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BCHYKH ThPI'OBIIM HA EJIPO C JIEKAPCTBEHH ITPOJYKTH,
IIPUTEXXABAIIIHA PAZPEIIEHHUE 3A THPTOBHUSA HA EJIPO,
IHOJIYYEHO I1O PEJIA HA I'/TABA IEBETA OT 3JIIIXM

IIOKAHA
3a OpeJOCTaBsHE Ha 0QEPTH 3a JOCTABKA Ha JIEKAPCTBEHH MPOAYKTH OT CIMCHKA Mo uIl. 2664,
an.2 or 3JIIIXM, 3a KOHTO HsAMa JEHCTBAIIO PAMKOBO CIIOpasyMeHHe ¢ MHUHHCTEPCTBO HA
3paBeOIa3BaHETO

YBAXKAEMMH TBPT'OBIIK HA E/IPO C JIEKAPCTBEHH NPOAYKTH,

B msnbanenue pasnopendute Ha wi. 156 u wi.158, an.1 or Hapen6a Ne 10 ot 17.11.2011r. 3a
YCIOBHATA W PEla 3a IJICYCHME C HepaspemicHM 3a ymorpeba B PenyGnuka Boarapus
JIEKapCTBCHM TPOAYKTH, JICKAPCTBCHM IIPOJYKTH, IPHJIAaTaHH H3BBH YCJIOBHATA Ha
pa3pelIeHHeTo 3a ynorpeba u IekapCTBEHH IPOAYKTH 3a ChCTpaJaTe/Ha ynorpeda, KakTo U 3a
YCJIOBHSTA M PEJIA 3a BKIIOYBAHE, IPOMEHH, M3KIIOUBAHE M JOCTaBKa Ha JICKAPCTBEHH MPOAYKTH
OT CIKUCBHKA IO 4I.266a, an.2 oT 3akoHa 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHaTa MEOHMIHHA
(Hapex6a Ne 10), ormpaBsaM KbM Bac HacTosmaTa HHIMBHAyaJHA NOKaHa 3a
npexocraBaHe Ha odepTH 3a J0CTABKAa Ha JIEKAPCTBEH/M NPOAYKT/H OT CHHCHKA MO
91.2662a, an.2 or 3JIIIXM, npu clieAHHTE YCJI0BHA:

1. TIIpeamer Ha mponexypara
JlocTaBka Ha JIEKapCTBEH/H MPOAYKT/H OT CIIMCHKA 10 Wi.266a, a2 ot 3JIIIXM, a uMeHHO:

Ne IIporrosso
no | MexayHapoJHO HEMATEHTHO JlexapcTBeHa hopMa U KOJIHYECTBO | KOJTMYECTBO
pel | HAUMEHOBAHHE Ha aKTUBHOTO BEIIECTBO /6poi/
150 mg/ml - 1 ml, solution for
1. | Lanadelumab injection, pre-filled syringe 12 vial

2. M3nckBaHus KbM YYACTHHIIUTE U OCTABKHUTE

2.1. Beuuku ydacTHMUM TpA06Ba Ja ca THProBLUM Ha €Jpo Ha JIEKAPCTBEHH MPOIYKTH,
NpUTeXaBally PaspelnieHue 3a THproBUs Ha €po C JIEKapCTBEHH MPOAYKTH, u3gageHo ot MAJI
WIH OT peryJaTopeH opraH Ha Apyra Ibp)kaBa WieHKa, ckriacHo I'nmaBa nesera Thproeus Ha
eApo ¢ JeKapcTBCHM NMpoaykTH oT 3JIIIXM. :

22. KpM paTaTa Ha JOCTaBKaTa, OCTaTBYHHSAT CPOK Ha TOHHOCT Ha JIEKAPCTBEHUTE
NPOAYKTH, cieaBa Aa Owae He mo—-Mamsk or 40 % /dermpuaeceT Ha cro/ OT OOSBEHHS OT
npousBoauTeNsA. OCTaTBYHUAT CPOK Ha TOAHOCT Ha OMONPOAYKT /6Honono0eH NpoayKT, cleaBa
na 6pae He mo—Marsk ot 20 % /aBagecer Ha c¢T0/ OT OOSBEHHS OT NMPOU3BOJAUTEN KBM JaTaTa
Ha BCAKa JOCTaBKa.

2.3. Ilpu docmaskama 3a0badCUmMe/IHO_ce npedocmagsa u napmuden cepmuduxam 3a

- Kauecmeo, cbomeemuo cepmugukam 3a_o0ce0060x3coagane Ha napmuoama Ha 1eKaApCmMeeHun

npooyKm.




