“KomrnsiekceH OHKOJIOTMUEeH UeHTBp-Byprac”EOON

[TPOTOKOJI N 1

Huec, 22.04.2016 rommHa, B 08:30 uwaca, B ~KOII-Byprac’” EOOL, Ha azIpec:
'p. Byprac, Oyin.”Credan CramBosor” N 73, XupypruueH Kopnyc' Ha MBAJI-Byprac
All, eT.7, KOMMCHUA B CBCTAB:

lipenceparen: HapuHa CroAHOBa — TJjlaBHa Mem.cecTpa Ha ,KOLO-Byprac” EQO[H;
HyeHoBe:

.. Deana IlerpoBa - npaBocrnocofeH wopuct, no un.ld, an.5 or 30, newcrsan
KBM JaTaTa Ha OTKpMBaHe Ha npouemypara — 07.04.2016; ‘

2. PymsaHa KommTora - cuerToBomures, ,KOI-Byprac“ EOOL;

3., IuaHa ABmxMeBa - HayvaJHMK oTmesl B P3U Byprac, no uwir.l4, an.5 or 30M;

. WVpuua Tomopora — MarucTbp-dapMalleBT, yHOpaBuTes OOJHMYHA anTeka Ha

“KOII-Byprac’” EOQOQI,

B WUB3NOBLJHEHUE Ha Balnorpen N 078/07.04.2016 1T. Ha VYnopasurens Ha “KOII-
Byprac” EOOHL, ce cobpa ma pasriela, OLEHM U KJIacupa, IOCTBIUIUTE obeprTu
Ba ydYacTMe Ha OCHOBaHMe IJylaBa ocMma “a” ot 30I, 3a U=300p Ha M3NOBJIHUTEN Ha
pBumecTBeHa NOPBYKaA uypeld nyOJaMuUHa I[OKaHa, c npemmeT:. ,JlocTaBka Ha
JjlekapcTBeH nponykT Trastuzumab emtansine - napeHTepanna ¢opma, c ATC
1L01XC1l4, Ba JjeuveHMe Ha OHKOJOTMUYHM SabonssBaHMaM.

[IlybnmuHaTa HokKaHa e nydjukysaHa B IIOI monm N 9052250 ua 08.04.2016 1.

[lpencenaTelsAT Ha KOMMCHUATA OPOBEPM ChCTABa Ha IIPUCHCTBANUTE M CJjiel KaTo
YVCTaHOBM, Ye NPUCHCTBAT BCUUKM UJIEHOBE Ha KOMUCKATA, OTKPU BacCeOaHMUeTo.

Ha =3acemaHueTO Ha KOMUCHATA HEe NOPUCLCTBAT MPEOCTABMTENIM Ha ydaCTHULUTE,
Ha cpelcTrRaTa 2a MAacCOBO OCBeIOOMSBAHE WMIN IPYyTH npaBoﬁmamM auua.
[lpencemarTendaT Ha XoMMCUATA HOKJamBa, dYe My ca MNpemamesHu OBe odepTM OT
NOTEHUMAJNHY YYacTHMULUM, KOUTO Ca C BXOOANl HOMEp, OaTa M dYaC Ha BHaCAHE B
pesoBoncTBOTO Ha “KOU-Byprac”EOOI.

Cinen msanosHaBaHe cbCc COMCbKka Ha ydaCcTHMUUTe, nojaiau odepTy, UJeHOBETe Ha
KOMMCHATA NOoOmucaxa Aexjapauum no uua.35, an.3 or 30IL.

KoMmcraTa OPUCTEBIBA KBEM:

1. OrpapsHe Ha obepTUTe M ONOBECTsSBaHe Ha LEHOBUTE NPeIJIOXKEHUS:

1.1. B muk, ¢ Bx.N 01/21.04.2016 r., gmenozupad B 10.05 uvaca ot ,®BOHHUKC
$APMA” EOOJX, EMK 102227154, cBC cenpajume M amgpec Ha yhopaBjeHue Ip.Codud,
vi.”OkosospecTer neT” N 199A, npencraBasBaHO OT yHpaBuTesnnre cu ToMmmcian
KvpanoBudu, Becejgun BermmuxkoB KyHes, Papoctun T'eoprues [JumurpoB u I0OnmaH
ATadHacoB Hegmenuer, uypes VYILIHOMOIGHUTE MNpencTaBUTenn: Kpacummp HUKOIAER
HuxonmaeB wm [HaHmesa llerpoBa HuKOJIOBA - 3aelHO, Ce ChObPXa ObepTarTa Ha
ydacTHMka. CrbllaTa e HomajgeHa B 3aledaTaH, HenpospadeH U ¢ HeHapyleHa
[1SJIOCT IJIMK . i

MpencenarensaT Ha KOMMCHATa ONOBECTU MHOKYMEHTUTe, ChObPXauM ce B odpeprarTa
M LIEHOBOTO HNpeIyloXeHMe Ha ydYaCcTHMKa, KOoeTo € B pas3Mep Ha 3565,60 ms.

