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JOKAAL

o 4a. 103, aa. 3 or 3akoHa 3a 00IECTBEHUTE ITOPHYKH

oT paboTara Ha KOMHCHSTA, Has3HadeHa cbc 3anoBexn Ne PII-10-
462/22.06.2018 ron. va UsmbaHuteaHus gupekrop Ha YMBAA ,Ilpod. a-p
Crogan KupkoBua” AJl 3a pasraexaHe, OIleHABaHE M KAacHUpaHe Ha
nogaacHuTe oepru B orkpurara c Pemenme P/1-10-339/03.05.2018r. Ha
Usnmbanuteanus pupekrop Ha YMBAA IIpod. n-p Cr. KupkoBuua Al”
OTKpUTa IIPOLEAypa 3a Bb3AsaraHe Ha oOIecCTBEHA IIOpPBYKa C MIPEOMET:
JlocTaBKa Ha AEKApCTBEHU IIPOAYKTHU 34 A€YEHHE HA XEeMaTOAOTHYHU
3a00AsIBaHUA U Ha MAIUEHTH C TEPMUHaAHa OBOpeYHa HEOOCTATBYHOCT Ha
xemonuaasnia B YMBAA IIpod. d-p Crostu KupkoBuy”.

Hacroanmst JOKAA Ce€ U3rOTBY Ha OCHOBAHHE UA. 103, aa. 3 ot 3011,

BBB Bp. ¢ 4A. 60 ot IITI30I1. HazHaueHaTa KOMUCHS C IIUTUpPAHaTa 3aIll0OBE] €
B CBCTaB:!

IIpeacenarea:
1. AnB. Taraua KekeBcka

YaeHose:

2. Mar. dpapmaneBT Muaka I'eHkoBa — YrupaBuTea Arnreka

3. [I-p Beauna YepkesoBa - HawaaHUK oOTHOEeA€HHE TIO. KAI/IHI/I‘-IHa
XEeMAaTOAOTHS U MEIUIIMHCKA OHKOAOTHUS

4. Hou. O-p. Uanga [dumurpos IlonnoB — BPU/] HayaanHWK KAWHHKA
1o HepoAorHusd C AEHHOCT XeMOHaAu3a — ieHHoCcT HedpoAoaust
5. Ta.men. cecrpa Taua PageBcka

PGSQPBHK YACHOBEC!:

1. Ans. Xpucro [lanatioros
2. Bang Bormanosa — PrrkoBoguTea OOIIIECTBEHU TOPBHYKH,



I. Komucugara nmpoBene CBOETO II'bPBO 3aceqaHue Ha 22.06.2018r.

1. IIpemcemateaar Ha komucuara obgBu 3amoBexm Ne PI-10-
339/03.05.2018 roxn. Ha Manbanuteanud aupekrop Ha YMBAA ,IIpod. a-p
Croan KupkoBuu A/l, rpan Crapa 3aropa 3a Ha3zHadaBaHe HAa KOMHCHATA U
cbCTaBa M, U JOKAQABA, e C IIPHUEeMO-IIpeaaBaTeA€H MPoToKoA oT 22.06.2018
I'., U3rOTBEH Ha OCHOBaHUE 4YA. 48, aa. 6 ot 30Il e moaydua OoT mEAOBOOAUTEASD
B JIEAOBOJICTBOTO Ha BB3A0XKUTEAS CIIUCHK C IIOCT'BIIMAUTE OPEPTH, BEAHO CHC
aBa O0pos opepTH ChC CAEOHUTE BXOASIIN HOMeEpa:

1.1 ,MEOEKC 00O%, rp. Codus , kB.I'opybagre, ya.“CaMOKOBCKO 11oce“ 2A,

TwvproBcku HeHTHP Bomaa, er.5 - Bx. Ne I1/1-03-143/20.06.2018r., 09:30

Jaca.

1.2.,,POIII B'BATAPHUSA“ EOOH, rp. Codusa , 2K.K. ,MaHaCTUPCKH AUBaIH -
Banan”, ya. ,baso moae“16 - Bx. No I1/1-03-144/21.06.2018r., 09:50 ygaca.

2. Ilpeacenareadar Ha KOMHUCHATA KOHCTATHpa, Y€ Ha 3acefaHUETO Ha
KOMHCHUSITA He IIPUCHCTBAT IIPEACTAaBUTEAN Ha YYaCTHHIIMTE B IIpoleaypara
HAW TE€XHHU YI'BAHOMOIIIEHHU ITPEICTAaBUTEAU, UAU IIPEACTAaBUTEAN Ha CpeACcTBa
3a MacoBa MH(popMaIld.

3. Caen moaydaBaHe Ha CHHUCBHKA Ha IIOCTBIIMAUTE OPEPTHU, YAEHOBETE
Ha KOMHCHATA IIOoAIINCaxa AeKaapaluu, cbraacHo 4a. 103, aa. 2 ot 30II u 4ga.
51, aa. 8 ot IITI3OII.

4. CriuchbKBT Ha IIPEACTaBEHUTE Ha KOMHCHATA OQepTH II0 pena Ha
TSIXHOTO IIOCTBHIIBAHE €:

- wMEOEKC 004, rp. Codus , kB.['opybasHe, ya.“CaMOKOBCKO 1110C€”
2A, TeproBcku 1eHTHp Bonaa, er.5 - Bx. Ne [1/1-03-143/20.06.2018r., 09:30
Jaca.

- oPOIII BBATAPHSA“ EOOL, rp. Codua , 2K.K. ,MaHacTUpCKU
auBanu - 3anan’, ya. ,bBsaao moae“16 - Bx. No I1/1-03-144/21.06.2018r., 09:50
Jaca.

5. UaeHOBeTEe Ha KOMHCHUSITA YCTAHOBUXA, Y€ BCHYKH OIIAKOBKH, KOUTO
ca IIOCTBIIMAU B OEAOBOACTBOTO Ha BB3A0XKHTEAsI, C IIOCOYEHUTE II0-TOPE
BXOSIIM HOMeEpa, ca 3aredaTaHd U C HeHapyllleHa IIFGAOCT, OTTOBapAT Ha
M3UCKBAHUATA CBIAACHO HOPMATHBHHUTE pasnopendy M HM3UCKBaAHUATA Ha
Bb3r0okuTEAS 32 BUAA HA OPEePTUTE M HAYMHA Ha IIPEACTABIHETO UM.

II. Komucuara OpUCTBIIM KbM OTBapsHe Ha opepTHUTE Ha YYaCTHHUIIUTE
10 peaa Ha TIXHOTO ITOCT'hIIBAHE:

1. OTBOpH ce onakoBkaTa Ha ,MEIEKC” OO, TpuMa OT YA€HOBETE
Ha KOMHCHUATa IIoAIIHcaxa 3aredaTaHUTe HeNpo3padyHU IIAUKOBE 3a
IpegAaraHy ILIEHOBH IIapaMeTpUd U BCdKa CTpPaHHUIlA Ha OCTaHaAAUTE



JOKYMEHTH, CBhIBPKAIIN Ce B OIIAKOBKAaTa. YCTAHOBHU C€ HAAWYHETO Ha IHUCK
c maanuc EE/IOIT ,Menekc“ OO/I.

1.1.YaeHoBeTe Ha KOMHCHATA yCTAHOBHXA HaAAWYHETO Ha
OOKYMeHTHU U 12 /nBaHanecer/ 3aredaTaHU HEIIPO3padyHU IAUKOBE C HAIIHC!

o _llpensaranu 1ieHOBU mapamMeTpu” 3a obocobeHa mo3uius No 1,
HOMEHKAATypHa enuHuiia No 2

o Ilpenaaranu meHoBH IapaMeTpu“ 3a obocobeHa mosmrms No 1,
HOMEHKAaTypHa equHuna No 6

o _llpensaranu 1ieHOBU mapaMeTpu” 3a obocobeHa mo3uius No 1,
HOMEHKAaTypHa enuHuiia No 7

o Ilpenasaranu 1meHoBH IapaMeTpu“ 3a obocobeHa mosmrus No 1,
HOMeHKAaTypHa equHumna Ne 10

o _Ilpenaaranu 1ieHoOBU mapamMeTpu” 3a obocobeHa mo3uius No 1,
HOMEHKAATypHa equHuna No 12

o Ilpenasaranu 1eHOBH IlapaMeTpu“ 3a obocobeHa mosurus No 2,
HOMEHKAATypHa enquHuiia No 14

o _Ilpenaaranu 1ieHOBU mapamMeTpu” 3a obocobeHa mosuius No 2,
HOMeHKAaTypHa equHuiia No 15

o  Ilpenasaranu 1meHoBH IapaMeTpu“ 3a obocobeHa mosurus No 2,
HOMeHKAaTypHa equHumna Noe 16

o Ilpenaaranu 1ieHOBU mapaMeTpu”“ 3a obocobeHa moaurug No 2,
HOMEHKAATypHa equHuna No 18

e llpenasaraHu 11€eHOBH IapaMmerpu”“ 3a obocobeHa mosuius No 2,
HOMEHKAaTypHa equHuna Ne 19

o  Ilpemasaranu 1eHOBH IlapaMeTpu“ 3a obocobeHa mosurus No 2,
HOMEHKAATypHa eaquHuma No 20

o Ilpenasaranu meHoBU IapameTpu” 3a obocobeHa mo3uriud No 2,
HOMEHKAaTypHa equHumna No 24
2. OrBopu ce onakoBkara Ha ,POIII BBATAPHA“ EOOH, Tpuma OT
YACHOBETE Ha KOMHCHSATA IIOANHNCaxa 3aledaTaHHUTE HEIIPO3padHHU IIAMKOBE
3a IpegaaraHd II€EHOBU IIapaMeTPU H BCSIKa CTPaHUIA Ha OCTaHAAUTE
OOKYMEHTH, ChOBbPKAIIM CE€ B OIIaKOBKaTa. YCTAaHOBHU CE€ HAAUYHETO Ha JUCK
c vHagnuc ,EE/OIl ¢ mHdopMmalug 3a AMYHOTO CHCTOSIHHE Ha ydYacTHHKA
yPoi Bearapusa“ EOO/, EMK:131279951, mo obpa3zell OT AOKyMeHTalludTa
BB popma XML u PDF noamnmcan ¢ KBaAUUIIMPAH €A€KTPOHEH IIOAIIUC OT
AUIIaTa, IIPEACTaBASIBAIIIY yYacTHUKA.

