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BCHYKH NOTEHDHMAJIHY YIACTHUIINA

OTHOCHO: Pasachenns no otkpura [pOLeAYpa 3a BRA/IATAHE HA OOIIECTBEHA TOPHUKA ©
npeamet: ,,CrouBale Ha PaMKOBY CIOPA3YMEHWS OT LenTpanuus opra 3a NOKYIKH B
cextop "3npaseonaspane" (LTOTIC3), upes LIeKTpomHara cuCTeMa 33 3aKyryBaHC Ha

JICKAPCTRCHU IIPONYKTH 32 HYMIUTE Ha igue0HNTS 3aBeaeuus B Peny6inka berrapus®

Bobaopoc 1:

B cnyuald, e yaacTHuX B npoueaypaTa ¢ IpecTaBATEN Ha TIPETEXKATENIS! HA PA3PELICHUETO 32
yrotpe(a Ha IIpeajaraHuTe IPOAYKTH 110 CMUCHIA HA Wl 26, an. 2 or 3JIIXM, reobxommo
AU € YUACTHHKST NAa NpPeACTaBs H3puuHa Jexiapaims ot 1IPY, KakTo e omucano B
NOKYMEHTALMATA 32 IPOBEXAGHE Ha npoueypara (¢rp.58, 1.3 u c1p.67, 1.2,3)?

O1resop Ha Benpoc §:

,Z[_ﬁ, YHaCTHHUKBRT CJICABA Ja IIPACTABU OCKNApaiins, Y€ € 3aN03HaT ¢ WU3HCKBAHWATA KBHM
JICKAPCTBCHUTE IIPOAYKTH, KAKTO ¥ ¢ [IOCOYEHUTE B npooenypara KOJHYECTBA 3a TO3H
JCKapCTBEH NPOOYKT, KaKTO ¥ Ja HACEJIapypa, 4e € ChITIaceH JEKapCTBEHUAT I'IPOI[}’KT Ia Ow1e

O(epupaH OT yIacTHHKA B IPONEAypPaTa.

Brupoc 2:

Ha etp. 62 oT moxymertauuaTa 3a npoBeKane Ha npoienypara, B 1. 1,3, ¢ ykasaHo, ue B
uact II, 6yksa A Ha EEJIOTT, yuacTHEKHT Ci1e/Ba na Hocogx ofocobenara NOG3H K/ TIO3MLIMY,
38 KOMTO ydacrsa. MouuM Ja noscHuTe, HEOGXONMMO JIH ¢ MOCOUBAHE ¥ Ha OTIENHUTE

HOMEHKIIATYPH OT 000COOEHATE O3MUMS/TIOSKINH, 38 KOUTO YYACTHUKDLT JKETae Na y4acTBa,



B CIly4al, 4e He I10/1aBa 3a4BIEeHUE 38 YUaCTHE 33 BCHIKH HOMCHRIIATYPH B JalieHa o6ocobena
no3uiuA? AKo € HeoGXOIMMO IOCouBaHe Ha HOMEHKIaTYPHHTE eAMHULM, KaKk Tpabpa na
Obaat ykasanu e — ¢ ATC xox, INN, wmu mo IpyT HauuH?

Otrosop B2 BRHpoe 2

B wacrll, 6ykea A wua EENIOII, yvyacTuKRT creisa 12 mocoun obocobenara
TO3HUMA/TIO3KIMHE, 38 KOUTO yuaactsa. Mudopmanus 3a HOMEHKIaTypruTe 0T oGocobena
TIO3MIKA, 38 KOMTO Ce IofaBa 0(epraTa ce ChIbPKa BEB dopmara "3asBrenne 32 yuactue" B

EnexrposHaTa cucreMa.

Brupoc 3:
B OOCiprenue wa mopsuxara Ne 00080-2016-0028, T.11.1.6 ,,Pasnenane ma obocobenn

MO3HUMK™ € U3PHUYHO MAPKUPAHO Ksagparae ,JIA“ T.e. ye mpouenypara ce pazjnend Ha
oﬁoso@éHn nosunuM, a B T.1L.2.4, obocoGenure nosummu ca omucand. Ha ctp. 3,
T. IV.6 ,Pasnensuse na o6ocoSenn no3uuun”, oT PenieHue 3a oTkpyRane Ha nponenyparta Ne
PII-11-401 01 29.11.2016 1. ¢ H3PpUYHO MapKupaHo KBajpatye , . HE“ T.e. ye TpoLiexypara He
CC pasnesia Ha 000CO0eHM NOSHILMY, IOKATO TEKCTHT B TOMKaTa, yKazBa 0OparHoTO KaTo
HPEAOCTaBs OIMNCAHME Ha MO3ULMUTE. MOUMM Ja YTOUHMTe, JaTH e IolrycHara rpemka B
Penienve 3a otxpuBane ua nponenypara Ne P/1-11-401 01 29.11.2016 1.

