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HacTogmusat npoToKos € U3roTBEH OT KOMHUCHS B ChCTaB!
IIpencenaren: Ilets Anexcanaposa — ,,PrrkoBoauTen pruHaHCOB OTAET
Unenoge: 1. Mar. ¢apm. LiBerana Kupesa — Ynpasuten boannuna anrteka

2. Hukomait Kupes — ropuct
HazHaveHa cbe 3amoBen Ne 80/ 26.05.2021r. Ha n-p [letho BeaueB UMIWHTUPOB — yrpaBUTEN
Ha ,,KoMmrmiekceH oHkoiaoruueH neHTwp - Crapa 3aropa® EOO/] 3a mpoBexaHe Ha BbTPEILICH
KOHKYpPEHTEH u300p 3a ompeneinsHe Ha u3mbinuTen o [lokana ¢ uzx. Ne 831/ 13.05.2021r. ¢
npeaMer: ,,JloctTaBka Ha NPOTHBOTYMOPEH JIEKapCTBeH MPOAYKT ¢ ,,AHaTOMO-
TepaneBTu4eH kox /ATC-xkon/ kox LO1XE35, MexayHapoaHO HeENMaTeHTHO
HaumeHoBanue /INN/ - Osimertinib, jsexapcrBena ¢opma - nmepopanna TBbpAa, 3a
HYXKIHMTe Ha ,,Kommiiexkcen onkosnornyeH neHTsp — Crapa 3aropa“ EOO/I no o6ocodena
no3uuust Ne 2 or PamkoBo ciopazymenne NePJ[-11-277 ot 24.06.2020r.%.

Ha 26.05.2021 r. B 13:00 yaca komucusaTa TpUCTHIIM KbM OTBapsiHE U Pa3IIICKIAHE HA
nocteiuiante odhepTu B EnexTpoHHaTa cuctema 3a 3aKylyBaHe Ha JIEKAPCTBEHU MPOIYKTH 3a
HY)XIuTe Ha neueOnuTe 3aBeaeHus B P. bonrapus (Enekrponnara cucrema).

IMokana c¢ wm3x. Ne§31/13.05.2021r. Ha BB3JIOXKHTENS € U3NpaTeHA [0 CICAHHUTE
YYaCTHHIIU:

"CODAPMA TPEPII[HHF” Al — tp.Codus, EUK: 103267194, cbc cemanuiie u
anpec Ha ympasnenue rp. Codus, yn. JIpuezap CranueB NeS, Codapma busnec Tayswpc,
Crpana A, et.12;

"ObOHUKC ®APMA" EOO/I- rp.Codusa, EUK: 203283623, cbc cenanuiie u ajapec
Ha ynpasiieane rp. Codust, paiton CtyaeHTckH, yii. OkonoBpbcTeH BT Ne199A.

Jo kpaifHus cpok 3a moiydaBane Ha odeptu 25.05.2021r. — 23:59 wyaca B
€JIEKTPOHHATA CUCTEMA Cca MOCTBIIUIIM CIeAHUTE OepTu:

1. Odepra Ne O 12611/ 13.05.2021r. — 15:50u4. ot "CODAPMA TPEMJIMHI™" AJ]
2. Odepra Ne O 13801/25.05.20211. — 08:024. ot "®bOHUKC ®APMA" EOO/]

Crnen y3HaBaHe Ha YYacCTHHUIIUTE, YWICHOBETE Ha KOMHCHSATA TMOJNKCAXa JCKIapaluu
mo wi. 103, am. 2 ot 3011, wn. 51 an.9 m an. 13, n 4n.52 an.2 or IIIT30I1.
Komucusita mpucThiim KbM pasriekaaHe Ha MPEACTABEHUTE OT YYACTHUIIUTE TOKYMEHTH,
CBBpP3aHH C JHYHOTO UM CBHCTOSIHHE€ U CHOTBETCTBHETO UM C KpHTEpUHUTE 3a moabop. B
pe3yiTar Ha TOBa

PEIIIN:

1. JIoKkyMeHTHUTE, CBbP3aHU C JIMYHOTO CHCTOSTHUE M CHOTBETCTBHETO C KPUTEPUUTE 32

HO,Z[60p Ha BCUYKHU YYAaCTHUIHA Ca PCAOBHHU U YAOCTOBCPABAT 'OAHOCTTA UM 3a U3IIBJIHCHUC HA
OIl



Crnen ToBa KOMUCHSTA MPUCTHIIN KbM pas3riiexkaaHe Ha TEXHUYECKUTE MPEATIOKEHUS OT
odpeprute. Cnex BHUMATENHO 3allO3HABaHE CHC CHABPKAHUETO UM U CbOOpassiBaHE C
m3uckBanusta Ha 30I1, TITI30I1, moxymentammsta Ha OIl u mpeaBapuTenHO OOSBEHHTE
YCIIOBUSI KOMUCHSITA

PEIIIN:

1. TexHuyeckute MpeasioKEHUs Ha BCUUKH YJaCTHHUIIM OTIOBapsT Ha M3MCKBAHMSTA HA
30I1, IIT30I1, noxkymenTamusata Ha OIl u mpenBapuTETHO OOSBEHHUTE YCIOBHS.

