10),
oTHpaBsiM KhM Bac HacTosiaTra WHIMBHIYAJTHA TOKaHA 3a NPelOCTABsIHe Ha oepTH
3a JOCTaBKAa Ha Hepa3pellen/m 3a ymorpe6a B PenyGinka Bhjrapus jexapcTBeH/H
MPOAYKT/H, NMPH CJACTHUTE YCIOBHSI:

1. IIpeaMert Ha npoueayparTa
JlocTaBka Ha Hepa3pemeH/u 3a ynotpeGa B PemyGnnka Beirapus nexapcTBeH/H IPORYKT/H,
a IMEHHO:

Ne

mo | MexaynapomHo nenatenTHo | JlexkapcTsena gopma u koymgecTBo Ha | IIporHo3HO

peX | HAMMEHOBAHHUE aKTHBHOTO BEILECTBO KOJIN4eCTBO /Opoit/
Ataluren 125 mg, granules for oral suspension | 1620 sachet
Ataluren 250 mg, granules for oral suspension | 4590 sachet

2. M3uckBanua KbM YUaCTHHIMTE H TOCTABKHTE

2.1. Beuuku yyacTHHIM TpAOBa Ja ca TBPrOBIM Ha €IpO Ha JICKapCTBCHH IIPOAYKTH,
npuTexapany PaspemieHue 33 THPrOBHs Ha €APO C JIEKapCTBEHH MPOAYKTH, H3A3/ICHO OT HAJL
WM OT PeryJaTOpeH OpraH Ha Apyra Abpkasa WieHkKa, ChriacHo I'aBa neseta Toproeus Ha
e/Ipo ¢ JiekapcTBeHU nponykTu ot 3JIIIXM.

2.2. KpM garata Ha JOCTaBKaTa, OCTaTBUHMAT CPOK Ha TOJHOCT Ha JIEKApPCTBCHHUTE
NPOAYKTH, CleciBa aa 6bae He mo—Mawek oT 40 % /derupuicceT Ha cro/ oT oOsmBeHHs OT
nponssoguTens. OCTaTUHHAT CPOK HA TOAHOCT Ha GHONPOIYKT /6uomoxo0eH MIPOAYKT, CleaBa
na 66xe He mo—Mansk ot 20 % /nBaneceT Ha cTo/ OT 06SABEHHS OT IPOM3BOAMTEISA KbM JaTaTa
Ha BCsKa JOCTaBKa.




2.3. Ilpu docmasxama 3a0bAHCUMENHO Ce Npedocmass U _napmuoen_cepmudbukam 3a
Kauecmeo, cbomeemno cepmuguxam 3a oceobolcoasane Ha napmudama Ha NeKAPCMEEHUS

npOOyKm.
3. Mscro na jgocraBka: bonnnuna antexka Ha YMBAJI , Anekcannposcka“ EAJL, rp.

Codwus, yn. Cs. T'eopru Codpuiicku Ne 1.

4. Ycaopna 3a maamane: 1o 0aHKoB I'BT, B cpok 10 30 (TpuieceT) QHM OT jAaTara Ha
nony4dapane Ha ¢uHaHcoBute cpeactBa or H30K, cwriacHo m3nanena 3amosen Ha H30K 3a
¢uHaHCHpaHEe Ha JEKapCTBEHMA NPOAYKT mo peda Ha HapemGa Ne 2 or 27.03.2019r. 3a
MEIMIMHCKUTE U JPYTH yCIyTH mo wi. 82, anm.la m 3 oT 3akoHa 3a 3[paBeTo M 3a pela H
YCIIOBHATA 32 TAXHOTO 0JI00psABaHe, [O3BAHE U 3AILTAIAHE.

5. N3nckBanus KM opepTHTE:
OdepTuTe 3aTBIDKUTENHO CIIEBA 1a CHABPXKAT CleqHATa HHGOPMAI[HS:
1. MexnmyHapoJHO HemateHTHO HauMeHoBaHHe (INN) Ha akTHBHOTO BEIIECTBO;
2. TEproscko HaMMEHOBAHHE Ha JIEKAPCTBEHHUS HPOLYKT;
3. Bun Ha nekapcTBeHaTa (POpMa M KONHMYECTBOTO HA aKTHBHOTO BEIIECTBO B JA030BA
€INHULIA;
4. TlponsBogure;
5. Konn4ecTBo B €1Ha ONIaKOBKA;
6. lleHa Ha nexapcTBEHHS TIPOLYKT;
7. Cpok 3a nocTaBka;
8. Cpok Ha BalMIHOCT Ha Npe/OCTaBeHaTa IieHoBa odepra. Ilpencrasenure odeptu
crezBa ja 6B1aT ChC CPOK Ha BATHAHOCT He NO-KPATHK OT TPHAECET KaJeHIapHH
AHM, CYUTAHO OT [aTaTa Ha H3THYAHE CPOKA 3a NOJaBaHe HAa OPEPTHTE.

6. Cpok 3a npeacraBsine Ha odepTaTa: 10 16.30 uaca na 04.08.2026r.
BAXHO! He ce pasrnexnar odeprn mory4eHd H3BbH nocouenusi cpox. C m3Gpanus

AOCTABYMK Ce CKJIOYBAa CIOpa3syMEHHe 3a /I0CTaBKa, KOeTO Ile NOpoAu AelicTBHe
C¢AHHCTBEHO NMPH HAJIHYHE Ha cbIJIacyBaHe Ha nportokoia or UAJI u u3nagena or H30K
3amoBe] 3a (pHHAHCHPAHE HA JTeKAPCTBEHHA MPOAYKT.

7. MsicTo m HaYHH Ha NoJaBaHe Ha odeprure: OdepTHTE CE MOAABAT B JEIOBOICTBOTO
Ha YMBAIJI ,, Anexcannposcka* EAJ] ¢ agpec: rp. Codus, yin. Cs. I'eopru Codpmiicku Ne 1, B
3aneyaTaH IUTHK, TIPHAPYXEHH Che 3asfBIICHHE, B KOETO € BIIHCAHO MMETO Ha KaHJMAATa H
MEXIYHAPOJHO HENATEHTHO HAUMEHOBAaHHE HA JICKApDCTBEHHs INpPOAYKT, 3a KOMTO IOaBa
odepta. OdepTr Morat na 6BAAT HINPAIIAHY H TI0 €NEKTPOHEH ITHT, IPH YCIOBHATA U 10 Pefia
Ha 3aKOHa 32 €NEKTPOHHHS JOKYMEHT M €IEKTPOHHHS IOMIAC, Ha CIEIHHS ENEKTPOHEH apec:
umbal.alexandrovska@gmail.com ¥ CBIO ce 3aBeXOaT B JEAOBOACTBOTO HA JIEUeGHOTO
3aBeNICHHE.

8. He momnexar Ha pasrnexnaHe oQepTd, KOMTO He CHLIBPXKAT IIOCOYEHHTE B T.5
3aBIDKUTENIHA PEKBH3HTH MK Ca C M3TEK/a BATHIHOCT, KAKTO M O(EPTHTE NMONYUECHH CIC
NOCOYEHHs B HACTOSIATA TOKAHA CPOK.

IIPO®. I-P ATAHAC MOHKOB, 1M,
M3nbiannTesten qupextop na YMBAJL ,,




