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Ot paBoraTa Ha KOMHCHATA, Ha3HAYeHa CHC 3alloBel No3-178/09.09.2019r. Ha V3n. aupeKkTop HAa
YMBAJl ”Anekcanaposcka” EAJl B mpoienypa 3a BRTPEIIEH KOHKYPCHTCH u300p No pena Ha
y1.82, and 30T] 3a ompenessne Ha winbiHuTel o [loxkana ¢ H3X. Ne(2-1812/27.08.2020 1. ¢
npeamer: "JlocraBka Ha JIEKApCTBEH INPOAYKT 10 DPamKOBO CIOpasyMeHHE Ne PA-11-
277/24.06.2020r., 3a Hyxaute Ha YMBAJT "Asexcanaposcka’ EAJ] v npoduna Ha Kynysada Ha
caiiTa Ha re4eOHOTO 3aBe/ICHHE.

Ha 09.09.2020r.- 13:00 yaca, KOMHUCHS B ChCTAR:
Ipencenaren:

noi1. Ceerna ['eopruesa, IM — YIIPaBHTE bonuwyna anTeka
Ysenose: .

Jlanuena [lekoBa — riaaseH FOPHCKOHCYIT

Acs Bermmukosa — Bp.u.1. HagamHHK 001IeCTBCHH TIOPBYKH
PezepBen npenceaaTen:

noul. a-p Esrenuit Xamxues — Hagamauk KKX

PezepBHHK "iIeHOBE:

Jenuna Tojgoposa — OprECckoHCYAT B oTaen [IHO
Kocraguaka MaHoBa — ClENHATHCT 00IHECTBEHH NOPBYKH
ce ¢p0pa 1a OTBOPH H Pasrilejia MOCTRIANATA OQEPTa [0 HACTOAATE POHEAYPA.

Komucusita me paGoTd B ChHOTBETCTBHME ¢ Tpaduka, nocodeH B Eiexipondara cucrema, 3a
3gKYIIyBAHE HA IPOTHBOTYMOPHH JIEKapCTBEHH TMPOAYKTH 3a Hyxkawte Ha YMDBAJL
"Anexcannporcka” EAJl, ¢ mokana u3x. Ne 02-1812/27.08.2020 r., cBriacHo KoATO KOMHMCHATA IIE
HM3BBPIIH JIEHCTBUA M0 OTBapsHe Ha odeprara Ha y4acTHUKBT Ha 09.09.2020r. B 13.00 yaca u
OTBApPSHE M OICHKA Ha IICHOBUTE IPEIVIOKEHHS Ha JOLYCHATHTE JIO TO3M €Tal yYacTHHLH H
KnacupaneTo UM Ha 15.09.2020 14:00.

Enextpomsio  mosgajeHHTe oQepTH ca HMIMYHH B MEHIOTO  ,,0epTH’  Ha
oflecTBEHATA MOPHYKA W CTaRaT BHIMMH 3a KOMHCHATZ cJel H3THYaHe Ha CpoKa 3a
nosjydasage Ha  odepru. Cucremara T'M  IHOApekAa [0 jJaTa M Yac Ha
nocreeane. B onpeaeneHus CpoK € MOCThIIUNIA ofepTa KakTo cle/iBa:

1. “Codapma Tpeitouur” A ¢ sx.Ne 01325 ot 28-08-2020 B 09:034.

YneHoBeTe Ha KOMHCHATA HOMIIKCAXA JSKIAPalifH 3a THIICA Ha oOcrosTencTrara no wi. 103,
ai1.2 ot 30IL

[peacemarens Ha KOMHCHATA C€ YBEPH, 4C BCHUKH WICHOBE HAa KOMHCHSTA HMAT OTIHYEH
JOCTHI B BHJIMMOCT KbM €1EKTPOHHATA CHCTEMA.

KomucHsTa npeMiHa KEM pasTiieikJase 0 CBIISCTBO HA ChILPKAHUETO HA TIPE0CTaReHaTa
WH(pOPMAITHS H [pejICTaBeHuTe JOKYMEHTH 0T yuacTHHKa. [lo oTHoLIenwe Ha mpencraBeHuTe OT
YYACTHHKBT JIOKYMEHTH W HMH(OpMANHL 3a CHOTBETCTBHETO KBM JTHYHOTO CHCTOSIHHE, KOMHUCHITA
ycTanoru, de odeprara Ha ,,Cobapma Tpeliguuar” AJ] ¢ Bx.Ne 01325 ot 28-08-2020 8 09:03u. ¢
IBJIHA H CHABPKA BCHUKH HEOOXOMMHE TOKYMEHTH H HHPOPMAII.

C ornmex HA TOPEH3IOKEHOTO KoMucHsTa nomycka ,,Codapma Tpedmuuar” AJ] nmo
Pasriek/aHe Ha TEXHHUYECKOTO PEUIOKEeHHE.

[Mo oTHOmEHMe HA IpeicTareHaTta HHOOPMALHA B TEXHHYECKOTO HPEIIOKEHHE Ha
YYACTHHUKBT, KOMUCHSTA KOHCTaTHpa, Ye ,,Codapma Tpeidaunr” AJl 3a OIT Ne 2 e mexnapupan u ce
€ CBITIACH ¢ YCIIOBHATA HA BB3JIOKHMTES B TEXHHYECKOTO Nperiokenne B Enexrponnara cucteMa,
3a 3aKy[IyBaHE HA TNPOTHBOTYMOPHH JIEKAPCTBEHM MNPOJYKTH 38 HyxXaure HA YMDBAJI
"Anexcanapoecka” EAJI.

B pesynraT KOMHCHATA JOMyCHA J0 CIGARAI €Tall Ha OTBAPsIHE HA ICHOBHTC MIPCITOKCHUA
Ha ,,Codapma Tpeimuar” AJl.



B CHOTBETCTBHE ¢ IPEIBAPUTEITHO 00IBEHUS IpaHK, NocodeH B ENeKkTponnarta CHCTEMA,
CEHITIACHO KOHTO KOMHCHSATA e H3BBPIIH JlecTBIA 0
OTBapsHE H OHeHKa Ha IEHOBHTE NPENTIOXKEHHS HA OONYCHAaTMs J0 TO3M  eTam
YUaCTHHK H KJIacHpaHe HA 15.09.2020 14:00, KOMHCHSATA H34aKd M B
14:00 waca, Koraro CTaHaXa BHIHMH B MCEHIO ,0TBapsHe Ha [eHOBHTE oOdepru®,
IPHUCTHITH KBM OTBAPAHE HA HEHOBOTO MPEIOXEHHE HA YIACTHHKA.

CucreMara AaBTOMATHYHO TO3MIIWOHHPA YUACTHHIWTIE ¢ NPEUIOKEHHTE OT  TAX
LIEHM ¥ HAMEPH CICTHATE TIPEANOKEHNA:

3a OIl 2:
~Codapma Tpeitnarr” AJl
Tepaﬁ::::rg: KOJ M;ﬁ:;iﬂﬁﬂo ®opma ua :’1111/;ﬂ It]a:{bal 3abenemxa Ennena  Exucna c
¥ -y
[ATC-xon/ Hapmenosanue INN/ TNpHIOXCHHAC ml./ Ges ATIC Aac
LO1XE27 Ibrutinib Lepopatha o 0,780691  0,936829
TBBpIA

Cnex  Karo  H3BBPIIM  OIMHCAHWATE  [O-rOpe  HACHCTBUA  KOMICHATA  M3IIpATH
eIHOBPEMEHHO Ype3 EJICKTPOHHaTa cucTeMa nokana xo ,,Codapma Tpedimunr” AJl, gudaTo
opepra JomycHA 23 YUACTHE B ENEKTPOHEH THPIr. ENEeKTpoHHHS TBPr 3amouyBa Cren
THPBOHAYAIHATA I[SUIOCTHA OIEHBKa Ha odeprure W mossoysmsa  ja  Owjar KTacHpany
ype3  €JIEeKTpOHHAaTa  CHCTEMa  4pe3  MeTOQH  3a  aBTOMATHYHO  OICHABAHE  HAa
npe/ICTAREHATE B OepTUTE IICHH.

Komucusara cwsoOpasu pasnopendara Ea w90, am.8 or 30Il u mocoum gata M wac

Ha eNeKTPOHHHS TBpPT 3a OI1 Ne 2, a HMEHHO:
18-09-2020r. or 14.10 vaca. KoMHcusTa mocoOYM B [IOKAHATA CTHOKA 3a IpoOMIHA HA
nenara - 0.05%, omnpeaencHa oOT MHHHACTBPa Ha 34paBeoNa3BaHero, B KadecTBOTO MY

HA IEHTPAIEH OpraH 3a MOKYNKH B IPOBENEHATA OTKPHTA ITporeNypa.

Ha 18-09-2020r. ot 14.10 waca, xomucusiTa OTBOpH 1eHOoBara odepra Ha ,,Codapma
Tpeiimuur” AJl. C Tosa Ha 18.09.2020r. xoMHCHATa HPHKIIOUH CcBOATa paboTa M HACPOIH
CIEeqBAIOTO 3acemaHfie HAa 25.09.2020r. oT 10:00mu. 3a KIlacHpaHe Ha
WRIIBIHATENAT, Y9acTBal B €JIEKTPOHHMS THPT.

Ha 25.09.2020r. KoMHCEITa MIPOABIDKE CBOsTa padoTa Ha erall el1eKTPOHEH Thpr, HACPOYEH B
mpeaxXoAHO 3acemanue, mposeleHo Ha 18.09.2020r. ¢ noxana, aBTOMaTHYHO TIeHepypaHa B
exekrpornara cmereMa 3a OIl Ne 2 u mocouena crenka 3a mpomsaHa Ha neHara - 0.05 %,
ONpejeNieHa OT MWHHCTBpA HA 3IpaBEOla3sBaHETO, B KAYECTBOTO MY HA LEHTPaJICH Oprad 3a
NOKYIIKM B TpOBe/ieHaTa OTKpUTa IIPOLEAypa, C KOSTO W3NBIHHUTENHTE IO pPaMKOBOTO
CIopazyMeHHE IIf¢ HaMalABaT MPe/IOKEHHTE OT TAX LICHH Ha eTal eNeKTPOHEH ThPT.

Knacupaneto ce H3BBPLIH B eleKTPOHHATA cHUCTEMA ypes METOIH
3a ABTOMATHTHO OIICHABAHE, B pezyarar Ha KOETO ce IOJIVYH
CIEMHOTO KIiaCHpaHe, ChINIACHO MOCOUCHHA B IOKAHATA KPHTEPHIL 3a OLIEHKA ,,Hafi-HECKa IleHa™:

I-8o macro 3a OII Ne 2 ’Codrapma Tpeiianur” AJl ¢ mpemtoneHa nena:

3a Ibrutinib, nepopanua TRLpAa, mg LOIXE27 - 0,780691 ae. ez AJIC wu
0,936829 ¢ sxa. JJAC.

Bn3 ocHora Ha TOpEHOTO M Ha ocHoBaHume <wr.82 30ll komucusTa npejiara
HA  BB3IOKHTEIHA 4  OHOpeNeIH 34  H3MBIHWTSI Ha  JOTOBOP  NPSAMET  HA
nopsukara: "JlocTaBka HA JEKApCTBEH IIPOAYKT IO paMKoBO crmopasymenue Ne PJ-11-
277/24.06.2020r., 3a HYXIHTE Ha YMBAJ "Asekcatnposcka” EAJL
YYACTHUKBT, KlacHpaH Ha oepeo  Msicro - ., Codapma Tpeiigaar” AJl 3a  OIl
Ne 2: [Ibrutinib, nepopamsa Tteepma, mg LOIXE27 - 0,780691 mB. 6es IJIC wu
0,936829 ¢ sxn JIJIC.
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