2. I[OHyCKa A0 pasriciKIane U OLICHABAHC ICHOBUTEC NPCAJIOKCHUA HAa BCUYKN YUACTHUILIHU.

Komucusita pasrinega [eHOBUTE TMpeasiokeHUus OT odepTUTe Ha JONMyCHAaTUTE

YYaCTHULM ¥ U3BBPUIM TbPBOHAYATHATA UM OLIEHKA ChOOpPa3HO KPUTEPUS ,,Hal-HUCKA IIeHa™.
3a nenTa ce chCcTaBu TadauNA - npuaoxenne Ne 1. B pezynrat Ha ToBa

PEIIIN:

1. IleHoBuTEe MNpPENIOKEHHUS] HA BCUYKM YYACTHHUIIM OTrOBapsT Ha HM3UCKBAHUATA HA
30I1, IIT30IT noxymenTarusata Ha OIl u mpeaBapuTEIIHO OOSBEHUTE YCIOBHS.

2. OueHsiBa ¥ KJIacUpa yYaCTHHUIIMTE CHOOPA3HO MOCOUYEHOTO B TaOJIMIIA - TPUIIOKEHUE
No 1.

3. Jla ce nmposene enektpoHeH Thpr ¢ Havaao 01.06.2021 r. — 08:00 yaca u kpait
07.06.2021 r. — 10:05 yaca, karo ce U3NpaTu MOKAHA 32 HETO A0 BCUYKU YYACTHHIIU.

Ha 27.05.2021 r. nokaHaTa 3a €JIeKTPOHHUSAT ThPT O€ U3MpaTeHa 10 BCHYKH YIaCTHHIIH.

Crnen mpuKIIIOUBAHETO MY Ha ONPEACIICHUTE J1aTa U 4ac Ce MOCTUrHaXa IIeHU, TOCOYEHHU
B Ta0IMIIa - MpUJI0KeHne Ne 2,

PELIUA:

1. OnensBa u K1acupa y4aCTHUIIUTE CHOOPA3HO MOCOUYEHOTO B TAOIUIIA - IPUIIOKEHHE
No 2.
2. Kiacupa yuyacTHHLMTE Ha MBPBO MSCTO W CIEBAIUTE T'O MecTa ChOOpPa3HO
ITOCOYCHOTO B TabnuIa - mpuitokeHue Ne 2.
3. Ilpennara na Ynpasurtens Ha ,,KOL[ — Ctapa 3aropa” EOO/l na ckiirouu 10roBOp

3a Bb3maraHe Ha OIl ¢ kmacupanus Ha mbpBO MscTo ydacTHUK Codapma
TpeauHr AJl Kkato JOroBOpbT C HETO BIU3a B CHJIa OT AATATA HA CKJIIOYBAHETO
MY, T/ KaTo B pe3yiTaT Ha IpOBEJEHAaTa MpoLEaypa ca MOCTUTHATU LIEHH, PaBHU
WIN MO-0JIarONPUATHU OT Cera JeiCcTBaIlUTe TaKMBa Ha JIGKAPCTBEHUTE MPOIYKTH
no ckmroueHute ot KOLI-Crapa 3aropa EOO/l noroBopu ¢bC ChUIMAT NPEAMET U
cnenBa na 0vae cbe cpok a0 31.12.2021r.

MoTtuBH: YYacTHUKBT € KJIacHUpaH Ha IbPBO MSCTO ChbOOPA3HO KpUTEPHs 3a OIICHKA Ha
odeprute. Toil mpemrara Haii-HuCKHTE IeHW 3a u3nbiaHeHue Ha OII, a moxymeHTure,



CBBP3aHU C JINYHOTO MY ChCTOSIHUE U CHOTBETCTBUE C KPUTEPHUTE 3a MOJO0P Ca PEIOBHU U
yIOCTOBEPSABAT FOJHOCTTA MY 32 M3ITBJIHEHHE Ha MOPBHYKATA.

Komucusara npukioun padoTara cu 1o To3u nporokoi Ha 09.06.2021 r.

JleficTBusiTa HAa KOMHCHATAa IO H3BBPUIBAHETO Ha noadopa HAa YYAaCTHHUIUTE,
pasriexane, OleHsIBaHE M KJacUpaHe Ha BCSKa OT OepTHTe, KAKTO U MPEITIOKESHUATA U 32
B3E€MaHE Ha PEIICHUS OT BB3JIOKHUTEIN, Ca TIOAPOOHO ONMKCAHU B TO3H MIPOTOKOI.

Hacrosmusat npoTokos 3aeHO C Lsjara chOpaHa W U3rOoTBEHA JOKYMEHTAlMs B XoJa
Ha OII ce mpegaBat Ha BB3JIOKUTEIS.

