MBAJd L,IOJNUSA BPEBCKA“-BAJA EOOJ

: 1 3annyena nudopmarys Ha ocHoBaHue wi. 37 ot 3011
. || BBBBpB3Ka ¢ WL 4 n o1 ot Permament (EC) 2016/679.
!

“IOnus Bpescka— bsyd
#

4504 2021 5.

TOKJIAJT
Ha ocHoBanme wi. 103, an. 3 or 3011 BBB BpB3Ka ¢ wi. 60, ax. 1 or IITI3OII,
oT pabdoraTa Ha KOMHCHSI, Ha3HAYeHA cbe 3amoBen Ne BKH-3/29.03.2021 r. Ha
IIpoxypucra na MBAJI ,,JOausa Bpescka” EOO/] 3a pasriaexiane, oneHKa 1
KJIacHpaHe 110 pexa Ha 4. 54-60 ot IlpaBuiHHKA 32 npuiIarane Ha 3aKkoHa 3a
oomecTBennTe nopbuku (IIII30I1) Ha monyuennTe odepru 3a yuacrue
B HpOILEeLypa 10 BbTPEWICH KOHKYPeHTEH H300p 3a Bb3/1araHe Ha o0IecTBEHA MOPBYKA
¢ npeamert: ,,/Jlocmaexa nexapcmeenu npooykmu no Qbocoodena nozuuus N 3a nyxpcoume
nHa MBAJI ,,lOnua Bpeecka“ — bana EOQ/ no Pamkoeo cnopasymenue Ne P/]-11-
24/18.01.20212.“

Hactosumst noknan ce m3roteu Ha 14.04.2021r. BsB Bph3Ka ¢ pe3yaTaTd oT paborara Ha
KOMHCHSATA.

1. Komucusita 3amouna cosita pabota Ha 29.03.20212. B 13:00 u. B clieAHAS ChCTaB:
Hpeocedamen: :
Tonop AnrenoB — rii. cueroBoguten Ha MBAJI ,.}Onus Bpescka™ — bsina EOO/J;

Ynenose:
1. I-p Llera IlerpoBa-O6perenoBa — Hauamnuk OX ]I na MBAJL,,}Onus Bpercka® — bsana

EOO/;
2. Benmnecnag I'eoprues - OpUCT Ha MBAJI , YOmust Bpescka™“ — bsuia EOO/.

2. Cnen mpeactaBsHe W MPOYHTaHE HA CIOHCHKA C YYACTHHUIIUTE, MOCPEICTBOM
EnexrpoHnaTa cucTeMa, WiCHOBETe Ha KOMHUCHSTA MOMBIHAXA | IPEACTABUXA JICKIApaIliH 10
. 103, an. 2 ot 3011 (npunoscenue kom 0oxkraoa).

3. B EnextpoHHara cucrema, B pasznen ,,I/Ipoyeoypu”, noapazaen ,, Ilpoyeoypu 6
npoyec Ha oyeuxa“, KoMHcHSATa KOHCTaTWpa, 4e B ONpeNelicHHS CPOK 3a IoJaBaHe Ha
TIPEIIOKEHUS OT YYACTHHUIIUTE Ca MOCTHITMIIH CIICTHATE OPEPTH:

o Ilpemnoxenue ¢ Ne 05592 momaneno or ,MEJIEKC“ OOJ 3a obocoGena
mosunusg Ne 2 na 22.03.2021r. 8 14.31 4.

o [lpexnoxenue ¢ No 06058 momaneno ot ,BOHUKC ®APMA* EOO/ 3a
00oco0ena mo3uimsa Ne 2 Ha 26.03.2021r. 8 08:16 4.



4. OdepTute O6s1xa OTBOPEHHU HA MYOJIHYHO 3aceanue, Karo paboTara Ha KOMHCHSTA €
otpaseHa B IIporokon Ne 1/29.03.2021 r. (npunoowcen kom 0oxknaoa).

5. Ha 3acenanue, nposeaeno Ha 29.03.2021 r., koMucusTa pasrieia JOKYMEHTHTE 110
wr. 39, am. 2 ot IIII3OII 3a ¢hOTBETCTBHE ¢ WM3HCKBAHUATA KBM JIMYHOTO CBCTOSHHE U
KPUTEPHUUTE 3a TI0A0OD, TOCTABCHH OT BB3I0OKHTENS, ¥ YCTAHOBH CIEHAHOTO:

5.1. Cnen nanpaBeHaTa MbJIHA OPOBEPKA Ha MpeaCTaBeHATE 1Mo Wi, 39, an. 2 ot 11113011
noxkyMeHTH 3a O0ocobena mosunmst Ne 2 ot ywacrauka ,MEJEKC* OO/, Komucusita
YCTaHOBH, Y€ Ca NPEJACTABEHH BCUUKK HEOOXOAUMH OKYMEHTH, H3UCKAHH OT BB3okuTes.
Komucusita xoncrarupa, e ydacTHHKBT ,MEJEKC* OO/l oTtroBaps Ha W3HCKBaHHSATA 3a
JIMYHO CBCTOSHUE U € HAJUIIC CHOTBETCTBUE C KPUTEPHUTE 3a [OI00P.