'TpuMa OT WJEeHOBETE Ha KOMUCHATa [NOANMCcaxa LEHOBOTO U TEeXHUUYECKOTO
MpemooXeHMe Ha yuacTHMKA.

1.2. B ik, ¢ BXx.N 02/21.04.2016 1., penozupad B 10.10 waca ot ,AJNTA
PAPMACOTHKEBIIC” EOOJ], EMK 175256438, cBC cepanauie ¥ alpec Ha ylpaBJIeHue:
rp.Codua, 1618, palton BuToma, BusHec uUeHTEp ABakyc, Oyia. "Bearapua" N



118, emT.
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nonnucaxa

TEXHUYESCKOTO

‘2. IpoBepka Ha HpeHCTaBeHMTe OOKYMEHTM 3a CBOTBETCTBME C MBUCKBAHMATA Ha
BbLBIOXUTENS !

2.1. Vuacruukwsr ,$bOHUMKC &SAPMA” EOOO e npedcTaBMJI BCUYKM UIUCKYESMU
IDOKYMEHTM . KoMMCHMATa KOHCTATHMPa I[IBJIHO CEOTEETCTBUE Ha OpencTaBeHuTe OT
YHaCTHUKA IOOKYMEHTHM C M3UCKBAHMATA Ha Brb3joxuTess.
Kommcusara pasIiexna IpenJjOXeHNEeTO Ha yUyacTHHUKA 3a M3NBJIHEHUE Ha
IoprYKaTa.
YYACTHUKBT IIpensara Oa M3BEPNBA IOCTABKM Ha:
MexayHapoat+o NPOrHo3HO CpOK
Ne Te%f%%ﬁ@eu H::;::i:;’:‘%e J'Iel:;g;:wsaeHa Msipka (BKzJ;g:izLZia TbproBcko HauMeHoBaHue pl;l:?p:sla:%)gp:zezcr 2&1 :Tac[”
/INN/ Mmspka) i Py
1 2 3 4 5 6 7 8 §
1 | Lo1xc14 | Trastuzumab | napextepanna | fi- 100 15 KADCYLA Roche Registration |
emtansine ¢opma Mr £1.100mg/5ml Limited UK
7ﬂOCTaBKMTe e M3BEPUBAT B CPOKOBE, KAKTO CJenBa:
— IIPY INEPUONMUYHM OOCTaBkM ~ 0O 10 paGoTHM OHM OT nonaBaHe Ha BagBRKaTa;
— PV BB3HUKHaJA HeoOXOOMMOCT M3BBH CPOKa Ha nepmoanHMTe OocTaBkyM - no 5

‘paf)OTHI/I IOHM OT IIOIOaBaHe Ha 3a4dBKaTa.

Mpennara

mM3npamada Ha ¢akxkc N
JAaraTa Ha MBIpallaHeTO M MBI'BJIHEHMETO I B ONMCAHMTE [IO-I'0Ope CPOKOBE.
MpenjgoxeHnMeTO Ha yUYaCTHMKE € BaJuOHO 60 KaJIeHOapHM OHM OT KpaWHUSA CPOK 3a
monaBaHe Ha odeprTa,
KoMmucmsaTa monycka NpeljioxeHMeTo Ha YYaCTHMKa IO OLEeHABaHe M KJacuUpaHe.
Q 2. VY4dacTHUKBT ,AJlITA SAPMACOTUKEIC” EOOD ¢ mnpencTaBMJ BCHUYKU MBUCKYEMU

T.C.

BCsAKka MNMCMeHa SasgBKa 13a
056 857 839,

no 21.06.2016 r.

OOCTaBka Ha Bb3JIOKUTENA
C KOETO Ce TapaHTMpa OoJydYaBaHeTo M Ha

oa My ©Onge

,IIOKYMGHTM Komvmcugara KOHCTaTupa IMNIBJIHO CBOTBETCTBME Ha npencTaBeHUTE OT
yT—_IaC’I‘HI/[Ka JOKYMEHTHM C UMBUCKBAHMATA Ha BBERJIOXKUTEJIS.
iKOMV[CMHTa pazsraexnga INpeIJOXeHeTO Ha YYaCTHUKA 3a M3IBJIHEHUE Ha
jnoprquaTa .
anCTHMK’b'I‘ npemjara na VI3BBPIIBA OOCTABKM Ha:
MexzyHapoaHo NPOrHO3HO CpokK
I Ne Teg(%E%E'T:VE/eH H:ﬁ;:;i:z:&e neggg'lnze“a Msipka (BKﬁgggignT-;ia TLPIroOBCKO HauMeHoBaHue pg%%%(zsgz;z; ga :Ta(;
/INN/ MspKa) npPy
L 2 3 4 5 6 7 8 5 |
, LOIXC14 1Taﬁuzumab napeHtepanHa | fl - 100 15 KADCYLA Roche Registration 3
emtansine dopma Mr £1.100mg/5ml Limited UK
LHOC'I‘aBKMTe e M3BBPIIBAT B CPOKOBE, KakKTO cCJjieIBa:
~ HOpU OeprMOAMYHM HOCTaBKM —~ IO 10 pa®oTHM OHM OT omaBaHe Ha 3aABKaTa;
=~ PN BB3HUKHAJAa HE&O@XOJI{MMOCT U3BBH CpOkKa Ha IIePUOOVUHNTE OOCTaBKU — oo b5

pa6OTHI/I OHM OT [NOHaBaHEe Ha 3asBKaTa.