KOMUCHSI:
[MPEJCEIATEJI:
[TeTst AEKCaHIPOBA. .......veeveanaenn.. *
YJIEHOBE:
1. llBetana KupeBa........................ *
2. Hukomaii KupesB......................... *

Jlata Ha npenaBane/mpuemane: 10.06.2021 r.

MPEJICEJTIATEJ HA KOMUCUSTA: ..o, *

/ Tletst AnexcanapoBa/

/ n-p Iletpo BrmueB Yunuurupos/

Hacrosmmusar npoTokon € yTBBPAEH CBIVIACHO yKa3aHusATa Ha MUHUCTBpa Ha
3apaseonaszBaneto Ha 11.06.2021 r.

/ n-p Ilerbo BbmueB Ynnuarupos/

*3anuueno na ocnosanue Pecnamenm (EC) 2016/679



[Tpunoxxenue Nel xkbpM riporokod ot 26.05.2021r.

KnacupaHe no npoueaypa ',JJoctaBka Ha NpOTUBOTYMOPEH NEKapCTBEH NPOAYKT € ,AHaToOMO-TepaneBTuyeH koa /ATC-koa/ kog LO1XE3S5,
MexayHapogHo HenaTeHTHO HanmeHoBaHue /INN/ - Osimertinib, nekapcTBeHa dpopma - nepopanHa TBbpAa, 3a HyXante Ha ,KomnnekceH
OHKOJlormyeH ueHTbp — Ctapa 3aropa“ EOO/ no o6ocobeHa nosmumsa Ne 2 ot PamkoBo cnopasymeHne NeP[1-11-277 ot 24.06.2020r.“' ¢

OT4YMUTaAHE Ha LUeHUTE, NOCTUrHaTh Npn oTBapAHETO Ha LEHOBUTE NpearioXXeHnd

PedepeHT
Ha
AHaTomo{ MexayHapog, CTOiHOCT
TepanesT HO 3a16p. Ep ueHa 3a | Eg ueHa 3a
MYeH Kog,| HenaTeHTHO Mspka MApPKa eAunHULA eauHnua
Ne no | 06.no3uy, | /ATC- [HammeHoBaHu HauuH Ha /mg, 3abene cbrnacHo | Heobxoaum msapKa 6e3 MApKa ¢
pea na Ne koa/ e /INN/ npuNoXKeHue tabl., ml./| »ka MKB nnc 6poii mapku | KnacupaHe YyacTHUUM aac aanc
1."COPAPMA
TPEROVHI AL,
2."®bOHUNKC 4,691475 5,629770
1 2[(LO1XE35 [Osimertinib nepopanHa TBbpAa mg C34.0, 5,629770 322560 SAPMA" EOOL 4,691475 5,629770




[Ipunoxenue Ne2 xpM npoTokoi ot 26.05.2021r.

Knacupare no npouegypa ',JJoctaBka Ha NPOTUBOTYMOPEH fleKapCTBEH NPOAYKT C ,AHaToMO-TepaneBTuyeH kog /ATC-koa/ kog LO1XES3S,
MexayHapogHo HenaTeHTHO HanmeHoBaHue /INN/ - Osimertinib, nekapcTeeHa popma - nepoparnHa TBbpAa, 3a HyxXauTe Ha ,KomnnekceH OHKONornyeH
ueHTbp — Ctapa 3aropa“ EOO/L no o6ocobeHa nosunumst Ne 2 ot PamkoBo cnopasymeHne NeP[1-11-277 ot 24.06.2020r.”' ¢ oTynTaHe Ha LUeHuTe,
NOCTUrHaTU cnep NpPoBeXAaHeTo Ha eNIeKTPOHEH Thpr

MexxayHapopa
AHaTtomo- HO Msapka PedepeHTHa Ep ueHa 3a | Ea ueHa 3a
TepaneBTUY | HeMaTeHTHO /mg, cToiiHocT 3a 1 | Heobxogu eAuHuua eaAnHMUa
Ne no | O6.no3m |eH Kopg, /ATC{ HaumeHoOBaHMU HauuH Ha tabl., |3a6enex 6p. MmApKa m 6pon MmApKa 6e3 MApKa C
pen, uma Ne Koa/ e /INN/ npunoXKeHune ml./ Ka MKB cbraacHo MNJC MAPKU KnacupaHe YuactHuum aac nac
C34.0, 1-80 mAcTO -
C34.1, "Codapma
C34.2, Tpeitguur" ALl; |1."CODPAPMA
C34.3, 2-pomscto  |TPEAOWHI AL
C34.8, "®bOHUKC 2."®bOHUKC 4,661072 5,593286
1 2[LO1XE35 Osimertinib nepopasnHa TBbpaa mg C34.9 5,629770 322560 dapma" EOO[, |PAPMA" EOOL 4,665736 5,598883
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