HPOTOKOJI Nel

oT

JIEeHHOCTTa HAa KOMHCHS, HasHadeHa cbe 3amoBenm Ne 63/26.04.2021 r. 3a mpoBekIaHe HAa BHTPEIICH
KOHKYpPEHTeH u300p chriiacHo PamkoBo ciopazymenue Ne PJ1-11-270/22.06.2020 r. 1 moKaHa ¢ H3XO/ISII]
Ne 379/15.04.2021 r. ¢ npeamer: ,,JlocTaBka Ha JeKapcTBEHH MPOAYKTH Mo PamkoBo cmopasymenue Ne
PJ1-11-270/22.06.2020 t. 3a Hy>xaute Ha ,,MBbAJI-Xpucto botes" A/, rp. Bpama“

Ha 26.04.2021 r. ot 15:00 yaca, KOMHCHS B CHCTaB:
IIpencenaren:
1. Mapuena HukoaeBa Yantanuiicka — MarucTsp GapMarieBT;
YneHose:
2. CeeriinH KpacumupoB CHMEOHOB — MPaBOCIIOCOOEH IOPUCT;
3. Tans [lemkoBcka — Muponos — upextop ®UJI

MPHUCTHIN KbM pas3riexaaHe Ha IOCTHIIHINTE OpepTH.

B OIIPEACIICHUA CPOK Ca IMOCTHITUIIN O(l)epTI/I OT CJICAHUTC YUaCTHULIU:

1. ,,AJITA ®APMACIOTUKBJIC* EOO/I
2. ,EKO®APM“ EOO/I

3. L,MEJEKC“ 00/

4. ,,CO®DAPMA TPEWMJIUHI“ AJ]

5. ,,TBPTOBCKA JIMT'A — TAII“ AJT

6. ,,®APMHET“ EAJI

7. , ®bOHUKC ®APMA“ EOO/J

Komucusra mpoaemkn cBosita paboTa, KaTO NPUCTBIIM KBbM pas3TiekJaHe Ha MPEICTaBEHHUTE
JOKYMEHTH B odepTaTa Ha YYaCTHUKA, YCTAHOBSBAIM ChOTBETCTBUETO C M3MCKBAHHUATA KbM JIUYHOTO
CBhCTOSTHUE W KPUTEPUUTE 3a TIOJI00P, MOCTABEHU OT Bh3noxurens.

[Ipu u3BBpIIEHAaTA IPOBEPKA O€ YCTAHOBEHO CIIEAHOTO:



Ilo oTHOmIEHME HAa NPEACTABEHUTE OT BCHUKHM YYACTHUIM NpHKaueHH (paiiioBe Ha MONBJIHEH

EEJZIOII, He ca KoHCTaTWpaHW JUICH/HEMBIHOTH Ha uHpopmauusra. llpencrasenute EEJ/IOIl-m ot

Y4YaCTHULUTE Ca MOMBJIHEHA B CbOTBETCTBUE C U3UCKBAHUATA HAa 3aKOHA U YCJIOBUATA HA BB3JIOKHUTCIIA.

Komucusra OPUKIIOYN pa60TaTa CH IO pasrjieKaaHe Ha NPEACTaBEHUTC JOKYMCHTHU B O(bepTI/ITe

Ha y4YaCTHHKA, YCTAHOBSBAIIU ChOTBETCTBHETO C M3UCKBAHUSTA KbM JTHMYHOTO ChCTOSHUE U KPUTECPUHUTE
3a mooop.

Komucusita B3e peaieHue aa J0MyCHE BCUYKH YYACTHHMIHU A0 pasrijekIaHe Ha TEXHUYCCKUTE UM

NpeAI0KCHUS. ITo oTHOMIEHHE Ha npeacraBeHaTa I/IH(l)OpMaIII/Iﬂ B TEXHUYECKOTO NMPEAJI0KCHHE HA
YYaCTHUIUTE, KOMUCHATA KOHCTATHUPA, €.

1.

yuacTHHKBT 5, AJITA @APMACKOTUKDBJIIC* EOOJ e nexnapupan u ce € ChIUIaCHI €
YCJIOBHSTA Ha BH3JIOKUTENS B TEXHUIECKOTO TPEIOKEHHE.

yuactHUKBT EKO®APM* EOO/J| e nexmapupan u ce € ChIVIACHI € YCIOBHSTA Ha
BB3JIOXKUTEIS B TCXHUYECKOTO TPEUIOKCHHE.

yuacTHUKBT ,, MEJIEKC* OO/ e nexiapupai u ce € ChIiIacKi € YCIOBUATA Ha BH3IIOKHUTEIS B
TEXHUYECKOTO MPEIOKCHHUE.

y4acTHUKBT ,,CODAPMA TPEUAUHI* AJl e nexnapupain u ce ¢ CbIIacKi € yCIOBHATA HA
BB3JIOXKUTEIS B TCXHUYECKOTO TPEUIOKCHHE.