5.2. Crnen HanpaseHaTa TbJHA IPOBEpPKa Ha IipesicTaBeHuTe 1o wi. 39, ai. 2 ot [1113011
nokymeHTH 3a QO0ocobeHa mozummsa Ne 2 ot ygactauka ,@bOHUKC ®APMA“ EOO/I,
KompucusaTa ycTaHOBH, Y€ ca IIPEACTaBEHH BCHUKH HEOOXOJMMH JOKYMEHTH, H3HCKaHH OT
Bo3noxurens. Komucusara koHcTathpa, Ye y4aCcTHHKBT ,,BOHUKC ®APMA“ EOO/
OTroBapsl Ha U3HCKBAHUATA 3a JINUHO CHCTOSIHUE U € HAIMIIE ChOTBETCTBHE C KPUTCPHUTE 32
noabop.

6. Ha 3acenanue, npoegero Ha 29.03.202] 2, KOMUCHSTA B3¢ CJICIHOTO PCIICHHE:

6.1. JOITY CKA 1o pa3riiexaane TEXHUYECKUTE [PEIIOKEHHS 110 OOIHECTBEHA ITOPhYKa
¢ upeamer: ,,/Jocmasxka nekapcmeenu npooykmu no Obocobena nozuuusa No2 3a Hyscoume
na MBAJl ,JOnusa Bpeecka“ — bara EOOJ no Pamxoso cnopasymenue Ne PJ]-11-
24/18.01.20212.“, na clneJHATE YYACTHHIIN:

e ,MEJAEKC* OO0/l 3a O6ocobena mozmummsi Ne 2
e ,OLOHUKC ®PAPMA“ EOQOO/I 32 O60cobeHa mo3unust Ne 2

7. Komucusra pasriena TeXHHYECKATE PEAIOKCHUA Ha JOIIYCHATHTE YIaCTHHIH 3a
YCTaHOBSIBAHETO HA CbOTBETCTBUETO UM C IIPEABAPHTENHO OOSIBEHHTE YCIOBHS CHITACHO WII.
56, ain. 2 ot 11113011 Ha npoBeneHoTO 3acenanne Ha 29.03.2021 2. PaGoTaTa Ha KOMHCHATA €
oTpaseHa B 1poTokon Ne 1/29.03.2021 (npunoowcenue kvm mosu doxiao). B pesynrar Ha ToBa,
KOMHCHSITAa YCTAHOBH CJIETHOTO:

7.1. Komucusta pasriiefia TeXHHUECKOTO npemtokeHue Ha ydyacTHuka MEJEKC*
00/]1 3a O6ocobena mozuums Ne 2 ‘

Y4YaCTHHKBT € IpeACTaBHII PEUIOKEHUE 3a M3NMbIHeHHE 10 O00coOeHa mo3umus Ne 2
3a HomeHknaTypa ¢ Anamomo-mepanesmuuen koo L02BB03

e B mpeasyioxeHUETO CH 3a U3MBIHEHUE Ha IIOPHYKATA YUACTHHKDT €
IPeITOXKHIL:

CpoKBT Ha TOTHOCT Ha JOCTABEHUTE CTOKH, KOUTO OCTaBa Cliej1 aTata Ha MOJMyYaBaHeTo UM OT
Bvanoxurens, me Opae He mo-kparbk oT 40 % oOT OOSBEHWsS OT NPOM3BOAWTEIL 3a
JIEKapCTBEHUTE NPOJYKTH WM He mO-Kparbk oT 20 % oT 00sBeHHs OT IMPOU3BOJIUTENS 3a
OHONIPOYKTHTE A OHOTIONOOHUTE IIPOIYKTH.

Ilpemnoxenure OT y4acTHHKA MEIUIWHCKH W3JIETUSl MOKPHBAT 3aIbJKUTECTHUTE
YCJIOBUS U MUHAMATHUTE U3UCKBaHus Ha Bb3noxkurens, _

Texnnueckoro mnpeanoxenue Ha ydyactiuka MEJEKC* OO/ 3a O6ocobeHa

no3uusa Ne2 0TroBaps Ha IPEABAPUTEIHO 0OJBEHUTE yCII0BUs Ha BB3noxuTens.