3. Msicto Ha nocraBka: bomHuuna antexka Ha YMBAJL | Anekcannposcka®“ EAJL, rp.
Codus, yn. Cs. I'eopru Coduiicku Ne 1.

4. VciaoBus 3a IiIamaHe: no 0aHkoB OeT, B cpok g0 30 (TpuicceT) OHM OT JaTara Ha
noyuaBaHe Ha (unancosute cpeacra or H30K, cprioacHo usnanena 3anosen Ha H3OK 3a
(HUHaHCHpaHEe Ha JeKapCTBEHHs MPOAYKT mo peja Ha Hapen6a Ne 2 or 27.03.2019r. 3a
MEIUIUHCKUTE W APYTH YCIyrH mo wi. 82, amla m 3 oT 3akoHa 3a 3[paBETO W 3a pela U
YCJIOBHATA 32 TAXHOTO 0106pABaHe, MIONI3BAHE U 3aILIAIIaHe..

5. AznuckBanusi KsM odepTHTE:
OdepTHTe 3aTLDKATENHO CIEABA 12 CHABPKAT CIIEIHATa MHPOPMAITHS:
1. MexnynaponHo HenateHTHO HauMeHoBaHHe (INN) Ha akTHBHOTO BEIIECTBO;
2. THproBcko HAUMEHOBAHHE HA JIEKAPCTBCHUS MIPOAYKT; )
3. Bug Ha nexapctBeHata ¢opMa M KOJIHMYECTBOTO HAa aKTHBHOTO BCIICCTBO B J1030BA
CAVHULIA;
4. TTpoussoauTen,
5. KonudecTBO B €JHa OIIAKOBKA;
6. Ilena Ha JIekapCTBEHHUS NMPOAYKT;
7. Cpoxk 3a JOCTaBKa;
8. Cpox Ha BaJMAHOCT Ha NpeoCTaBeHaTa LeHoBa odepra. IIpencraenute odepTH
cieaBa Ja ObIaT ChC CPOK HA BAJIMAHOCT He MO-KPATBK OT TPHAECET KAJIECHIAPHH
JAHH, CUMTAHO OT JIaTaTa Ha M3TMYAHE CPOKa 3a MoJaBaHe Ha oepTUTE.

6. Cpok 3a npecTaBsiHe Ha odepraTa: 10 16.30 uaca na 14.10.2026r.

BAYHO! He ce pasriaexaar opepTH moJydeHH H3BbH Nocodenns cpok. C mzdbpanusi
AOCTABYHK C€ CKJYBA CHOpa3yMeHHe 33 [0CTABKAa, KO0eTO Iie MOpoAH AeHCTBHE
eINHCTBEHO NPH HAJMYME Ha ChIJIacyBaHe Ha npotokona or MAJI m m3nagena or H30K
3amoBe]l 32 pUHAHCHPaHe HA JIEKAPCTBEHHS MPOXAYKT.

7. MsicTo M HaYHH Ha moxaBane Ha odeprure: OdepTUTE CE MOAABAT B EIOBOJCTBOTO
Ha YMBAIJI , Anekcanaposcka™ EAJ] ¢ anpec: rp. Codwus, yn. Cs. I'eopru Coduiicku Ne 1, B
3amnevaTaH IUTAK, MPUAPYKCHU ChC 3asBICHHE, B KOETO € BIIMCAaHO MMETO Ha KaHIujara u
MEXIYHAPOAHO HEMATCHTHO HAWMCHOBaHWE Ha JICKAPCTBEHHS NPOAYKT, 3a KOMTO TMo/aBa '
odepra. Odeprn mMorat aa ObIAT M3NPALIAHU U TI0 E€NEKTPOHEH ITBT, [IPU YCIOBHATA H IO pefa
Ha 3aKOHa 3a eJICKTPOHHHS JOKYMEHT U €ICKTPOHHUS MOIIHNC, Ha CICIHHUS CICKTPOHCH aJpec:
umbal.alexandrovska@gmail.com u CBIIO ce 3aBeXAaT B NENOBOJACTBOTO Ha JieueOHOTO
3aBECHHE.

8. He nomnexar Ha pasrimexpaHe odepTH, KOWTO HE CBIBPXKAT NOCOYCHHTE B T.5
3aIBJDKUTEIIHA PEKBU3UTH WM Ca C M3TEK/IAa BATHAHOCT, KaKTO M OQEepTUTE NOIYYEHH CIEX
[IOCOYEHHUS B HACTOSAILATA I0KaHA CPOK.

ITPO®. I-P ATAHAC MOHKOB, 1M,