yuactHUKBT . I BPTOBCKA JIMT'A — T'AI“ A/l e nexmapupan u ce € ChbIVIaCHI €

YCioBuUATa HA BB3JIOKUTCIIAA B TCXHUYICCKOTO NIPEIJIOKEHUE.

y4acTHUKBT ,APMHET* EAJ] e nexnapupain u ce e Chriiacuil € yCIOBUSTA Ha Bb3JI0KUTEIS
B TEXHUYECKOTO MPEITI0KEHHUE.

yuacTHUKBT ,,@BOHUKC ®APMA“ EOQQ/] ¢ nexiapupal u ce € ChbIIachil € YCIOBUSATA Ha
BB3JIOXKUTEIS B TCXHUYECKOTO TPEUI0KCHHE.

B pe3yjaTaTrT Ha M3BbPHICHATA NMPEHCHKA KOMHUCHATA JO0IMYCHA A0 CjeABalll €Tall HA OTBapsAHE Ha
HEHOBUTE NPEI0KCHUAA BCUIKH YYACTHULIH.

Hannunu ca CJACAHUTE HEHOBHU NMPECIAJT0KCHUA

1. ,AJITA PAPMACIOTUKDBJIC* EOOJ

IIpensiaranu HeHOBH MapaMeTpH

Hauwnu na Ennen Ennen

MIPIIIOKE Msp Crary a06e3 ac
HHE 3abenexka Ka c JUIC JIC




B03X  Erythropoietin(E mapenTep Bamun  0,0069  0,0083
A01 poetin beta) ajHa Iu €H 83 80
Methoxy
polyethylene
B03X  glycol-epoetin mapeHTep Bamug 2,6893  3,2272
A03 beta ayHa mcg eH 33 00
Powder and
solvent for
HO1C napeHTep  suspension for Bamun 27,347 32,817
B02 Octreotide anHa injection mg €H 810 372
2. ,EKO®APM“ EOOJ
IIpennaranu HeHOBH NapaMeTpu
Haunn Ha 3abenexx  Msp En.uena En.uena
ATC INN NPWIOXKEHUE  Ka Ka Craryc 6e3 JIJIC ¢ JIC
LO1AA Cyclophospha Banun 0,05272
01 mide MapeHTepaiHa mg eH 0,043933 0

3. ,MEJEKC“ 00]]

IIpeanaranu neHoBH NapamMeTpu

Hauun na Enuen En.uen

MIPUIIOKEHU WEi a 6e3 ac
ATC INN e 3abenexka Craryc JJIC JC
B0O3XA erythropoietin mapenTepan Bamun  0,00698  0,0083
01 (Epoetin alfa) Ha I eH 3 80
B0O3XA Darbepoetin  mapenTepan Bamun  2,38833 2,8660
02 alfa Ha mcg eH 3 00
LO1AA nepopaigHa Bamun 0,41383  0,4966
02 Chlorambucil  TBBpHA mg €H 3 00
LO1AA MapeHTepal Bamug 1,36970 11,6436
09 Bendamustine Ha mg eH 0 40
LO1BB  Mercaptopuri mepopaiHa Bamun  0,03148 0,0377
02 ne TBBpJA mg €H 3 80
LO1BB MapeHTepal Bamug  2,02466  2,4295
05 Fludarabine Ha mg eH 6 99

Solution for

LO1BC napenrepan injection 50 Bamun 0,01786 0,0214
01 Cytarabine Ha mg/ ml mg eH 6 39
LOIDB  Epirubicin napeHrepal mg Bamun  0,72216  0,8665



03 Ha eH 6 99

4. ,CO®APMA TPEMJIAHT* Al

IIpensaranu HeHOBH apaMeTpHu

Haunu na Ennen Ennen

MIPHIIOKE Msp Crary a06e3 ac
ATC INN HHE 3abenexka Ka c JIC JIC
B03X  Erythropoietin(E mapenTep Bamung  0,0067 0,0081
A01 poetin beta) anHa Iu €H 83 40
B03X IapeHTep Bamug  2,3905  2,8686
A02 Darbepoetin alfa anna mcg eH 18 22

Methoxy
polyethylene
B03X  glycol-epoetin napeHTep Bamun  2,5774  3,0928
A03 beta ajHa mcg eH 04 85
Powder and
solvent for

HO1C napeHTep  suspension for Bamun 27,478 32,974
B02 Octreotide ayHa injection mg eH 441 129
HO2A napeHrep Bamung  0,0725  0,0870
B02 Dexamethasone  anHa mg eH 49 59
LO1A nepopanH Bamun  0,4138  0,4966
A02 Chlorambucil a TBBpIa mg eH 33 00
LO1A IapeHrep Bamun  1,3107 11,5728
A09 Bendamustine ajHa mg eH 25 70
LO1BB nepopanH Bamun  0,0314  0,0377
02 Mercaptopurine  a TBbpJa mg €H 83 80
LO1BB IIapeHTep Bamun  2,0246  2,4295
05 Fludarabine ajHa mg eH 00 20
LO1CA HapeHTep Bamung  1,1350 1,3620
04 Vinorelbine ayHa mg eH 19 23
LO1DB IapeHrep Bamun  0,7198  0,8638
03 Epirubicin ajHa mg eH 37 04
LO1DB HapeHTep Bamung 27,762 33,314
11 Pixantrone ayHa mg eH 357 828