2.1.YaeHOBETE Ha KOMHUCHSATA YCTAHOBHXA HaAAWYHETO Ha
JOKYMEHTH U 6/11ectT/ 3amedyaTaHU HENIPO3PadyHU IIAUKOBE C HAIIHC:



o _IIpensaranu 11eHoBU mapamMeTpu” 3a obocobeHa mo3unusa No 1 —
AeKapcTBEeHU TIPOAYKTHU 3a A€YEeHHE Ha XeMaTOAOTHUYHH 3a00AdBaHUM,
HoMeHKAaTypHa enmHuila Ne 3, INN Rituximab

o _Ilpenaaranu 11eHoBU mapaMeTpu” 3a obocobeHa mo3urusa No 1 —
AekapcTBeHHM TPOAYKTH 3a A€YeHHEe Ha XEeMaTOAOTHYHU 3ab0oAsBaHUS,
HoMeHKAaTypHa enuHuiia Ne 4, INN Rituximab

o Ilpemaaranu meHoBH IapaMeTpu” 3a obocobeHa mo3uidg No 1 —
AeKapcTBEeHU TIPOAYKTHU 3a A€YEeHHE Ha XeMaTOAOTUYHH 3a00AdBaHUM,
HoMeHKAaTypHa eanHuIla Ne 8, INN Interferon alfa-2a

o _Ilpenaaranu 1eHoBU mapaMeTpu” 3a obocobeHa ro3urusa No 2 —
AekapcTBeHU MPOAYKTU 3a A€UYEHHE Ha ITallMeHTU C TepMHHaAsHa OBLOpedHa
HEIOCTAThYHOCT Ha XEMOAHaAW3a, HOMEHKaaTypHa emuHuiia Ne 21, INN
Methoxy polyethylene glycol-epoetin beta

o _llpenaaranu 1ieHOBH ITapaMeTpu” 3a obocobeHa 1mo3uIud No2 —
AeKapcTBeHU IPOAYKTHU 3a ACUYEHHE Ha ITAllMeHTH C TepMUHaAHa OBOpedHa
HENOCTAThbYHOCT Ha XEMOAMHaAN3a, HOMEHKaaTypHa emuHunia Ne 22, INN
Methoxy polyethylene glycol-epoetin beta

o _Ilpenaaranu 11eHOBU mapaMeTpu” 3a obocobeHa mmo3unuda Ne 2 —
AeKapcTBeHU IPOAYKTHU 3a ACUYEHHE Ha ITAllMeHTH C TepMUHaAHaA OBOpedHa
HENOCTAThYHOCT Ha XEeMOoAMHaAn3a, HOMEHKaaTypHa emuHuinia Ne 23, INN
Methoxy polyethylene glycol-epoetin beta

C Te3u nOeHCTBUS NPUKAIOYM IIyOAMYHaTa YacT OT paborara Ha
KOMHCHSTA.

III. Komucuara npoabaxku cBodra pabora Ha 28.06.2018r. ot 11:00 yaca,
KaTo pazraema nocodeHutTe oT ydactHuiute B eEEJ/IOIl ganHM OTHOCHO
IIOCTaBEHHUTE OT BB3AOKUTEASd H3UCKBAHUSA KBM AWUYHOTO UM CBLCTOSSHHE U
KPUTEPUH 3a Toabop.

1. Komwmcugara ycraHOBH, dYe y4acTHUKBT ,MEIOEKC” OO e
npencrtaBua EEJIOII Ha eAeKTPOHEH HOCUTEA, HNOANHCAH C €A. IIOAIINC OT
yIIpaBUTEAUTE Ha ApyxecTBoTo Emmna AaekcannpoB /[laneB u Beausap
AnTOHOB [paroeB. Komucugara u3pepiau crupaBka B TP npu AB u ycTaHOBH,
Je B APYKECTBOTO UMa YeTHPUMa CHAPYKHUIIH.

Cewraacuo 4a. 40, aa. 1 ot III130I1, aumara mmo 4a. 54, aa. 2 1 9A. 55, aa.
3 ot 30II ca:

1. AuniaTa, KOUTO IpeACTaBASIBAT YYaCTHUKA UAU KaHOIUAATA;

2. ammara, KOWUTO Ca YAE€HOBE Ha YIPaBUTEAHH U HAA30PHU
OpraHMW Ha y4aCTHUKA UAU KaHIUIATa;

3. ApyTH AHLA CBC CTATYT, KOUTO UM IIO3BOASIBA a4 BAUSSAT IIPIKO
BBPXy HAeHHOCTTa Ha IPEAIIPUATHETO II0 HA4YMH, €KBUBAaA€HTEH Ha TO3H,
BaAHUZIEH 3a IIPEACTaBAIBAIIUTE T'O AWIA, YACHOBETE Ha YIIPABUTEAHHUTE HAU
HaA30pPHUTE OpPraHu.

Ha ocHoBanwme 4a. 44, aa. 1 ot IIII30Il yyacTHuksT ,MEIEKC”
OO/l caenBa B S/metr/ AHEBEH CPOK OT IIOAy4YaBaHE Ha HACTOLIIUS ITPOTOKOA




oa TIpeAcTaBU Ha BB3A0KHTEAS CIIMCBK Ha BCHYKH 33BbAYKEHH AUIA TI0
CMUCBHAA Ha 4YA. 54, aa. 2 ot 30II.

2. Komucusta ycTaHOBH, de y4acTHUKET ,,POIII B'BATAPHSA“ EOO/ e
npencrtaBua EE/IOIl Ha eAeKTpOHEH HOCUTEA, HNOANHNCAH C €A. IIOAIIUC OT
yIIpaBUTeAUTe Ha [ApyxkecTBoTOo Metonusa YamukoBa, EBrenuit Hukoaaen
HukoaoB u EBa Bapbapa I'penga. eEEOIl e moamucaH C €A. IOAIIUC U OT
Feprana MwuaanoBa 3apeBa u StamplT Global Qualified CA. Komucugara
u3BBpHIN crupaBka B TP mmpu AB u ycTaHOBU, Yye €QHOAMYEH COOCTBEHUK Ha
kanutasna Ha ,POIII BBATAPUA“ EOO/ e 4yKaecTpaHHOTO IOPUANYECKO
autne ,,POII ®MHAHIL“ A1, llIBetinapus.

Cewraacuo 4a. 40, aa. 1 ot III130I1, aumara mmo 49a. 54, aa. 2 1 9A. 55, aa.
3 ot 30II ca:

1. AuniaTa, KOUTO IpeacCTaBASIBAT YYaCTHUKA HAU KaHAUATA;

2. AullaTa, KOUTO Ca YAEHOBE Ha YHOPaABUTEAHU U HAIA30PHHU
OpraHM Ha y4acCTHUKAa UAU KaHAUIaTa;

3. ApyTH AuLIa CBhC CTATYT, KOUTO UM II03BOASIBA a4 BAUSAT IIPIKO
BBPXy AeHHOCTTa Ha IPEAIIPUATHETO II0 HA4YMH, €KBUBaA€HTEH Ha TO3H,
BaAUZIEH 3a IIPEeACTaBAIBAIIUTE T'O AWUIA, YACHOBETE Ha YIIPaBUTEAHHUTE HAU
HaA30pHUTE OpraHu.

Ha ocuooBanune uya. 44, aa. 1 ot IIII30Il yuacrauksT ,POIII
BBATAPUAY EOO/l caeaBa B S/mer/ AHEBEH CPOK OT IIoOAydaBaHE Ha
HACTOSIIIHS ITPOTOKOA [a MNPeacTaBU Ha BB3A0XKHUTEAd CIHCHK Ha BCUYKH
3a’bAXKEHHU AHUIIA 10 CMHUCHAA HaA YA. 54, aa. 2 ot 30I1.

Komucusra nmpukaodu cBosita pabora Ha 02.07.2018r.

[Iperrc oT HaCTOLALIHMSA IIPOTOKOA Ce MyOAHMKyBa B Hpoduaa Ha
KyIlyBada, B JOCHETO Ha OOIIleCTBEeHa IOpbhbYKa U B [AEeHS Ha IIyOAMKyBaHe aa
Ce U3MIpaTyu Ha BCUYKU yYaCTHHUIIU B IIpolleayparta.
IV. Komucugara npombaXXu cBodTa pabora Ha 16.07.2018r. B
CBbCTaB:
[Tpencemaren: 1. AnB. Tarana KekeBcka

YaeHose: 2. Mar. dpapmaiieBT Muaka 'eHkoBa - YupaBurea Anreka
3. [O- p Beamna YepkeszoBa - HavaaHuK oTaeseHHe 10
KanHnYHa XeMaTOAOTUd U MEAUIIMHCKA OHKOAOTUL
4. Hou. [A-p. Hama HumutpoB IlomoB - BPHU/l Hayaanuk
KAWHUKA 10 HE(DPOAOTHS C AEHHOCT XeMoAuaAn3a - JeHHOCT He(PPOAOaUS
5. T'a. men. cecrpa Tana PaneBcka

PeszepBHu uaeHoOBe: 1. Ans. Xpucro Ilanaiioros
2. Baunga BormanoBa - PwnkoBoauTea OOIIleCTBEHH
HOPBYKHU



1. Tlpencemateaa Ha KoMucudaTa [O0KaaasBa, 4de mo 13.07.2018r. B
OEAOBOJICTBOTO Ha Ae4YeOHOTO 3aBelleHHE ca IIOCTBIIMAM [OBa IIAMKa C
nokymeHTH oT yuactHuiute ,ME/ITEKC" OO/ u ,POILI BBATAPUA" EOO/I.

2. Komucugra NpUCTBIIN KBbM OTBapsaHE Ha IIOCTBIIMAHUTE OOKYMEHTH IIO
pena UM Ha IIOCT'hIIBAHE.

2.1. Pazraemaxa ce mpokymMeHTuTe Ha y4dactHuka ,ME/IEKC" OO/,
IIOCTBIIMAM B [EAOBOACTBOTO Ha AedyeOHOTO 3aBeneHue ¢ BX. No IT/1-03- 1
160/10.07.2018r., cpoppKallyd OeKAapallds CbC 3aIbAKEHUTE AWIA IIO0
CMUCBHAA HaA 4YA. 54 , aa. 2 ot 30I1.

B nekaapanugra KaTo 3aIbAKEHU AWIlA 10 CMHCHhAA Ha 4A. 54 , aa. 2
or 30Il ca mnocoyenu Emua AaekcanapoB J[laneB u Beanzap AHTOHOB
[paroeB. Y4aCTHUKBT CO4YH, 4Ye ChAPYyxXKHUIIUTEe Kpacumup Bacuaes KpbscreB
U AHTOH BodgHOB AHTOHOB ca AMIla, KOUTO HE BAULGAT BBPXY AEUHOCTTA Ha
OpennpusTHeTOo II0 Ha4YWH, €eKBUBaA€HTEH Ha TO3H, BaAWJeH 3a
HPEACTBAASIBAIIUTE T'O AWUIlA, YAEHOBE Ha YIIPaABUTEAHUTE HAW HAO30PHUTE
OpraHu.

Komucugara mnpuema, d4ye y4yacTHUKBT ,MEJIEKC" OO/ otroBaps Ha
M3HUCKBaHUSTA Ha BB3AOKUTEAS 3a AWYHO CBCTOSHHE UM [OOIIycKa [0
IIOCAEIBAII0 yYacCTHE B IIpolieaypaTa TO3U YYacCTHHK.

2.2. Pasraemaxa ce mpokymeHTHUTe Ha ydactHuka ,POII BBATAPHA"
BOO/I, mocThIIUAM B IEAOBOICTBOTO Ha AedebHOTO 3aBereHue c¢ BX. No IT/I-
03- 162/ 12.07.2018r., cpabpzKalld CIHUCHK CBC 33TBbAKEHUTE AUIA II0
CMHUCBAA HaA 49A. 54 , aa. 2 ot 30I1.

Y49acTHUKBT AEKAApUPA, Y€ AUIlaTa, KOUTO 'O IPEeACTaBASIBaT ca:

- Metogua YanukoBckH, YunpaButea U npeacrasagsairn ,POILI B bAT'APUA"
EOQ/I, 3aenH0 ¢ BCEKH OT OCTaHAAUTE ABaMa yIIPaBUTEAH;

- EBrenmii HukoaaeB HukoaoB, YmopasButrea u mnpeacraBagBani ,POIII
BBATAPUA" EOQ/I 3aenHO C BCEKHU OT OCTaHAAUTE ABaMa yIIPaBUTEAU;

- EBa Bapbapa I'penna, YupaBurea u npencraBaaBarnt ,POII B bATAPHA"
EOQ/I 3aegHO C BCEKU OT OCTAHAAUTE ABaMa YIIPABUTEAH;

Y4aCTHHUKBT AEKAAAUPA, Y€ APYTH AHUIA CHC CTATyT, KOUTO UM I103BOASIBA
Oa BAUGGT IIPSIKO BBPXy MOEHUHOCTTA Ha MNPEANIPHUSTHETO II0 Ha4WH,
€KBHUBAA€HTEH Ha TO3H, BaAWJEH 3a IIPEACTAaBASIBAIIUTE I'O AHUIA, YACHOBETE
Ha yIIpaBUTEAHUTE HAU HAA30pPHU OPTaHU ca:

yPour dunann AL, HWupentudgukamus CH-2703004896-3, mppkana:
[IIBefiriapus - eTHOAMYEH COOCTBEHHK Ha KaIllUTaAa.

YyacTHUKBT AeKAapupa, de aunara - ,Pomn dunann Al', UnenTudukaima

CH-2703004896-3, nmwppxkaBa: IllIBeidnmapusga - eOHOAWYEH COOCTBEHUK HAa

KaluTaAa HE BAUSGAT IIPSIKO BBPXY AEHHOCTTA HA MNPEAIIPUATHETO II0 HAYHUH



€KBHUBAA€HTEH Ha TO3HM, BaAU[IEH 3a IIPEACTaBASIBAIIUTE I'O AUIlA, YAEHOBETE
Ha yIIPaBUTEAHUTE HAU HAA30PHU OpPTaHHU.

Komucuara npuema, de y4acTHUKBT ,POILI B'BATAPUA" EOO/L orroBapsa
Ha H3HUCKBaAHUSTA Ha BB3AOXKHUTEAS 33 AWYHO CBCTOSHHE M [OOIIyCKa [0
IIOCAEBAII0 yYacTHE B IIpolieaypaTa TO3U YIYaCTHHK.

V. Ha 23.07.2018r. komucusaTa IIPOABAKU CBosTa pabora 110
pasraeXIaHe Ha TEXHUYECKHUTE IIPENAOXKEHH Ha y4JacTHUIIUTE IO pena Ha
IOCThIIBaHE HA O(PEPTUTE UM.

[lopanu mnoa3BaHe Ha ImAaTeH roauilieH otnyck oT [ou. [A-p Haua
OuvurpoB IlomoB, chumar Oe 3aMEHEH OT pe3epBHUSA YA€H aaB. XPHUCTO
[TanaiioToB.

[Topagu moa3BaHe Ha IMAATeH TOAUIIEH OTIIycK oT Tausa PanmeBcka, chiiara
Oe 3ameHeHa oT Baug Bormanosa.

Komucudgara ycTaHOBU CA€THOTO:

YyacTHHKBT ,MEAEKC" OO € momas NpPEeaAOKEHHUS 3a U3II'bAHEHUE
Ha roppyKaTta 3a: ObocobeHa mo3urus No 1:

1. HOoMeHkaatypa No 2 - daymapabun AKTaBHUC, IIpax 3a HHXK./HUHO.

PazrBop 50 Mr x 1;

2. HoMeHkAatTypa Ne 6 - ArekcaH p-p 3a uHKeKIHHu SOmr/mMa 20Ma.;

3. HomeHKkAaTypa No 7 - BopTera MHKEKIIMOHHEH pa3TBoOp, 3.5 Mr' X 1;

4. nHomeHnkaatypa Ne 10- Okcukog0H AKTaBHUC, Kalcyaa, TBHpAa,10Mr x 50

5. HoMeHKAaTypa No 12 - Heyaacra, MHKEKIIMOHEH pa3TBoOp, 10Mr/ma -
0.6 MA x 1, mpeaBapUTEAHO HAI'bAHEHA CIIPUHIIOBKA

Obocobena mmo3urmg No 2:

1. HomeHnkaatypa Ne 14 - BHHOKPHUT, HHXKEKIIMOHEH pa3TBop, 2000 IU/ 1
ml X 1, mpeaBapuUTEAHO HAITbAHEHA CIIPUHIIOBKA (CTHKAO);

2. HomeHKAaTypa Ne 15 - BUHOKpPHUT, HHKEKIIMOHEH pa3TBop, 3000 IU/0,3
MA X | , IpeiBapuTeAHO HaAI'bAHEHA CITPHUHIIOBKA (CTHKAO);

3. HoMeHKAaTypa Ne 16 - BuHOKpUT, HHXKEKIIMOHEH pa3TBop, 4000 IU/0,4
MA X| , IpegBapUTEAHO HAI'bAHEHA CIIPUHIIOBKA "\CTBHKAO);

4. HomeHkAaTypa Ne 18 - ApaHecr, MHKEKIIMOHEH pa3TBop, 60MKr/0,3 mMa
x 1, mpegBapuTeAHO HaI'bAHEHA CIIPHHIIOBKA C IIPEANIa3UTEeA Ha UTAaTa;

5. HomeHKaatrypa Ne 19 - Apanecn, HWHXKEKIIMOHEH pPa3TBOp, B
IpeaBapHUTEAHO HaITbAHEHA CIIPUHIIOBKA C Ipenrnasutea Ha wuraata, 40
MKT/0,4 Ma X 1

6. HoMmeHkaaTypa No 20 - Apanecn, UWHXEKIMIOHEH pas3TBOp, B
IIpeaBapHUTEAHO HaIlbAHEHA CIIPHUHIIOBKa C Ipeanasutres Ha wuraarta, 80
MKT/0,4 Ma X 1

7. HoMeHKaaTypa No 2 4 - Ocreo [ , kKancyaa, meka 0,25 mkr x 30



Yyactaukst ,MEJIEKC" OO/, B mnanka ,3adBacHHE 3a ydacTue',
npeacraBd: CHHUCBK Ha [OOKYMEHTHTE, ChABPXKAIM Cce B odeprara,
Pasperienune 3a TbproBus Ha eapo C AeKapcTBeHHU nNpoaykKTu Ne IV - P - T - EU
-S-110 - 1; AunieHs3usa 3a OEMHOCTH C HAPKOTHUYHU BEIIECTBA 3a MEIUIIMHCKH
eAn oT npuasoxkeHue No 2 u 3 kpM 4a. 3, T. 2 u 3 Ha Hapenba 3a pema 3a
KAacU(UKAIMS Ha pacTeHUsSTa M BellecTBaTa KaTo HapKOoTHUdHU No T -
80/19.01.2018r.; Herkaapamusa 1no d4a. 64, aa. 1, T. 2 or 3akoHa 3a
OOIIIECTBEHN MOPBYKH; CIIMCHK C U3BBPIIEHUTE NeHHOCTH, IIpeAcTaBASBAIIU
[JOCTaBKa Ha AEKapCTBEHU IPOAYKTH 3a A€YEHHE Ha XEMaTOAOTHUYHU
3a00AIBaHUSA WAM [OCTaBKa Ha AEKApPCTBEHU IIPOAYKTH 3a A€YeHHe Ha
NalnMeHTH C TepMUHaAHa OBOpeyHa HEeNOCTATBhUYHOCT Ha XEMOANAAU3a;
YpocToBepeHHe 3a U3BBLPIIeHA [0CTaBKa W O00pO CHTPYAHHUYECTBO OT
CBAAOS3 - Codua obaact EOO/; YamocToBepeHHE 3a U3BBPIIEHA JOCTAaBKa U
no6po cerpyaumndectBo or CBAAO3 - rp. XackoBo EOO/I; YoocTroBepeHue 3a
U3BBPILIEHN JOCTAaBKU I10 JOTOBOP U KOPEKTHO CHTpyAHHUYecTBO OoT ,,CBAAO"
EALl - rp. Coduda; YmocroBepeHHE 3a H3BBPIIEHH AOCTAaBKH II0 OOTOBOP U
KOpeKTHO crTpyaHudectBo or MBAA J[p. Crtr. Yepkesor"All, rp. Beaunko
TBpHOBO; YzmocToBepeHUE 3a U3BBPIIEHH AOCTaBKH II0 JOTOBOP U KOPEKTHO
cerpyaHudectBo ot YMBAA [ J-p TI'.Crparmcku" EAJ, rp. Ilaesesn;
YaoocToBepeHHE 3a HU3BBPLIEHU [OCTaBKHU II0 [OTOBOP M KOPEKTHO
cerpyauudectBo ot MBAA ,d-p T. BeukoBa" A/- rp. T'abposo;
YaoocToBepeHHE 3a HU3BBPLIEHU [OCTAaBKHU II0 [OTOBOP M KOPEKTHO
cerpyauudectso ot ,,YMBAA Pyce" Al; Ceprtucdurar 3a omoOpeHHe, de
Cucremara Ha ynpaBaeHHe Ha ,Menmekc" OO/ e B cworBeTcTBHE CBHC [SO
9001:2015.

B npenaoxkeHumeTo CH 3a H3II'bAHEHHE Ha IOpbhYKaTa 3a
HoMeHKAaTypa No2, Ne6, No7, NelO m Nel2 ot obocobeHa mosmrmss Ne 1
YYaCTHUKBT € IIPEACTABHA!

- Ilpruaoxkenne Ne 2 u IlpuaoxkeHue Ne 2a KbM AOKyMEHTALUATA
/u Ha CD/, TIOIrbAHEHHU T10 00Pa3UTE HA BB3AOKHUTEAS.

- [eraapanus 3a Cbraacue C Kaay3uTe Ha poroBopa /O6paserg
No6/;

- [eraapanud 3a CpoKa Ha BaaHAHOCTTA Ha odepture /OOpaselr
No7/;

- [eraapanusa 3a OTCBCTBHE Ha OOcTosTeACTBaTa IO 4A.3, T.8 U
4.4 ot SUPOPIOITAPKAIC/Obpaserr NoS/;

- Jlekaapanud 3a Clia3BaHE 3abAXKECHHUATA, CBbP3aHU C JaHBLU U
OCHUTYPOBKH, OIla3BaHE Ha OKOAHAaTa Ccpena, 3akKpuaa Ha 3aeTocTra U
ycaoBUATA HA TPYA 10 4A.39, aa.l, 6ykBa ,a“ ot [TII30I1 /O6pa3zerr NoSA/;

- OropuzanimonHo nucmo ot ,AKTABUC® EA/l, ymbAHOMOILIEHO
IOPUONYECKO AHMIIE OT IIpUTeRaTeAnTe Ha PaspemeHwme 3a ymnorpeba Actavis



Group PTC ehf.,, Ucaanoua u TeBa PapmacTioTuKbaC Bbarapus EOO/]
Brarapud, 3a ydyacTue B oOIllecTBeHa IIOphYKa M IIpoaaxkba Ha Bortezomib
Actavis powder for solution for injection 3.5 m x 1, Oxycodone Actavis hard
capsule 10 mg x 50, OSTEO D3 Oral Soft Gelatin Capsules 0.25 mcg x 30;

- OropuzannonHo nucmo ot ,AKTABUC® EA/l, ymbAHOMOIIIEHO
IOPUIUYECKO AUIIE OT IIpUTERaTeAuTe Ha PaspeleHue 3a ynorpeda Actavis
Group PTC ehf. Hcaaugms, 3a ygacTue B oOIIleCTBEHA MOPBHYKA U IIpoaazkda
Ha FludarabinActavis, Powder for solution for injection/infusion 50 mg x 1;

- TIsAHOMOIITHO or Hwumroaaii EBrenmeB XamxkumondeB, HObep
[Troemr Ilem pg‘Aaecak, Ilackyase Bwuraamanu, B KadecTBOTO HM Ha
npencraBuTean Ha ,IuBa  @Papwmairorukbac Brwarapuga“ EOO/, ¢ koeto
yireaHOMoOIaBar KaamnHka lleHoBa XpucroBa — MeromueBa u Hukoaait
EBrenueB Xam:KHUOOHYEB [a NIPEACTAaBAIBAT APYKECTBOTO, AeHCTBAKU caMo
3a€1HO;

- II'bAHOMOIIIHO B OpPUTHMHAaA U IIPeBOA Ha OBATAPCKH €3UK OT
sActavis Group PTC ehf“., Mcaannug, c¢ koeto ymbpaHomortana ,AKTABUC“
EAl ma npencraBagBa [pyzKecTBOTO B KadecTBOTO My Ha I[IpousBomurea
u/uau Ilpurexkarea Ha paspelieHHe 3a yrnoTpeba 3a AekapcTBa U APYyTHU
dapMaleBTHYHU IIPOAYKTHU Aa ydacTBa B poleaypu o 30I1;

- [lucmo 3a MOTBBPXKAEHHE B OpPUTHHAA W MIPEeBOA Ha OBATApPCKU
e3uK, ¢ Koeto [lean AaroBcHu u Iletko CroiikoB [leTkoB, B KaQ4eCcTBOTO CH Ha
bAHOMOIIHUIKM Ha ,CanHmo3 dapmMalneBTHYHO [OpyzKecTBO ma.1a°, ,AeK
dapmaneBTUYHO apyxkectBo a.n°, ,Canmo3 I'moX“, ,Xekcaan AT“ u ,EBEBE
DPAPMA Te3. M.6.X. HPpr.KT' yreanomomiaBat ,MEAEKC“ OO/l na ygactBa oT
CBOE€ UME€ U 3a CBOsI cMeTKa B npolieaypa no 30I1 ,JlocraBka Ha AeKapCTBEHU
IPOAYKTH 3a A€YEHHE Ha XEMAaTOAOTHYHU 3a00AsSBaHUS U Ha MAIlUEHTH C
TepMHHaAHa OBOpedyHa HemoCTATBhYHOCT Ha xemomuaauiza B YMBAA ,IIpod.
O-p Croaun KuproBuy” A, rp. Crapa 3aropa“, OTHOCHO CAEIHUTE
MEIUITMHCKHN NPOAYKTU: AsekcaH p-p 3a uHxkeknuu S50 mMr/ma 20 wMa.;
BuHoOkpuT, HWHXKEKIIMOHeH pa3TtBop, 2000 IU/Iml x1 mnpenBapuTeAHO
HaITbAHEHAa CITPUHIIOBKA(CCTBKAO); BUHOKpPUT, MHKeKIIMOHeH pa3TBop, 3000
[U/0,3 ma x1, mpegBapuTEeAHO HAITbAHEHA CIIPHUHIIOBKA (CTBKAO); BUHOKpUT,
UHXKEKIIMOoHeH pasTBop, 4000 IU/0,4mMA x 1, mpeaBapUTEAHO HaITbAHEHA
CIIPUHIIOBKA (CTBKAO);

- IIsasomomHo ot ,Canmo3 I'mMOX“ B opuruHaa HW IIpeBOAd Ha
OBATAPCKU €3HK, C KOeTO yIrbaHOMoIaBa [JesH AakoBcku U [lerko CTOMKOB
[leTkoB, 3aegHO W IIOOTAEAHO, [a IIpPeAcTaBAdBaAT OPYXKECTBOTO , B
KaQ4ecTBOTO My Ha IIpUTeXKaTeA Ha paspelrnTesHo 3a yrnorpeba ¢
A€KapCTBEHU IIPOAYKTHU B mnpouenypu mno 30I1;

- OropuzallMOHHO IUCMO OT ,XUHTBHH [pyn“, c koeto oTopusupa
SMEIEKC“ OO/l 3a yyactue B npoueaypa o 30I1 3a caegHusa AeKapcTBEH
nponykT Boprera, mpax MHXKEKIITMOHEH Pa3TBoOp, 3.5 MI X 1;



- II'eaHOMOIIHO OT YApomup Ppuy, B OpPUTHHAA U IIPEBOL HA
6BATAPCKU €3MK, B KA4eCTBOTO My Ha aupekTop Ha ,XHWUTBH I'pym a.c.“
IIPOU3BOAUTEA U /HAW IIpHUTEXRATeA Ha paspelleHue 3a yrorpeba Ha
A€KapCTBEHU IPOAYKTU B bBrmarapus, ¢ koero ymbaHoMmomiaBa ,MEIEKC
OO/l 3a mpencraBUTEA Ha OPYyKECTBOTO B brarapug;

- OropuzalluoHHO TITMCMO OT ,AMakeH bBrearapua“ EOO wu
Kpacumupa TI'eoprueBa Yemumancka — MopmaHoBa, ¢ KOETO OTOPHU3HpPA
~Menekc“OO/l nma mpencraBagBa ,AMmkeH Bwarapugs“EOO mpex YMBAA
Spod. [I-p Ct.KupkoBuu“ A/l B npouenypa o 30I]I;

- IIvanomomro ot Amgel Europe B.V.,B opurnHaa u IpeBos Ha
OBATAPCKHU,C KOETO yIrbAHOMOIIABa ,AMmkeH Bearapus“ EOO/ u Kpacumupa
T'eopruesa Yemumancka — MopaaHoBa [1a IPeCTaBASBAT APYKECTBOTO;

- IIsaHOMOmIEHO oT Kpacummpa TeoprueBa Yemumrancka -
ropaaHOBa, ynpaButea Ha ,AMaxkeH bBwarapuga“ EOO/ u ymbAHOMOIIEH
npencrasurea Ha L,Amgen Europe BV”, Hunepaanaudg, ¢ KoeTo
yireaHOMOIaBa Eaena [laBaoBa IlaBaoBa um [umana I['eoprueBa Beaesa,
3aeHO U IIOOTAEAHO, Na IIpeacTaBAgBaT [IpyzKeCTBOTO Ipend TPETH AWIlA, B
yactHOCT 1ipen ,Menekc“OO/l u ,,Ctuar“All;

- Paspemenne 3a  ymorpebalNe  [I-22705/10.07.2013r Ha
daynapabun AxkrtaBuc 25 mg/ml KOHIIEHTpAT 3a WHXKEKIHMOHEH WAU
UH(Y3UOHEH Pa3TBOP BAaAHIHO 3a CPOK OT S/ IeT roAuHH/, PECIeKTHUBHO OO0
10.07.2018r.