O1rosop Ba Bhupoc 3:

B Pemenuero 3a orxpupase Ha IpOLEIypaTa ¢ Aoy CHATA SBHA (DAKTHYECKA IPEelIKa, KATO Ha
BBIIPOCA OOINECTBEHAT IIOPHYKA ChObpiKa JIM 000cobeHH No3uMuuM, B PeIeHUETO 32

OTKpHBaHe € Mapkupano "HE", Bmecto "JJA",

Bunpoc 4:

IIporuozsata croitHocT B nyGIMKyBaHaTa JOKYMEHTALNS 38 yJacTHe B npoueaypara (ctp. 26)
Ha 06ocobeHa nosumus Nog, HOMEHKAaTypHa exuruna LO1XC13, INN Pertuzumab, nauuy ua
IPUIOXKEHMEe "HapeHTepaina”, e rocodena xaro 14 072 906,81 as. Crotinocrra Ha Chlara
HOMEHKJIaTypHa eHENNa 0T 060cobena nosunus Ne§, B cnenmbuxammsra B CIIEKTPORHATA
mnar$popma 3a 3aKyIyBaHe Ha eKapcTReny npogyxTh ¢ 13 912 090,88 1. B pewenue 3a
000psiBAHE HA OOSBICHUE 33 M3MCHCHHE MM RonsnHUTENHA HHbOpManus ¢ Ne PJI-11-
431/16.12.2016 r., xaxto u Pemmenue No P/11-11-430/16.12.2016 1., Takaga IIPOMAHA HE ¢
3anoxeHa. MomuM fa yTOYHHTE KaKBa ¢ BalyuIHaTa IIPOTHO3HA CTOMHOCT Ha HOMCHKIATYpHA

envnuua LO1XCI3, INN Pertuzumab, ot 06ocobena mo3uIEsg Neg.



OrroBop Ha Bxapoc 4:

BeruKu porso3su CTOMHOCTY B NpoLeaypara ca OpHCHTHPOBBUHY. B Enexrponnara cucrema
IPOrHO3HATA CTOHHOCT Ce U3YMCILIBa Ha 6a3a 3a9BEHHTE OT NeyeluuTe 38BECHM, KOIHYECTRE
3a KOHKPETCH JICKapCTBEH NpoAyKT  "Pedepenrtna crolinocT Ha | 6p. Mapxa, ceriaacyo [TJIC",
CBEO0pasHO IOCOYEHOTO Ha CTp. 67 OT AOKYMEHTAIMATA 38 ydacTHe. JJaHHNTe ChaBpxKammy ce
B EIIeKTpOHHATA CHCTEMA Ce M3BIHYAT ABTOMATHYHO OT IlosurreHus nexapeTsen cruchpk -
[Mpunoxenue Ne 2, ¢ omé,r;;, H& KOCTO axTyallHaTa CTOHHOCT 32 KOHKDETHHA NEKapCTBEH

IIPOOYKT € Ta3H, KOATO Ce CBRIABPIKE B CHCTEMATA,

Bumpoc S:

B OO6sBneHne Ha nopwuxara No 00080-2016-0028, . TV.2.2 »CPOK 33 mony4aBane Ha
odepTuTe WK Ha 3ajBIEHUS 32 yuacTue” ¢ 0T6e/s3an cpok 1o 17,30 u, ma 11.01.2017 r. B
C/ICKIPOHHATA CHCTEMA 34 3aKyIyBaHE HA NeKaPCTBEHH IPONYKTH, € oTOessana KpaliHa nata
Ha teprona za kanmmnarcrsare - 30.01.2017 r., 17.30 u. MosuM na YTOUHHTE, KOs € Kpaiinara
AiaTa 32 110/1aBate Ha 0QepTy WK HA 3ATBNCHUA 38 YUACTHE OT KA ATHTE,

O1rosop Ha BBHpoE 5:

Kpaiinara nara sa mopasane Ha opeprute e 30.01.2017 r.,, 17:30 4aca, Taxa kaxTo e nocoueHo
B Pemenne Ne PJI-11-431 or 16.12.2016 1. 3a 0no6psBase Ha O0SBICHUE 32 H3MEHEHHUE MK

