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NPOTOKO.U

Ne 1/ 10 ronum 2019 ron.

3 IPOBCCHN NPETOBOPH ¢ MOKAHCHITE YHACTHHIN B NPOUCIYPA 32
BLigarane Ha odmecTBeHa NOPLYKA, THII "norosapsive ez
npeasapuTeano obasaenne’ ¢ npeamer: Mepuoauana gocrapka na
JACKAPCTBEHR TPOAYKTH 34 HyxauTe Ha "Muoronpoduiana Goamma
3a aRTHBHO Jedenne-lobpny" AJ]

HAuec, 10.06.2019 roa. B . Muoronpogunna GonHuLa 38 AKTHEHO JeveHHe -
HoGpuy™ ALl rp. lloBpuy, va. Tlanafior Xutos” 24, ce nposenoxa NPeroBOpH ¢ NOKAHEHHTE
YHACTHHUM B Npoueiypa 3a pbijnarade Ha oOLIeCTBEHA NOPBYKA, THI "norosapane Ges
npensaputentio obasaenue” ¢ npeamer: [lepuoanuna noctaska Ha JNEKApCTBEHH MPOAYKTH 34
HysuTe Ha "Muoronpoduiana Goanina 3a aKTHEHO nevenue-Jlobpuy" AJl.

[lpouenypara e orkputa ¢ Pemenne Ne 20 ot 22.05.2019 roi. Ha Manuanurenuns
AHPEKTOP Ha ApYKECTBOTO, BliMcana B Perucrspa na ofuectsennre nopwe4xH noja Ne 912910,
npenucka 00083-2019-0006.

Iperosopute ce mposesoxa oT KoMHCHS, Ha3HAYEHA Che 3anosen Ne 145 /
10.06.2019 rox. wa Wamenuurennus anpektop va MBAJI-Tlo6puy™ AJl rp. JoGpuu, B
ChCTAR:

HNPEACEIATEN: 1. [I-p bucep Sluxos bores - JAMECTHHK-AUPEKTOD
MEAHUHHCKH JeiiHOCTH;

YIEHOBE:

2. Enena Atanacosa Benuxopa — EKCHepT 0DLIeCTBEHH 1OPBYUKH;

3. Ans. I'eopru Croiives Mutkos - HOPHCT Ha rpacianckH jorosop B . MBEAJI-
Hobpuy™ AJl.

1. Ilpeau na npuersnsT wkuM NPOBEHIAHETO HA NPEroBOPHTE, YWIEHOBETE Ha
ROMHCHATA, yHacTBallM B 3ace/laHHETO, Ha ocHOBanue wi. 51, an. 8 ot [1 IT30T1, noanucaxa u
MPEACTABHXa HA BBRINOKHTENA Jeknapamun no 4i. 103, an. 2 ot 30101 u 3a npHiaraHe Ha
H3HCKBaHHATa 0 Wi, 51, an. 9w an. 13 ot [TIT30[1.

2. 3a npopex/aHe Ha IPErOBOPH Ce HBH yaacTHHEST "POLI BBJTAPHS"
EOO.

3. llopanu apsBaneto caMo Ha eauH YHACTHHK, KOMHCHATA HE TersH skpeduil 3a
ONpefie/ane Ha NOPe/IHOCTTA Ha MPEroBopHTe.

4. Komucnsara sanouna nperosopure ¢ yuactauka "POLI BBJTAPHSI" EQOOJT
B 09.10 yaca.

5. [Iperosopure ce nposemoxa ¢ Pomeo Bragusvupos Munkonr - yonniaomouen
MPeICTABHTEN Ha YUACTHUKA.
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6. YHacTHHKBT 3a58H YHacTHeTo ¢ no obocobena nosuums: No 2 Jlexapcraenn
MPOAYKTH 32 OHKOMOTHYHH 3a00/aBaHus, HOMeHKnaTypn No Ne: 3, 4, 47 48, 50, 53 u 54.

7. B navanoro na IPEFOBOPHTE € YYaCTHMKA KOMHCHATA H3BLPILBA NPOBEpKa Ha
CLOTBETCTBHETO HA JIMMHOTO MY CBHCTOSHHE M Ha CLOTBETCTBHETO MY C KpHTepHHTE 1a
noadop, kato pasrnesa Npeacrasenns EEJIOIT.