- Paspemenue 3a ynorpeda Ne II -19473/03.09.2012r. Ha AaekcaH
50 mg/ml uHXKeKIIMoOHEeH Pa3TBOP — 6€3CPOYHO;

- Paspemenne 3a ymorpeba Ne 11-31249/22.10.2015r Ha Boprera
3,5mg mpax 3a HHKEKIIMOHEH pas3TBOpP, BaAMJHO 3a CPOK OT S roa. MO0
22.10.2018r.

- Paspemenme 3a ymorpeba Ne 11-20928/17.01.2013r. Ha
OxkcukonoH AkTtaBuc 10mg TBBPAM KaIllCyAH, BaAUJHO 3a CPoK oT S5 /met/

TOAWHU, pecriekTuBHO mo 17.01.2018r. Pemenue 3a U3IIbAHEHHE Ha
EBponeiickara komucuara ot 19.02.2018r. 3a U3MEHEHHE Ha pa3pelIeHHETO
3a TpproBud c “Neulasta - mnercguarpactum®, wuszmageHo ¢ Pernenue
C(2002)3186.

- Pemenue Ha EBpomneidickara komucuaTa ot 16.07.2007r. 3a
IIOOHOBSBAHETO Ha pa3pelleHHeTo 3a I[yCKaHe Ha I1a3apa Ha A€KapCTBEHUdd
IIPOAYKT 3a XyMaHHa yrnorpeba “Neulasta — nmerduarpactTuMm, U3gazeHo C
Pemenue C(2002)3186, B opuruHaa U B IIPeBOA Ha OBATAPCKHU €3UK.

- Jeraapaiiyss B CBOTBETCTBHE C 4YA.55, aa.6 ot 3AIIXM ot Emua
AnekcaHapoB [laHeB, 4e OT oepUpPaHUTE B TEXHHUYECKA CIIELU(PUKAIUSI
AEKapCTBEHHU IIPOAYKTHU Ca HaAAWYHH TaKWBa, KOUTO ca B Ipoleaypa IIo
IIOOHOBSIBAHE HA Pa3pelleHUeTo 3a yrnorpeda U/HUAN YHEeTO Pa3pellIuTeAHO 3a
yonorpeba wm3tuya npe3 2018/2019r mam 1o BpeMe Ha OEUCTBHUETO HAa
aorosopa.



B npenaoxeHuwmeTro CcH 3a H3I'BAHEHHE Ha [OpbyKaTa 3a
HoMmeHKAaTypa No 14, Ne 15, Ne 16, No 18, Ne 19, Ne 20 u Ne 24 ot Ob6ocobeHa
no3unud No 2, y9aCTHUKEBT € IIPEACTABHA!

- Ilprnaoxkenne No 2 u IIpuaoxkeHue Ne 2a KbM OOKyMEHTAIIHATA
/u Ha CD/, momrbAHEHHU 110 00pa3IUTe Ha BB3AOIKUTEAS.

- IlpencraBeHa e [lekaapaliusa 3a CbIAACHE C KAAY3UTE Ha JOToBOpa
/Obpaszerr No6/;

- [eraapanusa 3a CpoKa Ha BaaugHocTTa Ha odepture /OOpasery
No7/;

- [ekaapanus 3a OTCBhCTBHE Ha obcrodTeAcTBaTa 10 4YA.3, T.8
4A.4 ot SUPOAPIOITAPKALC/Ob6pa3zerr NoS/;

- J[lekaapanud 3a clia3BaHE 3abAKEHUATA, CBbP3aHU C JaHBIU U
OCUTYPOBKH, OIla3BaHE€ Ha OKOAHATa Cpeaa, 3akKpHhaa Ha 3aeTocTra U
ycAaOBHATA Ha TPYA 1o 4A.39, aa.l, 6ykBa ,a“ ot ITII30I1 /O6pa3zerr NoSA/;

- I[Nucmo 3a MOTBBPXKAECHHE B OPUTHHAA U IIPeBON Ha OBArapCKHU
e3uK, c Koeto [lean AakoBcHu U Ilerko CrorikoB IleTkoB, B KA4eCTBOTO CH Ha
IbAHOMOIIHUIIM Ha ,CaHmo3 dapMaleBTHYIHO [ApyzKecTBO nO.0° ,AeK
dapmaneBTUYHO apyxKectBo a.m”, ,Canmo3 I'moX“, ,Xekcaan AT“ u ,EBEBE
®APMA T'e3. M.6.X. Hopr.KT' yreanomoriaBat ,ME/IEKC“ OO/l na y4acTBa OT
CBOE MME€ U 3a CBod cMeTKa B npolenypa mno 30I1 ,JloctaBka Ha AEKapCTBEHU
IIPOAYKTH 3a A€YEHHE Ha XeMAaTOAOTHUYHU 3a00AgBaHUS U Ha MAIUEHTU C
TepMHHaAHa OBOpedyHa HemoCcTaThYHOCT Ha xemomuaausza B YMBAA ,IIpod.
O-p Croaun KupkoBuy” All, rp. Crapa 3aropa“, OTHOCHO CAE€IHUTE
MEIUITMHCKHN TPOAYKTU: AaekcaH p-p 3a uHxkeknuu S0 mr/ma 20 wma.;
BuHokpuT, wHHXKEKIHMOHEeH pa3TBop, 2000 IU/Iml x1 npenBapuTeAHO
Hall'bAHEHA CIIPUHIIOBKA(CCTBHKAO); BUHOKPHUT, MHXKEKIMOHEH pa3TBop, 3000
[U/0,3 ma x1, npeagBapUTEAHO HaIl'bAHEHA CHPUHIIOBKA (CTHKAO); BuHOKpUT,
WHIKEKIIMoHeH pas3TBop, 4000 IU/0,4Ma x 1, mpegBapUTEAHO HaIbAHEHaA
CIIPUHIIOBKA (CTBHKAO);

- OropuzalluoHHO ©UCMO OT ,AmaxeH bBwvarapua“ EOOL wu
Kpacumupa TIeoprueBa YemumaHcKa — MopmaHoBa, C KOETO OTOPH3HPA
~Menekc“OO/] ma mnpeacraBagBa ,AMmakeH bowarapusa‘EOO/ npen YMBAA
SIpod. I-p Ct.KupkoBuu“ A/l B npouenypa no 30I]I;

- OropuzanunonHo nucmo ot ,AKTABUC® EA]Jl, ymIbAHOMOIIIEHO
IOPUANYECKO AHWIIE OT IIpUTEXATeAuTe Ha PaspemeHwme 3a ymorpebaActavis
Group PTC ehf., Ucaaugua u TeBa PapmactioTukbac Brearapus EOO/]
Brarapus, 3a ygactue B o0lecTBeHa MOpBYKA U Hpomaxkba Ha Bortezomib
Actavis powder for solution for injection 3.5 m x 1, Oxycodone Actavis hard
capsule 10 mg x 50, OSTEO D3 Oral Soft Gelatin Capsules 0.25 mcg x 30;

- Paspemienue 3a wusmpaHeHHE Ha EBpomnelickara KOMUCHS OT
18.06.2012r. 3a nogHOBABAaHE U U3MEHEHHE HA PA3PELIEHUETO 3a ThbProBUS C
AEKapCTBEHUS IIPOAYKT 3a XyMaHHa ymorpeba ,Binocrit — emoernH aara“,
nsnaneHo c¢ Pemrenne C(2007)4113



- Pemenne 3a wusmeaHeHHe Ha KoMmucuara ot 31.03.2016r 3a
HM3MEHEHHE Ha pa3pelleHHeTO 3a THProBuUd C ,Binocrit — emoeTwH aara,
AEKapCTBEHUS MIPOAYKT 3a XyMaHHa yroTrpeba, wusganeH ¢ Pemrenune
C(2007)4113

- Paszpemnienune 3a usmpaHeHHEe Ha KoMmucud or 24.08.2017r. 3a
HM3MEeHEeHUe Ha pa3pelleHueTo 3a THProBUsS C , Aranesp — aapOernoeTuH
aada“, AekapcTBeHHUs HPOAYKT 3a XyMaHHa yrioTpeba, u3maneH c PerneHue
C(2001)1281

- Pemrenne Ha KoMmucuara ot 19.05.2006r. 3a mu3MeHeEHHE Ha
paspelIeHneTo 3a IIyCKaHe Ha Itazapa Ha ,Aranesp — gapbemoeTuH aada“,
AEKapCTBEHUS MIPOAYKT 3a XyMaHHa yroTpeba, wusganeH ¢ Pemrenune
C(2001)1281

- Pemrenme 3a ymnorpeba Ha aAekapcTBeH 1mnpoaykT Nell -
16209/20.12.2011r. va OCTEO D 0.25 Mukporpama KalCyAH, MEKH -—
0e3cpoyHo.

- [eraapaiiyss B CBOTBETCTBHE C 4YA.D5, aa.6 ot 3AIIXM ot Emua
AnexkcannpoB [laHeB, 4ye OT O(epHpaHHUTE B TEXHHYECKa CIeludUKaIUs
AEKapCTBEHU IIPOAYKTHU Ca HaAWYHH TaKHBa, KOUTO ca B Ipoleaypa IIo
IIOOHOBSBAHE Ha pPa3pelleHHeTo 3a yrorpeba M/HMAN YHeTO Pa3pelluTeAHO 3a
yonorpeba wu3tuya npe3 2018/2019r mam mo BpeMe Ha OeWCTBHETO Ha
aorosopa.