5. ,,TBPTOBCKA JIUT A — TAIT® AJ[

IIpeanaranu neHoBH NapamMeTpu

ATC INN Hauynn na  3abemexx Msap Craty Epnena Enuen



BO3XA
01
B0O3XA
03

OPUIOXKEH  Ka Ka C
ue

Erythropoietin(Epoeti  mapenTepa Bamun

n beta) JHa U €H

Methoxy polyethylene mapentepa Bamun

glycol-epoetin beta JTHa mcg eH

6. ,, DAPMHET* EAJI

ATC
HO1CB
02
LOIDB
11

IIpepnaranu neHOBH NapameTpu

oe3

JJIC

ac

JJIC

0,00698 0,0083

0

76

2,68933  3,2272

3

00

Hauun Ha Enuen Ep.uen

MIPUIIOKEH Msp Crary a6e3 ac
INN ue 3abenexka Ka c JIC JAC
Octreoti mapentepa Powder and solvent for Bammn 27,3000 32,7600
de THA suspension for injection mg  eH 00 00
Pixantr  mapeHTepa Bamug 28,3720 34,0464
one JIHa mg €H 11 13

7. , ®BbOHUKC ®PAPMA“ EOOJ

ATC
B03X
A01

B03X
A03

HO1C
B02
HO2A
B02
LO1A
A09
LO1CA
04
LO1CB

IIpensaranu neHOBH NapaMeTpH

Hauwnu na

IIPUIIOKE Msp Craty

INN HUE 3a0enexka Ka Cc
Erythropoietin(E mapenTep
poetin beta) ajHa Iu €H
Methoxy
polyethylene
glycol-epoetin mapeHTep Bamug
beta ayHa mcg eH
Powder and
solvent for
napeHTep  suspension for Bammn
Octreotide anHa injection mg eH
[apeHTep Banun
Dexamethasone  anHa mg eH
[apeHTep Bamnn
Bendamustine ajHa mg eH
[apeHTep Banun
Vinorelbine ayHa mg eH

Etoposide napeHrep mg  Bamun

En.nen
a 0e3

JJIC

82

2,5774
00

27,478
440
0,0725
14
1,3100
57
1,1348
64
0,1050

En.nen
ac

JJIC

Bamun 0,0067 0,0081

38

3,0928
80

32,974
128
0,0870
17
1,5720
68
1,3618
37
0,1260



01 ajHa €H 00 00

LO1DB HapeHTep Bamun 0,7196  0,8635
03 Epirubicin ajHa mg eH 40 68
LO1DB HapeHTep Bamun  2,6000 3,1200
07 Mitoxantrone ajHa mg eH 00 00
LO1DB HapeHTep Bamun 27,752 33,302
11 Pixantrone ajHa mg eH 324 789

Komucusara B3e pe€UICHUC KW H3IpaTH IIOKaHa 3a CJICKTPOHCH TbHPr A0 YYACTHHUIHUTC.
[Tokanata e aBTOMaTUYHO T€HEPUPAH JOKYMEHT B €JIEKTPOHHATA CHCTEMA M ChIbpiKa pe3ysTara
OT MbpBOHAuYajlHATa OIEHKa Ha Bcska odepra, peaa 3a CBBpP3BAHE KbM H3MOJI3BAHOTO
€JICKTPOHHO O0Opy/JBaHE, aTa W Yac 3a Hadajo Ha eJeKTpoHHus Tepr - 11.05.2021 r., 11:51
yaca, CThIKaTa 3a HaaxasaHe - 0,05 % (paBHa Ha ompeneneHara OT MHHHCTbpa Ha
3/IpaBeoNa3BaHETO), KAKTO M HAYWHA Ha MPUKIIOYBAHE HA €JICKTpOHHUS THpT Ha 14.05.2021 r.,

12:19 4.
3acemanueto Ha Komucusa npukiaoun B 15:30 vaca Ha 26.04.2021 r.

KOMUCUA:

Mpercerures AJTMMEHO OBCTOSITEJICTBO
1. Mapuena Huxonaera Yanranuiicka Pcrna"“e",r (EC) 2016/679 ((;DP[{)

2. Ceernun Kpacumupos CuMeoHOB 3AJ[ I/l ll E }[ O O B C'r ()H'I‘EJ l C'I‘BO
3. Tans IlemxoBcka — MupoHOB Pcrnaf“e"'r (EC) 20 1 6/679 ((; D P l{)

YnaeHnose:




