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1. ,Codapma Tpeiinunr® Al — rp.Codus, EUK: 103267194, cemanumie 1 agpec Ha yIpapiIeHHe
rp. Cous, yn. JIpuesap CranueB No5, Codapma buznec Tayspe, Crpana A, et.12;

2. ,®uonmke papma® EOO — rp.Codus, EUK: 203283623, cemanmume 1 agpec Ha yrpapiIcHHE
rp. Codus, pation Ctynentcku, yin. OxonoBprcteH mbT Nel199A;

HOKAHA

YBAKAEMU JAMU U I'OCIIOJA,

L. »KOMIIJIEKCEH OHKOJIOI'MYEH HEHTHP — CTAPA 3AI'OPA“ EOO/,
Ha ocHoBaHue Wi 82, an.4 ot 3011 u BEB BpB3Ka ChC CKIOUeHO PamkoBo cropazymenue Ne PJI-
11-277/24.06.2020r. mMexnmy Bac ¥ MHHHCTBpa HA 3JpaBeola3sBaHETO B KAdyecTBOTO MY Ha
IlenTpaneH opraH 3a MOKYNKH B cextop "3apaBeonaspane", Bu kaHuM ma mpenctaBuTe odepra,
ype3 EjexTpoHHaTa cucTeMa 3a 3aKylnyBaHe Ha JIEKapCTBEHH MTPOJIYKTH 33 HY)K/IUTe Ha JledeOHuTe
3aBeneHus: B Penybnuka B bearapus (Emexkrponnata cucTeMa) 3a yYacTHe B IIpoleAypa 3a
BBTpEIleH KOHKypeHTeH m300p ¢ mpemnMer: ,,JlocTaBka HA NPOTHBOTYMOpPEH JIEKApCTBeH
npoaykrT c¢ ,Anaromo-tepanesruder koa /ATC-xon/ won LO1XE35, MexaynapoaHo
HenaTeHTHO HauMeHoBaHue /INN/ - Osimertinib, nexapcrBena dopma - mepopanHa TBbpIA,
3a Hy;KauTe Ha ,Kommiexcen onxosiornyen nenTsp — Crapa 3aropa® EOO/L no ob6ocobena
no3unust Ne 2 ot Pamkoso cmopazymenue NePJI-11-277 ot 24.06.2020r.%, cBriacHO CIEIHUTE

YCIOBHS 1 H3HCKBaHHSI:

1. IIpeamer Ha mpoueaypara: ,JlocraBka Ha NPOTHBOTYMOpEH JEeKAPCTBEH MPOAYKT €
sAHaTOMO-TepaneBTH4eH Koa /ATC-xoxa/ wox LOIXE3S, MexayHapoaHO HeEmaTeHTHO
HaumeHoBanue /INN/ - Osimertinib, nexapcrena ¢Gopma - nepopajHa TBbPAA, 32 HYKIUTE
Ha , Kommiexcen onxosornyed meHTsrp — Crapa 3aropa® EOO/L no oGocobena mosHums
Ne 2 ot PamioBo cnopasymenne NePJ[-11-277 ot 24.06.2020r.%

2 Cpok 3a 1oJlaBane Ha npeioxKenys, ape3 EnexTponnara cuctema: ao 25.05.2021r., 23:59

qaca.




3. Hoctenumute npepnoxenust me O6ngaT orBopeny Ha 26.05.2021r. B 13.00 uwaca B
Enexrponnara cucrema. I{enoBute mpeyuioxenus mwe 6uaar otBoperd Ha 27.05.2021r. B 13.30
yaca B EnexrpoHnaTa cucrema.

4, Cpox ua gorosopa:

4.1. IoroBOPHT BNIM3A B CHJIA OT JATATA Ha CKIXYBAHETO MY, B CIyYaii, 4e B pe3yiTaT Ha
[poBEACHATd TPONCAYpPA Ca IIOCTHFHATH LEHHM, pPaBHE WM n0-0JaronpHSTHH OT cera
NEHCTBAIMTE TAKUBA HA JIEKAPCTBEHUTE TPOoRyKTH Io ckmoderure ot KOII-Crapa 3aropa EOOJ[
JOTOBOPH ChC CHIIMAT OpeMeT H € ¢be cpok o 31,12.2021r.

4.2. noroeopsT BIM3a B cuia ot 01.07.2021r., B ciyuaif, ye B pe3yinTaT Ha IPOBEICHATa
npouenypa ca IOCTHTHATH 1€HH, KOHTO €a IIO-BUCOKH OT cera ACHCTBALIHTE TakdBa Ha
JIeKapCcTBeHUTE NpoayKTH 10 ckmodeHuTe o1 KOI[-Crapa 3aropa EOO]] noroBops ¢be CBHIIHAT
npeaMeT H € ¢he cpoxk ao 31,12.2021r,

4.3, OTOBOPET BIM3a B CHJIA OT JATATA HA CKJIWYBAHETO My, B Clydaif, 4e 3a
JNCKApCTBeHHUTE NPOAYKTH HaMa JeicrBamm goroopd npu KOI-Crapa 3aropa EOOJ cec
CBILMAT IPEeIMET U € Cbe cpok ao 31.12,2021r.

