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BCHUYKH ITIOTEHIITUAJTHH YYACTHHIIA

OTHOCHO: Hckane 3a pa3siCHEHHE Ha oCHOBaHHe Wi. 33 oT 3akoHa 3a 00IIeCTBEHATE
noppukd (30I1) mo obimecTBeHa mopruka ¢ npeamet: "Craiousane na Pamxosu cnopasymenus
3a nepuooa 01.01.2020 2. 0o 31.12.202] . upe3 Enexmponnama cucmema, 3a 3aKynyéane Ha
HPOMUBOMYMOPHU NeKAPCMBEHY NPOOYKMU 3G Hyoicoume Ha nevebnume 3aeedenua 6 Penybnuxa

bvreapua”

YBAJKAEMH JJAMH H I'OCITOJA,

Ha ocaoBanme wi. 33, an. 1 or 30Il u BBB BpB3Ka C NOCTHIIMIIO 3aMUTBaHE IO
ropenocodenara o0IecTBeHa nopbuka, IpaBUM CICAHHUTE Pa3iCHCHHA:

Bonnpoc Ne 1: Jlomycka 1M ce eIMH y4YacTHMK B Ipoledypara ja noaaie odepra
Hanpumep Ha HoMeHkiarypa "LO1XE10 Everolimus nepopansa tBsprna 5 mg/ 10 mg" 3a
Everolimus krka, Everlimus Mylan u Everolimus Teva, Toect Tpu odeptn ?

OTtrosop Ne 1:

CrrnacHo npeaBapuTEIHO 0OSBEHHUTE YCIOBHS YYaCTHHIHTE B IpoLEAypaTa IO[aBatr
enHa odepra 3a neKapcTBEH NMpPOAYKT, BKIIOYEH B €lHA HoMeHKknaTtypa ( Hampumep "ATC -
LO1XE10, MexaynapoqHo HemaTeHTHO HamMeHoBaHue — Everolimus, mepopanHa TBBpra
JexapcTBeHa GopMa, 3a6eexKa - KOJIMUECTBO Ha AKTHBHOTO JIEKAPCTBEHO BelecTBo - 5 mg/ 10
mg"). B npoueaypara HsaMma OrpaHH4YeHHE, JIEKAPCTBEHUTE MPOLYKTH, MPHUTEKABAIIU TE3U
XapaKTEepPUCTHKH, Ja OBJaT caMoO Ha eAWH NpHTEXaTel Ha paspelleHHe 3a ynoTpeba HIH
IIPOM3BOJIHUTEIN, TOECT B CJydail, 4e KOHKPETHHS YYaCTHHK, MOXXE /1a NPEIJIONEHH JIEKAPCTBEHH
NpOIYKTH, Ha MTOBEYE OT €JHU NPHUTEXaTeN Ha pa3pelieHne 3a yrorpeda Mild NpOU3BOJUTEN, B

TIpoleNypaTa HAMa OrpaHHueHHe 3a ToBa. O6pbllaMe BH BHHMMaHMe, 4e B TO3H CIydaii,



yJacTHHKa CJeJ(Ba Jia [IPEJICTAaBH, KOMHE Ha JeKiapalus OT MPHTEXATEN] Ha Pa3pEIICHHETO 32
ynotpe6a Wiy NpOU3BOAUTENST Ha JIEKAPCTBEHUS IIPOLYKT, Y€ € 3all03HaT C M3KUCKBAHUATA KbM
JIEKApCTBEHATE INPOIYKTH, KaKTO H C IOCOYEHHTE B IIpole/lypaTa KOJNHYECTBA 33 TO3H
JIEKapCTBEH NPOJAYKT, KAKTO M 4Ye € ChIVIaceH JICKApCTBEHHS NPOAYKT Ja Ovae odepHpad OT
YyJYacTHHKa B NpOIEAypara, 3a BCCKH €IHH OT MIPUTEXaTeNIuTe Ha pa3pelIeHHEeTOo 3a YynoTpeda
HJIA POU3BOIUTENIHNTE.

Bonopoc Ne 2:

B1B BpB3Ka ¢ HOJIy4EHO aBTOMATHYHO TEHEPUPAHO YBEAOMIICHHE 3a aKTyalnu3alUs Ha
TexHudyecka cneunbukanus cien axryanuzanus Ha IIJIC kakro ciexBa: BB BpB3Ka C
HanpaBeHarta akTyanusanus Ha [lo3utuBHus neKapcheH cucepk, [Ipunoxenue Ne 2 B 6azata
Jannn Ha Enextponnara cucreMa, aaec 08.10.2019 r. ot 12:00 gaca, me 6b4¢ akTyaausHpaHa
TeXHHUeCKaTa crielnduKanus Ha obliecTBeHa nopruka ¢ npeamer: "CxmodBane Ha PaMKoBH
ciopazymenns 3a mepuoma 01.01.2020 r. mo 31.12.2021 r. ype3 EnekTpoHHaTa CHCTEMA, 3a
3aKyIyBaHe Ha IPOTHBOTYMOPHH JIEKapCTBEHHM NMPOAYKTH 32 HYXXANTE Ha JIe4eOHUTE 3aBEIICHNA
B Peny6iiuka boirapus”.