Caen cnpaBka B HMAA, pasnea ,Pervcrpu Ha A€KapCTBEHU NPOAYKTH,
IIpUTeXkKaBally paspelleHne 3a yrnorpedba B PbBbwarapug“, komucuara
YCTaHOBH, Y€ CBIAACHO IIOCOYEHUS PETHUCTHP 10 THPrOBCKO HAUMEHOBaHUE Ha
AEKapCTBEHUS NPOAYKT - Paynapadbun AkraBuc u OKcukomoH AktaBuc 10mg
TBBPAU KAaIICyAU Cca HaAWYHU B IIOCOYEHHS PETHUCTHP KaTO AEKApPCTBEHU
IIPOAYKTH, KOUTO UMAaT pa3pelleHue 3a yrnorpeba B PEearapus.

KoMmucusara nmpuema, de IMoAaAeHUTE OT YYaCTHUKA IIPEAAOKEHUS 3a
U3II'bAHEHHE Ha MopbhbyKaTa OTroBapdT Ha H3UCKBAHUSTA Ha BB3AOXKHUTEAS,
IIOCTaBEHHU B JOKyMEHTAIUSTA U TEXHUYecKaTa CIeluPUKAIIUS.

YuyacTHHKBT ,,POIIl BBATAPHUS“ EOOL e momas IIPEIAOKEHUS 3a
U3II'bAHEHME Ha IIopbhUKaTa 3a:

Ob6ocobena moazuriyg Nol:

1. HOMeHKAaaTtypa Ne 3 - MABTEPA koHIIeHTpaT 3a
UHQY3UOHEH pa3TBoOp, S00mr/ S50ma x 1 daakoH;
2. HOMeHKAaatypa Ne 4 - MABTEPA koHLEHTpaT 3a

nH@y31uoHeH pa3TBop, 100Mr/ 10Mma x 2 daakoH;
3. HoMeHKAatTypa Ne 8 — PO®EPOH - A 3 MIU, MH>XEKIIMOHEH
Pa3TBOP B IpeaBapUTEAHO HalrbaHeHa cripuHIloBKa 3 MIU/0,5maA x1;



Obocobena mozurysa No2:
1. HoMeHKAaTypa Ne 21 — MUPLIEPA MHXKEKIIHMOHEH pa3TBOp B
IpeaBapUTEAHO HalrbAHEHA cripuHIloBKa 100mr/0,3ma x1;
2. HoMeHKAaTypa Ne 22 — MUPLIEPA MHXKEKIIMOHEH pa3TBOp B
IpeaBapUTEAHO HAaI'bAHEHA CIIPUHIIOBKA 75Mr/0,3mA x1;
3. HoMeHKAaTypa Ne 23 — MUPLIEPA MHXKEKIIHMOHEH pa3TBOp B
IpeaBapUTEAHO HallbAHEHA cripuHIloBKa 150Mmr/0,3ma x1;
YyactuukbstT L,POII BDBATAPUA“ EOOA npeacraBa Omnmc Ha
IIpeaCTaBEHUTE JOKYMEHTH.

B npenaoxkeHHETO CH 3a HU3II'bAHEHHE Ha HophukKaTa 3a HOMEeHKAaTypa
Ne 3, No 4 u Ne 8 ot O60ocobeHa mo3urius Ne 1 y9aCTHHKEBT € IIPEeaCTaBHA:

- Ilprnaoxkenune No 2 u IIpuaoxkenue No 2a KbM JOKyMEHTAIHSTA
/u Ha CD/, momrbAHEHU 110 00pa3IuTe Ha BB3AOKUTEAS.

- IIsaHoMmomiHo oT Roche Registration GmbH, B opurnHaa u
IpeBoa Ha OBATAPCKHU €3HK, C KOETO yIrbAHOMoOIaBa ,Poin Brearapua“ EOO/
[la TO IIPEICTaBASIBA;

- CopaBgka - wuHbopMalus 3a perucrpanugara  Ha Roche
Registration GmbHot Pationen cpn @patibypr B Bpaiicray — 1 6p HOTaprasHO
3aBEPEHO KOIIHE;

- Pemmenne Noe HCP — 15930/ 15.06.2018r Ha HanmmoHaaHUS CHBET
110 IIEeHW U peuMOypcHpaHe Ha A€KapCTBEHUTE MPOAYKTH, C KOETO MOIIyCKa
IIpoMgHa Ha IIPUTEXKaTeA Ha pa3pelInTeAHOTOo 3a yroTpeba Ha AeKapCTBEHUT
nponyktT MabThera concentrate for solution for infusion 500mg/50ml x 1
vials, KaTo 3aMeHsl MpHUTeRaATeAd Ha paspelrruTeAHo 3a ymoTrpeba ot Roche
Registration Limited, Ob6enmuHeno KpaactBo c¢ Roche Registration GmbH,
I'epmanug,;

- Pemenne Ne HCP - 159301/ 15.06.2018r nHa HamumoHaaHusa
CBBET II0 IIEHH M pPeuMOypcHpaHe Ha A€KapCTBEHUTE MPOAYKTHU, C KOETO
[OIyCKa IpoMSHa Ha IIPUTEKATEeA Ha Ppas3pellInTeAHOTO 3a yroTpeda Ha
AekapcrBeHuda npoaykT MabThera concentrate for solution for infusion
100mg/10ml x 2 vials, KaTo 3aMeHsI IpPUTEXKATEAs Ha Pa3pPEIIUTEAHO 3a
ymotrpeba ot Roche Registration Limited, O6emmueHo KpaactBo ¢ Roche
Registration GmbH, 'epmanus;

- YpocroBepeHUe oT areHIsg I10 BIIMCBaHUATA No
20180517160433/17.05.2018r;

- [Be Pemienuns Ha KoMucuaTa Ha EBpomnedickure oOHIHOCTH 3a
IIOAHOBSBAHE Ha pa3pelleHNe 3a [[yCKaHe Ha I1a3apa Ha A€KapCTBEH IIPOAYKT
3a xXymaHHa yrniorpeba ,Mabthera - Rituximab”, B opuruHaa u mpeBong Ha
OBATAPCKUY;

- Pemrenne 3a wusnbaHeHHMe Ha EBpomnedickara KOMHCHUS OT
16.03.2018r 3a npexBBpAsSHE U HU3MEHEHHE Ha HU3OaAeHOTO C Pemnienwue
C(1998)1464(okoHuaTeAaeH) paspelleHue 3a TeproBud ¢ “Mabthera -



pUTYKCHMab“, A€KapCTBEH IIPOAYKT 3a XyMaHHa yIrioTpeda, B OPUTHHAA U
npeBon Ha ObArapcku e3uK, B enHo c Ilpuaoxxkenuwe [ Kparka
XapaKTEPUCTHUKA Ha NPOAyKTa“;

- Paspemenue 3a yrorpeba c aekapctBeH mmpoaykt Ne II — 13933 /
12.07.2011r. 3a Podeporn - A 3 MIU wuUHXKEKIHMOHEH pa3TBOp B
IIpeBapUTEAHO HalrbAHeHa crrpuHIloBka 0,5 MA X 1; X 5 — 6e3CpoyHoO;

- Paspemenme 3a nmpomsiHa Ne  35970/23.12.2016r. Ha
Paspemenue 3a ynorpebda Ha Podepon — A 3 MIU uHKEKIIMOHEH Pa3TBOP B
IIPEeABapUTEAHO Hall'bAHEHA CIIPHUHIIOBKA;

- YBemomaeHHe 3a omoOpeHHe Ha INpoMsiHa Ha PaspemnieHue 3a
ymotrpedba Podeporn — A 3 MIU wuHXKEKIIMOHEH pa3TBOP B MIPEABAPUTEAHO
HaITbAHEHA CIIPUHIIOBKA;

- Kparka xapakrepuctuka Ha Podepon — A 3 MIU uHkeKIIMoHEH
Pa3TBOP B IpeaBAPUTEAHO HAI'bAHEHA CIIPUHIIOBKA,

- ekaaparmus 3a OTCBCTBHE Ha oOCTOATEACTBATA IT0 4YA.3, T.8 U
4.4 ot SUPOAPIOITAPKAIC/ Ob6paszerr NoS/;

[lerkaapaiiys 3a cbraacue ¢ Kaay3ute Ha goroBopa /O6paszerr No6/;
[exkaapaliys 3a Cpoka Ha BaAUIHOCT Ha opeprara /O6pa3zerr No7/;

- J[lekaapaiud 3a clia3dBaHe 3abAXKEHUATa, CBbP3aHU C JaHbIIU U
OCHUTYPOBKH, Olla3BaHE Ha OKOAHATAa Cpeda, 3aKpHAa Ha 3a€TOCTTa U
ycaoBHUATA HA TPyA 10 4A.39, aa.l, 6ykBa ,a°“ ot IITI30I1 / O6pa3zer NeSA/;

B mpenaoxkeHHeTO CH 3a U3II'PAHEHHE Ha MOpbhUKaTa 3a HOMEHKAATypa
Ne 21, Ne 22 u Ne 23 ot O6ocobeHa mo3uiud No 2 yIaCTHUKBT € IPEACTaBHA:

- Ilpuaoxkenrie No 2 u [IpuaoxkeHue No 2a KbM HOKyMEHTAIlUATA
/u Ha CD/, momrbAHEHU 110 00pa3IuTe Ha BB3AOKUTEAS.