AOIBIHUTEIHA UHPOPMAIH,

BrHpoc 6:

JlOCTBIIBT U mOAABaHETO Ha IPEIIOKCHUS B EJIeKTpoHHATA CHCTEMa 3a 3aKyIyBaHe Ha
JICKAPCTBCHM LPOAYKTU € OPraHM3UPAHO B O ABA NOTPeGHTENs 33 BCEKH y4actHuk. Ot
YKa3aHHA 3a PErHCTpanys Ha TBPLOBIM HA CApO B CHCTeMaTa pa3bupame, de nogaBaHe Ha
HPCAVIOMEHUE CC M3BBPIIBA NPE3 AOCTEIE HAa KOHKPETEH NOTpeGHTeN (MOKe 12 O®xat 1o ABa,
HO a.n'repﬂa'mmu, 4 HC [IOTBHPKUABAILY [IPEIOKEHUETO eJHOBPEMEHHO), KOHTO J@ moxane
A TNOUBIHA M3MCKYEMMTE JNAHHH B pasfeld ,,3adBicHUE 3a yyactue®, , TexHmuecko
npeoxenne”, ,Ilpemtarany ueHoru napameTpu”. OT VxasaHnara IO CTaBa SCHO, 1o
KaHIUAATCTBAHETO B IPOLEAYpaTa Ce M3BBPIIBA UpE3 NpHKAuBaHe HAa NPEABAPUTENHO
HIONUCAHK OT HPENCTaBiABALIUTE APYKECIBOTO JOKYMEHTH (#anp. EEJIOTI), no u upes
TIONBJIBAHE Ha IIPEITIOXKCHRAS TUPEKTHO B CHCTEMATA H MOTRBPIKJABAHETO UM OT IPUTEKATENSA

Ha TOTPEBHUTENCKHS POPUI OT UMETO Ha APYHKECTBOTO (Halp. TEXHHYECKO NPENIOKCHHUC,



uenosa ofepra). Pom Buirapus EQO/ e APYIKECTBO, KOETO 10 PETHCTPAMs Ce IPEACTABIABA
- OT IBaMa OT ynpaBaTenure My 3aeano. C ornen crna3BaHe HayvHA Ha IPECTABUTEICTRO,
Guxme HCKaJIH aa HH nagere YKa3aHus 1o KaKbB HayuH
Hpé}lﬂ()}!{eﬂHHTa/EIOK}’I\WHTHTC/IIEH(}BHTC napaMeTpu/Ipyro, KOUTO Ce Ch3AaBaT JHPEKTHO B
CICKTPOHHATA CHCTEeMA (@ HE TE3H, KOHTO C¢ IIO/IIUCBAT IPEIBAPUTECIIHO U IIPUKAYAT), MOTAT
Ja ObJAaT TeXHHYECKH IOMIMCAHU OT J8e TpeacTap/sBay Juua. B cnyvait, ue Takasa
TCXHUUECKA BH3MOXHOCT HE CBHLIECTBYBA, MOJIAM /(@ Pa3aCHUTE, IaTH JOPYIKECTBOTO Iie OBJ1e
OTCTPaHCHO OT MpOUCAypaTa, B Clydali HYe NPEANOKCHHITA Ca TONANCHH OT eaHOo
NpCACTaB/IABAILO JIMLE, NPH MOJOXKCHHE Ye He ¢ npc;:[ocfaaeﬁa AITCPHATHBA 32 CHA3BAHE
HaYy{Ha Ha NPCACTABHIEICTEO., |

OtroBop mHa Bbupoc 6:

B cuyqail, e odeprara ce monasa oT NuMUE, KOETO HE € 3AKOHHHST IPENCTABUTE]l Ha
yHacTHAKE, TO TPsiOBa Na Gb/ie HAIUIeKHO YITRIHOMOLIEHO, CHOBPA3HO NPEICTABHTENCTROTO
Ha CROTBETHOTO IOpPHIMYECKO Jimue. JIOKYMEHTHT 3a yIRIHOMOWABAHS ce npuiara B
Enextponsara cucremMa kaTo npuxayen haiin KeM TEXHHYECKOTO NpENIOKeHHE, a
YITbJHOMOIICHOTO JIMIE HOJMHCEA SNSKTPONHO opMuUTe, HAMUpAIlH c¢ B EnextpoHsaTa

CHCTeMa,

J-P IETBP MOCKOE
MHHHUCTEP HA 3APABLOY