7.2. Komucusta pasriena TeXHUUECKOTO TIpeATokKeHne Ha yuactHuka ,®bOHUKC
DAPMA“ EOO/ 3a O6ocobena mosumms Ne 2

Y4YaCTHUKBT € IpeACTaBII IPEIOKEeHUE 32 U3nbiIHeHue mo O6ocodeHa mo3umus Ne 2
3a Homenkiatypa c Anamomo-mepaneémuyen koo 1L.02BB03

e B npennoxeHueTo ¢y 3a U3NIBIHEHUE HA TOPHUKATA YYACTHUKBT €
IPEeIONKUIL:



CpoKBT Ha POJJHOCT Ha JOCTaBEHHUTE CTOKH, KOUTO OCTaBa CIIe 1aTaTa Ha OTy4aBaHeTO UM OT
Be3nokurensd, me Obae He mo-kpaTbk oT 40 % OT OOsBeHHS OT IPOM3BOJMTENS 3a
TEKapCTBEHUTES MPOAYKTH MM He Mo-KparbK OT 20 % OT 00siBeHUs OT IPOH3BOIMTENS 3a
OHOIIPOAYKTHTE WIH OHOTIOIO0HHTE IPOIYKTH.

[IpennoxeHuTe OT YYacTHUKA MEIWIWHCKH H3/CITUS MTOKPUBAT 3aIbILKHTEIHHTE
YCIOBHS M MUHUMATHUTE U3UCKBaHUSA Ha Bb3aoxures,

Texnuueckoro mpemnoxenue Ha ydactuka ,,@bOHUKC ®APMA“ EOQOJ 3a

O6ocobena mosumusi No2 0TroBaps Ha IIPeIBAPUTEIIHO 00ABCHHUTE YCI0BUS Ha Bb3toxuTens.

8. Bogena or TropHOTO B OT KOHCTATaIlMUTe, OMHUCAHH IIOIPOOHO B IIPOTOKONHTE OT
pabotara Ha komucusTa, KOMUCHSATA B3€ CIe[HUTE PELICHHS:
8.1. TONIYCKA 1o oTBapsiHe Ha minKa ¢ Haamue: ,IIpexgaranum neHoBH
napamerpu‘, opepTHTe Ha:
e ,MEJAEKC“ OO0/ 3a O60ocobena mosmmust Ne 2
e ,OHOHUKC ®APMA“ EQOO/ 3a O6ocobena mosumust Ne 2

9. Komucusra B3e peleHne fa IPUCTHIN KM OTBApSHE HA [EHOBUTE HPEMIOKCHUSA
Ha JomycHatHTe yyactHuUd Ha 02.04.20212 B 13:00 uaca ® crpapara ma: MBAJI “IOmus
Bpsecka” - bana EOO/] - tp. bsina, yn. Bacua JIescku Ne 62

C rope u3noxeHATe AeiicTsus, KomucusTa upuKiIroun padbota B 15:00 gaca Ha 29.03.2021r.

10. OTBapsiHeTO Ha IIEHOBHTE NPEUIOKEHHUS Ce ChCTOs HA IOCOYEHHTE B T. 9 1aTa U
vac. KoMucusita pasriiezia IEeHOBUTE IPE/IOKEHUS HA YUACTHHIMTE. PaboTaTa Ha KOMHECHSATA
¢ orpasena B [Ipotoxon Ne 1/29.03.2021 (npunoxen keM xoknaga). Komucusra pasriena
[CHOBUTE NPEUIOKEHNS HA ydacTHHIMTE. Beuuky neficTBUsS M BpeMEHHOTO KilacupaHe Ha
y4acTHHLMTE ca 1ocoyeHu B [Iporokon Ne 1/29.03.2021

11. Cren mppBOHaYaNHAaTa ONCHKA HA [[EHOBUTE MpeioKeHns, KoMucuaTa npeMuHa
KbM MIpoBeXnaHe Ha (asa ,.EnekTpoHEH THPI”, MOCPeJCTBOM H3IIpalllaHe Ha IOKaHa 3a
€JIEKTPOHCH THPT J0 BCHYKH YYaCTHUIM, Ype3 eJIEKTpoHHATa miatdopma. [lokanarta BKIIro4Ba
- pe3yJITaTa OT IIbPBOHAYATHATA OLiCHKA Ha oepTaTa; IOCOYeHA CTHIIKA 3a IIPOMSIHA Ha IeHara,
a uMeHHO 0.05%. u cpok Ha Enextponnus Tepr ¢ Havansa gara 07.04.20212. 8 00:00:004. u
KpaifHa gara /2.04.20212. B 23:59:00u.

Komucusra npuxmoun padora va 02.04.2021r. B 14:004.