8. Ha ocnopauue un, 23, an. 4 or 3akona 3a ThHPrOBCKHS PETHCTRD, KOMHCHSTA
H3BBpUIH cayxebHa nposepka 3a obcroaTencreara, Bnucann 2a YHACTHHKA B ThProBCKus
PETHCTLP H YCTAHOBH BITHCBAHETO HA CleIHHTE obcrostencrea: "POIL BbJITAPUS" EOO/,
EMK 131279951, cve cemanmme s p. Codua 11618 u agpec ua YNpaBiIeHHe K.K.
~Manactupexu fmBau-3anan”, yi. "Bano none" 16, npeicrasigaeatio ot Esrennit Hukogaen
Huxonos, Mpus Patuam w Antomuso Anape e Coyca Jle Backoucenoe, or seekn msama oy
0D TpHMaTa yrpasuTenn.

9. Komucusra H3BBPIIH NpoBepKa Ha CLOTBETCTBHETO Ha YyacTHHIHTe c
H3IHCKBAHETO 34 rogHoCT {npasommcoﬁHouT} 3a yIpaixhasaHe Ha npodecnonamna JeHHocT,
HMOCOUEHO B nMokaHata 3a yuactme: Jla ca TBPrOBUH HA €4pO ¢ JeKapeTeeny NPOAYKTH WK
NPOUIBOINTENH HA JIEKADPCTBEHH MPORYKTH, HIH BHOCHTENM Ha NIEKAPCTBEHH NPOAYKTH,
PerHeTpupann B PB wnm curioacho JAKOHOMATENCTBOTO HA ThpikaraTa 4WIEHKa, B KOATO ca
YCTAHOBEHH.

[lposepxara ce H3BBPIUIH BB3 OCHOBA mHa ACKIAPHPAHHTE OT yyacTHMKa
obcroatencrsa B EEJIONT, npencrageno Paspeuenue 3a THProBHA HA eApo ¢ nekapeTBeHu
npoaykTh Ne IV-P-T-EU-S-089-2 / 25.06.2015 rogn.. Paspeenue 3a NPOH3BOACTBO/BHOC Ha
Aekapcreenn npogykte N BG/MIA-0078 o Chel cnymebHa mposepka B Peructspa na
TEPrOBUHTE HA €1pO, MOMYYHIIH PA3PEIICHHE 32 THProBHS Ha e/po ¢ NCKAPCTBEHA TIPOAYKTH
Ha cafita na MAJL

Ha ochosanme wn 67, an, 8., . 2 or 300 xomucusta HIBBPIIH chyskeGHa
NPOBEPKa B perHcTLPa Ha W3ganeHHTe PA3pEICHHA 33 THProBHS Ha €IpO C NeKapcTEeHH
HINCMHA  HA calita ®a Manwiuuwrenuara dreHlns  mo  nexapcrsara (http://
hup:fmw.hda.bgfbgfperucq*pnfperuc*rpn-na—ﬂ.pmﬂuu-H—npﬂmnnﬂn'i‘enﬁ}, [IpH KoeTo Geine
YCTAHOBEHO Hanuyue Ha Paspeinenue aa THPTOBHA Ha €/Ipo ¢ NeKapcTReHH npoayxT No [V-
P-T-EU-S-089-2, usnaneno na 25.06.2015 rogn.

10. Komucusra H3BBLPLIH MNpOBEPKa Ha CLOTBETCTBHETO Ha YYacTHHKA c
H3HCKBAHKATA 3a TEXHHYECKH i npohecHoHanumu BBIMOKHOCTH, TOCOYEHH B MokaHaTta 1g
yuactue: [la npunara u NONAbPKA CHCTeMa 3a ynpasienue pa Kavecteoto EN ISO 900]
w/an EN 1SO 13485/13488 w/unn CKBHBANCHTHA, ¢ 00XBaT B 061acTTa Ha MPOH3BOIACTROTO
W ThProBusTa ¢ Jlekapersenn MPOIYKTH.

IIposepkara ce H3BBPIIH BB OCHOBA Ha ACKIApHPaHHUTE OT yvacTHMKa
obcrostencrtsa 8 EEJIOI u npeactasen Ceprudmxar 3a cuerema 3a ynpasnexue Ha
kagectsoTo EN 1SO 9001:2015.

I'. Komucusra npuema, ue YHACTHHKET CHOTBETCTBA HA M3HCKBAHHMATA Ha 3011 u
Ha BB3NokuTeNns. He ca Hanuue npennocraskute 1a SATBDKHTENHO OTCTPAHABAHE 110 s, 54,
an 1 or 3071,