- II'mapomorHo ot Roche Registration GmbH, B opuruHaa u
IpeBoa Ha OBATAPCKHU €3HK, C KOEeTO yIrbAHOMoIaBna ,Poin Bearapus“ EOO/]
[la o IIPEACTaBASIBA;

- OdwmnmasHa akTyasHa pasrnedatrka oT PationeH cwpa Ppaiibypr B
Bpaticray, PerucrbpeH cba, DOTBBpKAABamla BIHCBaHeTo Ha Roche
Registration GmbH B TwproBcku peructbp Ha [epmaHus, B OpUTHHaAA U
IIpeBo Ha ObATAPCKU;

- Pemenue No HCP - 15750/ 25.05.2018r nHa HaimonaaHus cbBeT
10 IIEHW U pPeuMOypcHUpaHe Ha A€KapCTBEHUTE ITPOAYKTH, C KOETO OITyCKa
IIpOMSsIHA Ha IIPUTEeXKAaTeA Ha Pa3pelIuTeAHOTO 3a yIoTpeda Ha AeKapCTBEHUS
npoaykT Marcera solution for infusion 100mg/0.3ml x 1 pre- filled syringe,
KaTo 3aMeHs IIpUTeKaTeAd Ha paspellnuTeAsHo 3a yrorpeba ot Roche
Registration Limited, O6enmuHeHo KpaactBo c¢ Roche Registration GmbH,
'epmanug;

- Pemenne No HCP - 15751/ 25.05.2018r Ha Hantmonaanuga chbBET
110 IEeHH U peuMOypcHpaHe Ha A€KapCTBEHUTE MHPOAYKTH, C KOETO MAOIyCKa
IIpoMsIHa Ha IPUTERaTeA Ha Pas3pelnrnTeAHOTO 3a yroTpeba Ha AeKapCTBEHUS
nponykT Marcera solution for infusion 75mg/0.3ml x 1 pre- filled syringe,



KaTo 3aMeHs IIpUTekaTeAd Ha paspelnnuTesHo 3a yrorpeba ot Roche
Registration Limited, O6emmuneno KpaactBo ¢ Roche Registration GmbH,
Fepmanug;

- Pemenne No HCP — 15748/ 25.05.2018r Ha HammmonaanHusi chbBeT
II0 IIEHW U peuMOypcHpaHe Ha A€KapCTBEHUTE MIPOAYKTH, C KOETO MOIIyCKa
IIpoMdgHa Ha IIpUTEKaTeA Ha paspelInTeAHOTO 3a yroTpeba Ha AeKapCTBEHUS
nponykt Marcera solution for infusion 150mg/0.3ml x 1 pre- filled syringe,
KaTo 3aMeHsl IIpUTekKaTeasd Ha paspemnTeaHo 3a yrnorpeba ot Roche
Registration Limited, O6enmuHeHo KpaactBo c¢ Roche Registration GmbH,
'epmanug;

- [Be pemenns Ha EBponelickata KOMHCHY 3a IIpHAaraHe Ha
YCAOBHSATA HWAW OUPaHUYEHUSTA OCHOBHO H3JaBaHe Ha paspelleHHe 3a
nyckaHe Ha nasapa Ha ,MIRCERA — METOKCHUIIOAMETHAEH TAUKOA — €II0€THH
beTa“, AeKapCTBEH IIPOAYKT 3a XyMaHHa yroTpeda, B OpUTHHAA U IIPEBOM HA
OBATAPCKHY;

- Pemienue 3a usnmbaHeHHe Ha KoMmucudara oT 16.03.2018r. 3a
IIPEXBBPASIHE U H3MeHeHHe Ha wusgageHoro c¢ Pemenue C(2007)3630
paspeuienue 3a TeproBusg ¢ ,MIRCERA - METOKCHUIIOAMETHAEH  TAHUKOA—
ermoeTuH OeTa“, AeKapCTBEH IPOAYKT 3a XyMaHHa yIoTpeba, B OpUTHMHAA U
npeBo Ha ObArapcku, B eqHo c [Ipuaoxkenue [ “Kpatka xapakTepHCcTHKa Ha
nponykra“ u Ilpuaoxkenue II.

- Jerkaapalius 3a OTCBCTBHUE Ha oOcCTosTeacTBaTa mo 4a.3, T.8 u
4Aa.4 ot SUPOAPIOITAPKALC/ Obpaserr NoS/;

- Jerkaapais 3a cbhraacue C Kaay3uTe Ha mgoroBopa /Ob6paszelr
No6/;

- Jexkaapais 3a cpoKa Ha BaAaMAHOCT Ha odeptara / Ob6paszelr
No7/;

- [eraapanudg 3a cria3BaHe 33 bAKEHUSTA, CBBbP3aHU C JAaHBIU U
OCUTYPOBKH, OIla3BaHe€ Ha OKOAHaTa Ccpeaa, 3akKphaa Ha 3aeTocTra U
ycaoBHUSATA HA TPYA 110 4A.39, aa.l, 6ykBa ,a°“ ot IITI30I1 / Ob6pa3zer; NoSA/;

Komucusara npuema, 4ye IogaJeHUTE OT Y4YaCTHHKaA IPENAOKEHHUd 3a
U3I'bAHEHHE Ha IopbhbyKaTa OTToBapdAT Ha H3UCKBAHUSTA Ha BB3AOKHTEAS,
IIOCTaBEHU B JOKYMEHTAIUSTA U TEXHUYECKaTa ClelIuUKaIIUS.

Komucusra pomycka yuyactHuuure ,MEIEKC* OO wu ,POIII
BBATAPUA“ EOO/] nmo 1o - HaTaThIIHO yYacTUe B IIpolleaypara.

VI. Ha ocHoBanue 4a. 57, aa. 3 ot [III30OIl komucusaTa B3e peLIEHHE
OTBapgHETO Ha II€EHOBUTE ITPEIAOKEHHUS Ha YYaCTHUIIMTE Ja Ce U3BBPIIN Ha
17.08.2018r.0ot 11:00 yaca B 3acemareaHarta 3asa Ha YMBAA ,IIpod. I-p
Crogan KupkoBuu“A/l, rp.Crapa 3aropa, ya.“I'enepas CroareToB” 2.

Komucusara npukarogu cBogra pabora Ha 09.08.2018r.

[Ipertc oT HacToANIIUS IIPOTOKOA Ce IIyOAMKyBa Ha IIpodpraa Ha
KyIlyBada, BETHO ChC CHOOIIIEHIE 32 OTBApPAHE HA IEHOBUTE IIPEIAOKEHUS HA



yaactuunmure. ChoOlIeHUEe 3a OTBapsiHe Ha IIEHUTE C IIOCOYEHH AaTa, MSICTO U
Jac ce U3IpaTH Ha BCEKH OT YYACTHUIIUTE.

VII. Komucusita IpoabAKY cBosiTa Ha pabora Ha 17.08.2018r.
Komucudgara e B cbCTaB:
[Ipeacemarea:

AnB. Targua Kekescka
YaeHosBe:

Mar. papmaneBT Muaka 'enkoBa — YrpaButea Anreka

I-p Beaumna 4YepkeszoBa — Hadaanuk otneaeHme no KamHmyHa
XEeMATOAOTHSI U MEIUIIMHCKA OHKOAOTHS

Hon. [O-p. Uana JumutpoB llonoB — BPU/I HavanHUK KAWHHKA II0
HePOAOTHS C AEUHOCT XeEMOoAUaAU3a — JeHHOCT HePPOAOAUT

Fa.men. cectpa Tana PageBcka

Pe3epBHI/I YAE€HOBE!

1. AaB. Xpucro IlanaiioToB
2. Bang BormanoBa — PrroBoguTea OOIIeCTBEHH ITOPHYKH,
IIPOBELE CBOETO TPETO 3aceqaHUe.

Ilopagu moa3BaHe Ha MAAQTEH T'OAUIIEH OTIIYCK Ha YA€HA Ha KOMHCHATA
Muaka I'eHKOBa, chillaTa 0e cMeHeHa OT pasepBHUA YaeH Baua BorgaHoBa.

Ha 3acemanneTo Ha KOMHCHATA HE IIPHUCBHCTBaxXa yYaCTHUIIM UAU TEXHHU
YI'BAHOMOIIIEHU IIPEACTaBUTEAN HAM IIPEACTaBUTEAHM Ha CpenacrsBaTa 3a
MacoBa HHGpOPMALIHS.

KoMmucusara OpHUCTBIN KBM OTBApdHE Ha IIEHOBUTE IIPEIAOKEHHS Ha
ygyactHuka ,ME/TEKC” OO.

KomucusiTa oTBopH 3aredyaTaHUTE HENIPO3padHHU IIAMKOBe B odepTara
Ha yYacCTHHKA 3a HOMeHKAaTypu oT ObocobeHa mo3unusa No 1: HOMeHKAaTypa
Ne 2, nHoMeHkaaTypa Ne 6, HOMeHKaaTypa No 7, HOMeHKaaTypa NelO,
HoMeHKAaTypa Ne 12 um ot 06ocobeHa mo3urusg No 2: HomeHkaatypa No 14,
HoMeHKAaTypa Ne 15, HomeHkaatypa No 16, HoMeHKaaTypa No 18,
HoMeHKAaTypa Ne 19, HomenkaaTtypa Ne 20 1 HOMeHKAaTypa No 24.

BBB BCEKU IAMK C€ YyCTAHOBU HAAWYHETO Ha JOKYMETH Ha XapTUEH

HOCHUTEA U JUCKOBE.

Tpuma oT uYaeHOBeTe Ha KOMMCHATA IIOAIIHCaxa HaMHpallUTe Ce B
IIAUKOBETE JOKYMEHTH Ha XapTHEH HOCHUTEA 3a IpedsaraHu I[EHOBHU
IIapaMeTpH OT y4acCTHHUKA 3a [I0OCOYEHUTE HOMEHKAATYPH.

KoMmucuara OpuUCTBIIM KBM OTBapdgHE Ha ILIEHOBUTE IIPEIAOKEHHS Ha
y4actHuKa ,,POII BEBAT'APUA“ EOO/] 3a HoMeHKAaTypa Ne 3, HOMEHKAATypa
Ne 4 u HOMeHKaatypa Ne 8 or obocobena mosuing Ne 1 u or obocobeHa
no3unyg Ne 2 - HomeHKaaTypa Ne 21 HoOMeHKaaTypa Ne 22 1 HOMEHKaaTypa
Ne 23.



BBB BCceKM IIAMK C€ yCTAHOBH HAAMYHETO Ha NOKYMEHTH Ha XapTHEH
HOCHUTEA U JUCKOBE.

Tpuma oT uYaeHOBeTe Ha KOMHCHATA IIOANIHCAaXa HaMHUpalIUTe Ce B
IIAMKOBETe [OKYMEHTH Ha XapTHEH HOCHTEA 3a IIpeJAaraHu IIeHOBU
IIapaMeTpH OT yJacTHHUKA 3a [IOCOYEHUTE HOMEHKAATYPH.

C ToBa HPUKAIOYH IIyOAMYHATA YACT OT 3aCeJaHUEeTO Ha KOMHCHATA.