BKIIOYeHH HOBH MEXIYHApOJHM HENATCHTHH HAMMEHOBAHMS C aKTyaJlid3alus Ha
[To3UTHBHHUSA NEKapCTBEH CITMCHK, IIpuinoxenre Ne 2 0T M. OKTOMBPH, MOJIHM 34 Pa3sCHEHHE
JIUTd ¥ B KaKbB MOPANBK BB3N0OXKHUTENAT IpeiBHKA JOIBIBALIO/ TIOCIEBAIIO IIPOBEXIAHE Ha
nporexypa 3a akryanusupanure npoayktu no IJIC, [Tpunoxenne Ne2.

OrroBop Ne 2:

[pn u3bpenaTa akryanu3amus Ha [[o3UTHBHEA NekapcTBEH CIHCBK, [Ipunoxenne Ne
2, cplaTa ce K 0Tpa3uJia 3a BCHYKH HOMEHKJIATYPH Ha JIEKapCTBEHUTE NPOAYKTH, BKIIIOYCHH B
TeXHHYecKaTa cruenupukanms Ha oblnecTBeHaTa MOPhYKa, ¢ OrJIe]l Ha KOeTO He € HE0OX0AUMO
JIOITBJIBALIO/MOCNIEABAIIO TPOBEXKIAHE Ha Mpouexypa. 'OpHOTO OOGCTOATENCTBO € MOCOYECHO
H3pH4HO ¥ B JlokyMeHTanusTa 3a 00ILEeCTBEHA NOPBhUKa, a IMEHHO: ""EJIeKTPOHHATA cHCTeMa,
NpaBH ABTOMATH3HPAHA AKTyaJu3anus B 0a3aTa JanHH Ha EJeKTpOHHATa cHCTEMATa H
Texuuveckara creun¢HKaua HAa 00mMecTBeHATA MOPBYKA, CJe[d AKTYATH3AIMATA Ha
ILUIC, Ilpunoxenune Ne 2, n3phpImBaHa Ha ocHoBaHue wi. 18 or Hapen6ara 3a ycnoBusra,
NMpaBHJIATAa M peXa 3a peryJiHpaHe H PerHcTpHpaHe Ha [eHHTEe HA JIEKAPCTBEHHTE
NpoaAyKTH. B ciy4aii, ye NpH U3BBPIIEHATA AKTYAIH3ALNS HMA IIPOMSIHA HA [IeHA eJHHHIIA
MSAPKa HAa JIEKAPCTBEH HPOAYKTH WIH [JAJeHA HOMEHK/JATYpa € 3a/IM49eHa, CHIIOTO ce
orpa3sBa B TexHuveckara cnenuduxanus Ha o0mecTBeHATa MOPBHYKA, KATO [EHATAa Ce
aKTYaJH3HPA, 2 32 0THAJHAINTE JIEKAPCTBEHN NPOAYKTH ce HHANKHPA, 9e ChIUTE He ca

Haan4Hn B ILIC, Tlpunoxkenne Ne 2."



Ilo oTHOmEHKE Ha BKIIOYeHHTE B [J03UTHBHUA JIeKapcTBEH CUCHK, [Ipunoxenue Ne 2
HOBH MEX/IYHapOJHH HellaTeHTHM HAaUMEHOBAaHUs, cie/Ba a 6bjie IpoBeieHa HOBa MPONEypa
3a CbOHpaHe Ha 3asIBKH OT Ne4eOHHUTE 3aBEICHUS BB3JIOKUTENH, CIIEH KOETO 33 TE€3H JIEKApCTBEHH
MPOIYKTH, 338 KOUTO HMa 3asBEHH KOJIMYECTBA, 1e 6b/1e IpOBEIeHa IIPOLeAypa 3a Bb3JIarae Ha
o0lmecTBeHa MOpBHYKA 3a CKIIIOYBAHE Ha PaMKOBO cCriopasyMmeHHe oT llenTtpamnusa opraH 3a
MOKYNIKA B CeKTOp "3npaBeonasBade”. 3a TOPHOTO OOCTOSTEICTBO BCHYKH NOTpeCHTENH B

Enexrpornara cucrema ume 651aT yBeZoMeHN cBoeBpeMeHHo. Obpbiname Bu BHuManume, ye

3aJaJICHUs BBIPOC HAMa xapaxyamw pazsiceeHue 1o pena Ha 4. 33 ot 3011
e} 27N

SannueHo Ha

KHPWJI AHAHUEB OCHOBaHHe 4. 36a
Munucmup na 30paseonazd>: 3011
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