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Ne 94/ 11,06.2021 v,

Ha ocHoBanue un. 22, an. 1, T. 6 1 wi. 108, 1. 1 ot 3akoHa 3a oGmecrBeHnTe nopbuky (3011),
BELB BpL3ka ¢ § 137 ot [IpexonHuTe H 3aKIOUMTENHM pasnopeadH Ha 3aKOHa 38 H3MEHEHHe K
jgonsnaerue Ha 3011 u BBB BpB3ka ¢ PamkoBo cropazymenne No PJI-11-277/24.06.2020r.,
CKJIIOYEHO OT MHHHUCTHpPA Ha 3/IpaBeola3zBaHeTo, B KAYeCTBOTO MY Ha [EHTpalieH opraH 3a
NOKYNKH B cekTop "3xapaBeonazsame” u llokxama ¢ m3x. Ne 831/13.05.2021r. ¢ npenmer :
»/LOCTABKA HA IIPOTHBOTYMOPEH JIEKAPCTBEH NMPOAYKT € ,,AHATOMO-TepaneBTHYeH Ko
/ATC-kon/ wkox LOIXE3S5, MexaysHapojado HenareHTHO HamMeHoBanue [INN/ -
Osimertinib, mekapcreena gopMma - nepopanHa TRHpPIA, 3a HY:xAuTe Ha , Komniexcen
onkoxoruven neHTsp — Crapa 3aropa® EOO/ no o6ocodena nozunusn Ne 2 or Pamroso
crropazymenne NePJ[-11-277 or 24.06.2020r.%, xaro B3ex npeiRu npoTokona oT pabortara
HAa KOMHCHATA, B KOHTO € IPEANOKECHO KIACUPAHETO HA YYACTHHIMTE B [IPOLE)(ypaTa:

PE LI HKX:

1. OGsassBam KINaCHPaHETO HAa YYACTHHIIUTE B NPOLEAYPaTa IO BBTPEHIEH KOHKYPEHTCH
uibop ¢ npeamer ,Jdocraska Ha NPOTHBOTYMODEH JICKADCTBEH IIPOAYKT ¢
sAHaromo-TepaneeTHded koa /ATC-kon/ woa LO1XE3S, Memxaynapoano
wenarentHo HaumeHoBamme /INN/ - Osimertinib, sgexapcrsena d¢opma -
[epopaJiHa TBHLP/A, 3a HYKIHTE Ha , KoMniiexcen OHKOIOTHICH HEHTHD — Crapa
3aropa“ EOO/J o oGocobena mozmuua Ne 2 ot Pamkoso enopasymenne NeP /-
11-277 ot 24.06.2020r.%, chobpazHo mocoueroTo B Tabnuia — npuinoxenue Nel,

2. OnpejensM 3a U3BIHMTECT Ha obmecTBeHaTa nopbuka ydacTHHKBT "CODAPMA
TPEMMHI™ AT, KJIACHPaH Ha I'EPBO MICTO.

Morupu: Y9acTHHKBLT € KJACHpaH HAa IIEPBO MsCTO c¢hOOpa3sHO KPHTEpHs 3a OLEHKa Ha

obeprure. Toii mpemnara Hal-Huckara HeHa 3a wimensenade Ha Oll, a moxymeHTHTE,

CBBP3aHH C JIMYHOTO MY ChCTOSHHME H ChOTBETCTBHE ¢ KPHTEPHHTE 3a oA0Op ca pefoBHH H
YIOOCTOBEPABAT FOJHOCTTA MY 3@ H3ITBJIIHEHHE HA NOPHYKATA,

3. Ha ocnosanue un. 43, an. 1 ot 3011 (pen. neiicrama go 01.11.2019 r.) macTogmoro

pemenie ja Obje H3NpaTeHo Ha YYACTHHIIATE B TPUAHEBEH CPOK OT H3JIABAHETO MY,

Ha ocuosanne wi. 43, an. 1 ot 3011 (pen. netictrama go 01.11.2019 r.) u un. 24, an.




1, 1. 2 (pen. neiictama no 01.04.2020 r.) ot IIpaBuiHuka 3a npunarage Ha 3aKoHa
3a 0OLIECTBEHHUTE MOPBYKH CHINOTO Ja Ob/ie MyOIHKyBaHO B €IEKTPOHHATA IPENNCKA
Ha oOIecTBeHaTa noppyka B pasnen , JIpodun Ha kymyBad* Ha HHTEPHET CTpaHUIATA
Ha ,Kommnexcen onxonorudes neHtnp - Crapa 3aropa” EOOJT va cinemuus agpec:
http://oncosz.com/?page_1d=6686 , B 1eHs Ha H3MPAITAHETO MY.

4. Komnue OT HACTOSIIOTO PELIEHUE A CE BPBYUH IT0 KOMIIETEHTHOCT Ha ChOTBETHHUTE
JUI'BYKHOCTHH JIMLI2 33 CBEJICHUE U H3ITBIHEHHE.

5. Hacrosmoro pemenue Moxxe na 6bpae obxkanBano Ha ocHoBanus wi. 197, am. 1, 1. 7,
Oyxsa a) ot 30I1 B 10 /necer/ nHEBeH CPOK, CIUTAHO OT JATATa HA MOJYYaBAHETO MY,
npea Komucusita 3a 3aliuTa Ha KOHKYPEHITHSTA.

A
Januueno Ha ocHoBaHue

. Peznamenm (EC)
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[punoxenne Nel
KbM Pemrenne Ne
94/11.06.2021r.

KnacupaHe no npouegypa ',JlJoctaBka Ha NPOTMBOTYMOPEH NEeKapCTBEH NPOAYKT ¢ ,AHaTtomo-TepaneBTnyeH ko /ATC-kog/ kog LO1XE35,
MexgyHapoaHo HenateHTHO HauMmeHoBaHue /INN/ - Osimertinib, nekapcteeHa dhopma - nepopanHa TBbpAa, 3a HyXante Ha ,KomnnekceH OHKONOrMyeH
ueHTbp — Ctapa 3aropa“ EOO/[ no o6ocobeHa nosmuma Ne 2 ot Pamkoso cnopasymeHne NeP[1-11-277 ot 24.06.2020r.“

MexayHapopa
AHaTomoO- HO Msapka PedepeHTHa Ep ueHa3a | Ep ueHa 3a
TepaneBTWUY [ HenaTeHTHO /mg, cToHocT 3a 1 | Heobxoau eAuHULa eAuHULa
Ne no | 06.no3m |eH Kog, /ATC| HaMmeHOBaHM HauuH Ha tabl.,, |3ab6enex 6p. mApKa m 6poi MmApKa 6e3 MApPKa ¢
pea, uma Ne Koa/ e /INN/ npunoxXeHune ml./ Ka MKbB cbraacHo NJC MAPKK Knacupane YuyacTHuum AAac AAac
C34.0, 1-80 mAcToO -
C34.1, "Codapma
C34.2, Tpenanur" AL; [1."COPAPMA
C34.3, 2-po MACTO TPEMOUHI" AL,
C34.8, "®bOHMKC 2."®bOHUKC 4,661072 5,593286
1 2(LO1XE35 Osimertinib nepopanHa TebpAa |mg C34.9 5,629770 322560 dapma" EOOJ [PAPMA" EOO[  |4,665736 5,598883
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