3. JlexapcTBeHHAT HPOAYKT MNOMIEKall Ha OpepHpaHe M  HeoOXOMHMHTE KOJHYECTRA,
BKJIIOWCHH B HACTOANIATA MpPOLEAypa ca IIOCOYEHH B NPOLEAYPATa 33 BHTPENIeH KOHKYPEHTEH
n360p, Hamupania ce B Enrexrponnara cucrema,

6. Kpurepus 3a p3narase, ceracHo @i, 70, an. 2, 1. 1 ot 30I1 - "uail — Hrcka neHa",

7. EnexTponausar Tepr, me OB/ie TPOBSNEH ClIel IIBPBOHAYAIHATA IILIOCTHA ONEHKA Ha
HOAaJeHHTe APEAJIOKER s, KaTo 4pe3 EnexkTponnara cucrema, nie Bu Gbjie w3npatena noxana
KOSITO ChIOBPIKA:

1. pe3yATaThT OT MBPBOHAYANHATA OIICHKA Ha Besika odepra,

2. pena 3a cBEp3BaHe KbM H3ION3BAHOTO EIEKTPOHHO 000pY/IBaHE;

3. nara W 4ac 3a Ha4aJlo Ha €NEeKTPOHHHMS THPI.

4. gaunHa Ha MPHKIIOYBAHE HA CHEKTPOHHUS THPT.

5. cTBIKA 32 IpOMsHa Ha [IEHaTa Ha eTall elneKTpoHeH THpr — 0.05%.

EJICKTpOHHHHT TEPr NPHKIIKYBA ¢ HACTHIIBAHCTO HA JaTaTa H Jaca, IMOCOYEHH B IMOKaHAaTa. CJIB,T_I
H3TUYAHETO Ha [OCOYCHHMTE JaTa M dac EnekTpoHHaTa cHcTeMa IJlacHpa H3ILIHHTCIHTE
yJacTBaIM B €lEeKTPOHHHA THPr. Kilacupanero ce H3BELpIIBA BLB BBE3XOMII Pell, KATO HAa NHPBO
MACTO C€ KJacupa YYacTHHKBT, NpPEJUIOKHS Hal-HHCKA 1IEHd, 4 Ha [OCHCHHO — YYacTHHKELT,
MPEJIONKHIT HAH-BHCOKE,

8. Bpb3kara kM npoduin Ha KyryBaya e rocoucHa B €JICKTpOHHATA IIOKaHa, ChAbpiKallia ce B

EHCKTPOHHaTa CHCTEMA,




9. Bpe3skara kM obmiecTeHaTa mopkuka B Perucrspa Ha 00IIeCTBEHN OPHYKH, TIOIEPIKAH
OT AreHnusaTa 3a oOLIECTBEHH IIOPHYKH € MOCOUYEHA B ENEKTPOHHATA MOKAHa, ChIABPIKAILA CE B
EnlexTpoHHaTa cuctema.

10. YcnoBusl ¥ HaYMH HA TUTAINAHE, YCIOBHATA W CPOKOBETE 3a J0CTABKa, NpaBara M
3a/Ib/DKEHHUSITA HA H3IIBIHUTEISA ¥ BB3JIOXKUTEIS ca MOCOYEHH B MPOEKTa Ha JIOTOBOD.

11. ["apannus 3a M3IBJIHEHHE Ha JOTOBOpA € B pasmep Ha 3 % OT CTOMHOCTTA Ha JOTrOBOpa
0e3 sxmouen JIJIC, xaro ce npejicTassi Ipy MOANMCBAHETO HA JIOTOBOpa. B ciyyait, ye u3bpanusit
H3IIBJIHHTE] MPEJICTaBH TapaHlMs 3a H3NBIHEHHE MoJ (opMara Ha MapudyHa cyma, T Ce
NpeBeXaa 10 cleJHaTa OaHKOBAa CMETKaTa Ha BB3NOXKUTEN - [IbpBa mHBecTHIHOHHA GanKa
Crapa 3aropa, IBAN BG 65 FINV 9150 10 149206 26,BIC FINVBGSF.

12. Ha ocroBanue ui. 46 or I[II130T11, u3MBIHUTEIHTE 10 PAMKOBO CIIOPa3yMEHHE ¢a [UIBKHH
B IpoLEeca Ha NMPOBEXKIAHE Ha INpoIelypara Ja YBEIOMST BB3JIOIKHTEIIS 3a BCHYKH HACTBITHIN
IIpOMEHH B obcrosTencreara no wi. 54 u wi. 55, an. 1, 1. 1 ot 3011 ot 3011 B 3-aHEBEH CpOK OT

HaCTLIIBAHCTO HM.
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Ynpaeuren Ha ,,Komiekcen oHkosorndeH neHTsp — Crapa 3aropa® EOO/I