lMpennara

BCAKa NMCMEeHa 3asdBKa 3a J[JocTaBKa Ha BoBIOKUTeID
msnpamana Ha dakc N 02 953 26 22,

oa My ©Oboe

jjaTaTa Ha MBIPAUWAHETO UM UBIILIHSCHMETO M B ONMCAaHUTE IO~ I'Ope CpPpoOKOoBe.

llpennoxeHneTo Ha ydyacTHMKa e BaaunHo 40 KaJIeHTapHY IOHU OT KpalHmMs CpPOK 3a
normaraHe Ha obdepra,

Komucusara OOolyCKa MNPelJIOKEHUMEeTO Ha ydYacTHUKA OO OLeHABaHe U KIIacupaHe.
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. OOcbxOaHe Ha LEHOBUTE MNPEeIJIOXEHMS :
Y4acTHUKDT ,$BOHUKC $APMA"” EOOX npennara

oo 30.05.2016 r.

C KOeTO cCe PapaHTMpa IIOJIyYaBaHEeTO ¥ Ha



) ] MexayHapomHo npOTHO3HO
Ne | 1 e/;::;grmoqw HenaTeHTHoO JNekapcTeeHa Msipka Konw({sm B0 THproscko pgf:;iﬁi;?:o“:a CpokHar- | lLeHa 3a
xon JATC/ HdMM/T:l(I)\SaHme dopma e HaumeHoBaHWe ynoTpeta ct-oTMPY | mg, c IAC
MSAPKa))
1 2 3 4 5 6 7 8 9 10 |
f] -
Trastuzumab | napeHTepasnHa KADCYLA Roche Registration
. \ - ‘ 3 {
1| Lo1XC14 emtansine ¢opma 1';)'9 15 f1.100mg/5ml Limited UK 3565, 60
| |
IpeniaradaTa LieHa CBOTBETCTBa Ha UBUCKBaAHMUATA Ha Be3yoxmuTens M He
I
HaIBullaBa LeHaTa 0O IIO3UTMBEH JIEKAPCTBEH QIUCBK - [IpUJokeHMe 2, akKTyalieH
KBM JaTaTa Ha oTBapsaHe Ha odeprara — 22.04.2016 r.
3.2. YyacTHUKBT ,AJTA ®APMACOTUKEIIC” EQOOO npennara :
NPOrHoIHo
. ~ MexayHapoaHo :
- Te:\:;gsr“z ” AR T mmm—n Mo Konmtz:cmo THproBeko pg«?:gﬁﬁ:ﬁ::?a CpokHar- | lena sa
xon JATC/ HBVIM/?:I?\E&HME dopMa OOt HaWMeHoBaH e ynotpeta cT-oTMPY | mg, c BAC
MspKa)
1 2 3 4 5 6 7 8 S 10
fl- o
Trastuzumab | napeHTepanHa KADCYLA Roche Registration
- ‘ s 3 65,67
1]|LOIXC14 |~ tansine thopma 12? B £1.100mg/5ml Limited UK 3565,
|
HpennaraHaTa LeHa CBOTBETCTRBA Ha USHMCKBAHMUATA Ha BousioxnuTeNa nu He

HagBumaBa UeHaTa 0o [I0BMTUBEH JIEKAPCTBEH CIOUCHBK -— Ipunoxenne 2, axTyaneH
KBEM JaTaTa Ha OTBapAHe Ha obepraTa — 22.04.2016 1.

Crnaszpaiky u30paHMsA KPUTEPMI Ba OleHKa Ha odepTuTe

|
— ,Hal-HMUCKA [penyoXeHa
ueHna”,

KOMUCHUATA Klacupa odepTMTe Ha  yYaACTHMUUMTE, OTroBapAWKM  Ha
M3WCKBaHMATA Ha BB3JIOXMTENs, KaAKTO CJenBa:
|
pPeOHMKC ¢apma’” EOOH - Ha IEpPBO MSICTO,
AnTa dapMacoTHMrEIcY EOOL - Ha BTOPO MSICTO.
|
C UBBBPWEHOTO KJAacuMpaHe KOMUCUMATA MNPMKIKNYBA CBOsSTa padora U Openasa
NpOoTOKOJIa ¥ ofepraTa Ha VYhopaBuTens  Ha eueCHOTO  3aBeleHMe - 33

YVTBBPXOABaAHE . / |

lpencenmaren

/0.CrosauoBa/
Unenose:
/IO .lNerposa/
/P.Komurora/
/IO.Apoxuena/

/W.Tomopona/