12. Cren HacThIIBaHE Ha KpaifHaTa JaTa mocodeHa B T.11 M IpHKIIOYBaHE HA
EneKTpoHHMA THPr, KOMHCHATA ce c¢bOpa, 3a Ma pasriena KpalHOTO KiacHpaHe. B MeHIo
»EIEKTPOHHA  Thprose”, NOAMEHIO ,HeakTMBHH” ce¢ BH3yaIM3Mpar IPUKIIOYHINTE
eNeKTPOHHH Thprose. Ot Oyrton ,KpaifHo kmacupaHe ce BiK[a KiaCHpPaHETO 110 LEHH OT
EneKTpoHHUS THPI 32 BCHYKH HOMEHKIATYPHH €IHHULIH,

13. KomucusaTa W3BBpIIM HPOBEpKa 338 HATHYMETO HA KJIACHPAHH Ha IEPBO MSCTO
MOBEYE OT €IMH YYaCTHUK CHOOPA3HO NPENTOKEHHTE OT TAX IEHOBH NPEIIOKECHHS H
KOHCTaTHpa, 4¢ He Ca HAJIMLE €AHAKBY LICHOBU NPE/II0KEHNS, ChOTBETHO HAMA KIIACHPaHH Ha
I'BPBO MSICTO HOBEYE OT €IMH y4YacTHHKA M HE Ca HANMIE OCHOBAHHS 3a MPOBEXJAHE HA
KpeOHi.

14. Ha ©Oa3sa Ha 0OsSBEHHTC IEHOBH TIPEUIOKCHHS HA YYACTHULIHUTE H CIEN

M3BbpIIEHATa OIEHKA Ha OoQepTHTe Ha JOIMyCHATHTE IO OIICHKA YYaCTHHIH CHOOPA3HO
kpuTepus ,, HA-HUCKA IIEHA”, KOMUCHSTA YCTAHOBH CIIEIHOTO KJIaCHpaHe:



(0111 AHatomo- Mexaynapoqao  Haumn ma  Mspka  Heo6xomuv  Yuactuumum ~ Eanena  Exnena
Ne  repaneBTHYEH HENAaTEeHTHO NpUJIOKeHHe  /mg, Opoii H 3a f 3a
kox /ATC- HAHMEHOBaHHe tabl., MAPKH Knacupane  equHHma eanHHIa
: xoxn/ ! /INN/ ml./ MspKa | MsApKac
- 6e3 J1JAC JAC
2 L02BB03 Bicalutamide nepopainHa mg 33600 1."ObOHHUKC | 0,009287 @ 0,011144
TBBpAA GAPMA"
EOO/N
2."MEJIEKC" @ 0,009288 0,011146
oo/l
15. Tlpensun ropenznoxenoro, Komucusra npemiara na Be3noxurens 1a ce CKIOUM
JIOTOBOP 32 M3MBJIHMTE] HA OOILIECTBEHA IOPBYUKA C TIpeaMET ,,/JocmasKka JeKapcmeeHu
npooykmu no Obocoodena nosuyus Ne2 3a nyscoume na MBAJI ,,lOnusa Bpescka* — bana
EOOT no Pamkoso cnopasymenue Ne P/J-11-24/18.01.202]2.“ ¢ xiacupaHus Y4acTHHK Ha
I'BPBO MACTO KaKTO CJIC/[BA:
AHaTOoMOoO- MexaynapoaHo Ennena | Exuena
OIl | TepaneBTHYEH HeIIATeHTHO 34 34 YaacTHuk
Ne kox /ATC- HAHMEHOBAHHE ef:::;l:;a 31:;:‘;3 Kaacupax
Ko/ /INN/ 6e3 JUIC TUIC
2 L02BB03 Bicalutamide 0,009287 @ 0,011144  "®BOHUKC | I-Bo MaCTO
OAPMA"
EOOJ
Ilpunoxcenun:
1. TIporokost;

2. Jlexnapanun - 3 (Tpu) 6pos;
3. Llanata oKyMeHTAIMA 110 IPOBEKIaHe Ha OOIeCTBEHATA TIpPhYKA.

KOMUCHUA:

Ipeocedamen: .............».00.......cccoiiiiiiiil.
/ Tooop Anzenoe /

Ynenoge:

[-p ITems ITemposa-Obpepienosal

s

Jara Ha nosydyaBase: L1904, 2001 Juvuthp I'eoprues IuMHTpOB
IIpoxypucm na MBAJI “IOnun

Bpescka— bsina” EOON
3anuyeHa nHpopManysa Ha ocHoBaHue 4i1. 37 ot 3011

BBB Bpb3Ka C WI. 4 1 c/1. ot Permament (EC) 2016/679.