12. Tlperosopute ce MPOBELOXA MO KIAYINTE HA NpoeKTa 3a JOroBoOp, Kato
YHACTHHKBT HAaNPaBH CENHOTO MpeLNoKeH e 3a IOCTaBKa:
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" Hom. Mexayua Jlekapers Msap | Koan Twproscko Mpoussonnren/ | Koanue Uena na
-x! poaHo CHa Ka MeCT HansMenoramnn OpHTERATET Ha CTHO B OMAKOBEK
HEnaTenT | dopma B e PaspellenneTo | onakon a bes
HO 30 ynorpeda KA anc
HalMEHD
BaHNE
fINN/
3 Bevacizu | concentrat 25 mg Avastin Roche Pharma | 424.43
mab e for mg/m concentrate for | AG - epmanna/
solution | [ ml solution for Roche
for infusion 25 Registration
infusion mg/ml-4 m| GmbH -
(100 mg/4 ml) l'epmanua
x 1 vial =]
4 Bevacizu | concentrat 25 mg Avastin Roche Pharma 1 1697.78
mab e for mg/m concentrate for | AG - Mepmarnng/
solution I-16 solution for Roche
for ml infusion 25 Registration
infusion mg'ml-16 m| GmbH -
{400 mg/16 lepmaiiua
ml) x 1 vial
47 Trastuzum | solution 600 mg Herceptin Roche Pharma 1 268543 |
ab for mg/s solution for | AG - I EpMain/
injection ml injection 600 Roche
mg/Smlx | Registration
vial GmbH -
Iepmanus
48 Vemurafe film- 240 mg Zelboraf film- Roche Pharma 36 229157
nib coated coated tablets | AG - Iepmanng/
tablets 240 mg x 56 Roche
Registration
GmbH -
lepmannn
50 Pertuzuma | concentrar | 420 mg Perjeta Roche Pharma | 4613.3]
b e for concentrate for | AG - Fepmanms/
solution solution for Roche
for infusion 420 Registration
infusion mg % 1 vial GmbH -
lepmanus
33 Trastuzum | Powder a0 mg Kadeyla 160 Roche Pharma ! 4726.89
ab for mg/8 mg/8 ml AG —Tepmanns/
Emtansine | concentrat ml Powder for Roche
e for concenirate for Registration
solution solution for GmbH -
for infusion x | Fepmanna
infusion vial
54 Trastuzum | Powder 1on mg Kadeyla 100 Roche Pharma I 29450.56
ab for mg/5 mg/s ml AG — 'epmanun/
Emtansine | concentrat ml Powder for Rache
e for concentrate for Registration
solution solution for GmbH -
for infusion x | Fepmarnus
L infusion vial

13, Komucusra
YHACTHHUHTE ¢ H3HCKBaHETO

Ipeanoxen s,

HPOBEPH  CBOTBETCTEHETO Ha OeHoBHTEe NpELIOMeHHATa Ha

110 OTHOIIEHHE Ha NpeUIaraiuTe Lery
B KOHTO NpeanaranaTa lieHa ua nexapcT
H3l ICKAPCTBEH CIHCEHK M 3amjamans ¢ g

OT NoKaHara 3a yuacrtue,
BEHHTE NPOAYKTH, KOHTO
yonuuny Cpencrsa, e no-
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BHCOKd OT perynupanara uena no Ilpuiomkenne Ne 2 or TJIC, nocouena B Konoma M
(¢TOMHOCT HA ONAKOBKA, H3UNCIeHa Ha Gala pedepentHa croiiHocT 3a qeduHupanaTa THesHa
n03a) He 0AXA YCTAHOBEHH.

14, YuacTHuk®sT npasu cnenHuTe MPCAIOKEHIA 110 OCTAHAIMTE Kiay3u Ha
NPOeKTa 3a Jorosop:

Cpox 3a nocranka; Jlo 24 (1BaseceT u HeTHpH) Yaca 0T MOMeHTa Ha JAsBABAHETO
OT CTpaHa Ha BhINOKHTENA.

Cpok 3a mnawane: Jlo 60 aum or aatata Ha H3llaBaHeTo Ha thaxTypa ot
H3ITBIAHUTEN.

Cpok 3a rofHoCT Ha JOCTARAHNHTE JIeKapcTBeHH npoaykTh: He no-manko ot 60 %
0T 0DLIATA OHOCT B MOMEHTA Ha JIOCTABKA,

15. Komucuara ouenn [IPEIOIKEHHATA Ha YMACTHHKA 110 KPHTEPHA 33 Bhanarape
"nafi-uucka nena".

16. Komucnara knacupa sa nspso Macto yuactumka "POLL BBJIFAPHS" EOO]
no obocobexa nosumus: Ne 2: Jlekapereenn npoayktH 3a onkonorHuny sabonasanus,
HOMeHKmaTypH Ne Ne: 3, 4, 47, 48, 50, 53 u 54.

Komucusra npuxmoun Aorosapauero ¢ yyactuuka "POLI BIITAPUS" EOOJ]
Ha 10.06.2019 ron. B 10.00 u,

(J1-p bucep Skor Bores)

YJIEHOBE:
21-1-1--.;-....[- -
(Enena Am:lmﬂ@

(anB. l'eopru Croiiu