Komucuara mpombaXku cBosTa paboTa 3a yCTaHOBABaHE Ha
CBOTBETCTBUETO Ha IIEHOBUTE IIPEIAOKEHHs Ha  YYACTHHUIIUTE C
M3HCKBaHUATA Ha BB3A0XKHTeAs, IIOCOYEHH B OOSBAGHHETO 3a IIOpBhYKa U
yTBBbpAeHATAa JOKYMEHTAIlHs 3a IPOBEXKIAHETO H.

1. YyactHUKBT ,Menekc“ OO/l e mpemaoKUA OOIIa CTOHHOCT
3a HOMEHKAATypuUTe oT obocobeHa mo3unusa Ne 1, KakKTo caeqBa:
- HoMeHKAaTypa No 2 - daynapabun AKTaBUC, IIpax 3a UHK./uH@. Pa3TBop

50 mr x 1 — '70804,80 aeBa 6e3 OOC.

- HOMeHKAaatypa No 6 — AaekcaH p-p 3a mHXKeKIuH SOmr/ma 20Ma. —
5320.00 aeBa 6e3 AC

- HoMeHKAatypa No 7 - Boprera HMHIKEKIIMOHHEH pas3TBoOp, 3.5 Mr x 1 -
252060.00 aeBa 6e3 IC

- HomeHKAatypa Ne 10 - OkcukonoH AKTaBHC, Kalicyaa, TBepAa, 10mr x 50
— 282.00 aeBa 6e3 OC

- HoMeHKAatypa Ne 12 - Heyaacra, MHKEKIIMOHEH pa3TBop, 10mr/ma — 0.6
MA X 1, mpeaBapUTEAHO HaIIbAHEHA CIIPUHIIOBKA — 25074.00 aeBa 6e3 OC.

2. YuyacTHUKBT ,Menekc“ OO/l e mpemAoKUA 0OIlla CTOHMHOCT 3a
HOMEHKAATypHUTe oT obocobeHa mo3urus No 2, KakTo caeaBa:

- HoMeHKAaTypa Ne 14 —BUHOKPUT, MHKEKITMOHEH pa3TBop, 2000 IU/1 ml x
1, IIpeaBapUTEAHO HAITbAHEHA CIIPHUHIIOBKA (CTBHKAO) — 55958.40 aAeBa Ge3s
anc

- HoMeHKAaTypa No 15 — BuHOKpUT, MHKEKIIMOHEH pa3TBop, 3000 1U/0,3
MA X1, IpenBapUTEAHO HaI'bAHEHA CIPHUHIIOBKaA (CTHKAO) — 42615.60 aeBa
6e3 OC

- HOMeHKAatypa No 16 — BuHOKpHUT, MHKEKIIMOHEH pas3tBop, 4000 1U/0,4
MA X1, IIpeaBapHUTEAHO HaITbAHEHA CIIPHUHIIOBKa (CTHKAO) — 128805.60 aeBa
6e3 O4OC

- HoMeHKAaTypa No 18 — ApaHecr, MH3KEKIIMOHEH pa3TBop, 60MkKr/0,3 ma
x1, mpegBapHUTEAHO HaIlbAHEHA CIPHUHIIOBKA C IHIpeAla3hTeA Ha Huraarta —
6925.44 aAeBa 6e3 IC

- HomeHKAaTypa No 19 - Apanecn, HHXKEKIITMOHEH Pa3TBOP, B IPEABAPUTEAHO
HaI’bAHEHa CIPHUHIIOBKA C IIpearnasuTea Ha uraara, 40, mMkr/0,4 ma x 1 —
4618.56 aera 60e3 C

- HoMeHKAaTypa Ne 20 - ApaHect, HHKEKIMOHEH Pa3TBOpP, B IPeABAPHUTEAHO
HaIlTbAHEHa CIPUHIIOBKA C HOpeanasutrea Ha uraara, 80, mkr/0,4 ma x 1 -
9240.00 aeBa Ge3 OC



- HomeHkAaTypa Ne 24 — Ocreo [, karicyaa, meka 0,25 mMkr x 30 — 1944.00
AeBa 6e3 OOC
3. VYuacrukbT ,POII BDBATAPUA“ EOO e mnpemaokua oO0IIa
CTOMHOCT 3a HOMEHKAATypute oT obocobeHa mo3uius No 1, KakTo caeaBa:
- HoMeHkaaTtypa Ne 3 — MABTEPA koHIileHTpaT 3a UH(PY3UOHEH Pa3TBOD,
500Mr/ 50ma x 1 chaakoH — 356743.20 aeBa 6e3 AOC
- HoMeHkaatypa Ne 4 - MABTEPA koHuleHTpaT 3a UH(QY3HUOHEH Pa3TBOP,
100Mmr/ 10MA x 2 dprakoH — 35314.20 aera 6e3 AOC
- HoMmeHKAaTypa Ne 8 — POPEPOH — A 3 MIU, nHXXE€KIIMOHEH pPa3TBOP B
IIpeaBapUTeAHO HamrbaHeHa crpuHIoBka 3 MIU/0,5maA x1 — 13492.80 aeBa
6e3 O4OC
4. YyactHukbT ,,POII BBATAPUA“ EOO/ e mpenrokuA obIa
CTOMHOCT 3a HOMEHKAATYpPUTE OT 00ocobeHa ro3uiina Ne 2, KakKTO cAeBa:
- HoMmeHkaarypa Ne 21 - MHWPIEPA wuHXEKIHUOHEH pas3TBOp B
IIpeABapUTEAHO HalrbAHeHa crpuHIoBka 100Mr/0,3ma x1 — 6258.24 aAeBa

oes O/C.

- HoMeHkKaaTtypa Ne 22 - MHWPIEPA WHXKEKIIMOHEH pPa3TBOpP B
IIpeIBapUTEAHO HallbAHEHa cIpuHIloBKa 75Mr/0,3mMa x1 — 4686.24 aeBa
6e3 OJC.

- HoMmeHkaarypa Ne 23 - MHWPIEPA wuHXEKIHUOHEH pas3TBOp B

IpeaBapUTEAHO HallbAHeHa crhpuHiloBka 150mr/0,3ma x1 — 9507.36 aeBa
6e3 OAC.

KomMmucusara ycTraHOBH, 4€ IIEHOBUTE IIPEAAOKEHHS Ha YYaCTHHIIUTE
OTTOBapSAT Ha MW3HUCKBaHHATA Ha BB3AOKUTEAd B 00IBA€EHHUETO U
JOKyMEHTaludTa M He HaJABHIIaBaT IIPEAEAHUTE I€HH, IIOCOYEHH OT
BB3AOKHUTEAS Ha OTAECAHHUTE HOMEHKAATYPH, 3a KOHUTO Ca IIONANEHH LI€HOBHU
IIPEOAOKEHHUS.

I[lopagn TOBa, KOMHCHATA  H3TOTBH OKOHYATEAHOTO KAaCHUpaHE Ha
y4dyacTHULIMTE, KoeTo InpencraBadBa lIpuaoxkenume No 1 xbM [Iporokoa No
3/17.08.2018r., B KOETO ITPHUAOKEHHE Ca ITOCOYEHU U BCUYKHU MPEIAOKEHH OT
Y4aCTHHUILIUTE II€HU.

KoMucHATa KAaCHpa Ha II'bPBO MACTO YYacCTHHKBT ,Meaekc* OO0/ 3a:

- HoMmeHkKAaTypu Ne 2, 6, 7, 10,12- oT 060cobena mosumus Ne 1

- HomMmeHKAatypu Ne 14, 15, 16, 18, 19, 20, 24 - oT 060cob0eHa IMO3HIHA
Ne 2;
KoMmHucHsAATAa KAaCHpa Ha II'bPpBO MSCTO Y4YacTHHKBHT ,POIII
BBATAPHSA“ EOO/ 3a:

- HomeHraatypu Ne 3, 4, 8 - oT 06ocobena mosumus Ne 1
- HoMmeHkAatypu Ne 21, 22, 23 — or obocobeHa mo3uuus No 2

Komucugara npenaara Ha BB3AOKUTEAS Oa IIpPEKpaTH HIpolieaypaTa Ha
ocHoBaHue 4A. 110, aa. 1, T. 1 ot 30I1 3a HOMeHKAaTypu No No 1, 5,9, 11 u



13 ot obocobeHa mozunmda No 1 u u 3a HOMeHKAaTtypa Ne 17 — ot obocobeHa
rosuimd No 2, Tpit KaTo 3a TSIX HE € nofajZicHa HUTO enHa odepra.

KoMmucugra npukaodu cBodaTa pabora Ha 17.08.2018r.

no 0
IIpencenarea: © 3a/My4eHo cbraacHo uYa.2 ot 33714
1. Ans. Taraua KekeBcka - . \T,B BPb3Ka C UM.42, an.5 0F 30 -eueeenneen. SO

YaeHOBE:
2. Bansg BormaHosa — Q 3a/unyeHo cbrnacHo Yn.2 ot 33714

...............................

...........

4. [ow. [I-p. Viaust [TmMerrpoB TIOMOB — ....... \33/IMYEHO Cbriacko 4.2 o1 3314,
BbB Bpb3Ka c4.42, an.5 ot 300
5. T'aaBHa menuiHCKa cecTpa TaHa PaneBcka - i\QIW/ .........................

Hacrosimmuar nokaaz, BCHYKU ITPOTOKOAUW OT paboraTta Ha KOMHCHATA,
IIPUAOKEHHATA KBM TOIX, OQEpPTHUTE Ha ydacTHHLIMTE, BEIHO C IIdaaTa
JOKyMEHTAalus ca IpenazieHu Ha Bou3aoxuread Ha 10.09.2018r.

BB3A0KUTEAST € MOAYYHA J0KAQna OT pabora HA KOMHCHATA, BCHUYKHU
IIPOTOKOAM, TIPHAOKEHUSTAa KBbM TdX, odeprara Ha JABaMaTa y4acTHUIH,

BEIHO C IigAaTa JOKyMEHTAaIUs 3a IIPOBEXaHe Ha MopbhyKara ca IIpeasicHu
Ha Bw3aoxkureag Ha 10.09.2018r. =
'\“\?’\m

‘%- 4
3aaunyeHo cbrnacHo Yn.2 ot 33714

......

YMBAA ,IIpod. o-p Crose Kupkoruda” ALl
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