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OT €HHOCTTa Ha KOMHMCHS, HA3HAYEHa 3a Pa3ryIeXk/1aHe U KIaCMpaHe Ha MoJa/IeHHTe
odepTH 10 npoBe/ieH BbTPELIEH KOHKYPEHTEH n300p 3a onpezensHe Ha u3nbianuTen no [lokana
¢ u3x. Ne 01-00-549 or 12.05.2021 r. ¢ npeamer : ,, 3akynysane na Jlekapcmeenu npooykmiu
om Anamomo-mepanesmuua zpyna B "Kpve u kpveomeopnu opzanu' u Anamomo-
mepanesmuya zpyna L "Anmuneonnacmuunu u umyHomooyaupawiu cpeocmea" no
Pamkoeo cnopazymernue Ne P/[-11-24/18.01.2021 2. 3a nyxaute Ha YMBAJIL ,,Csera
Exarepuna™ EAJ]

L Ha21.05.2021r. 8B 11:30 yaca na agpec: rp. Codus, 6yn.“Tlenqo Cnaseiiko™ 52A,
B crpaaara Ha YMBAJI “Csera Exarepuna™ EAJ] — bonnuuHa anteka , ce cbbpa KomucuaTa ,
HasHaveHa cbe 3anosen PJL — 25 - 27 /21.05.2021r. Ha usnbianuTennus aupekrop Ha YMbAJI
»Csera Exkarepuna™ EAJ] npod. a-p I'. Hauer 3a pasrnexjaHe W KiacupaHe Ha nojajeHuTe
odepTu 1o npoBe/ieH BbTPELIeH KOHKYpeHTeH 300p 3a onpeaensHe Ha unbianuren no Ilokana
c u3x. Ne 01-00-549 or 12.05.2021 r. ¢ npeamer :,, 3akynyeane na Jlekapcmeenu npodykmu om
Anamomo-mepanesmuua cpyna B "Kpwve u kpveomeopnu opzanu' u Anamomo-mepanesmuua
epyna L "Aumuneonnacmuunu u umynomooyaupaniu cpeocmea’ 1o PamMkoBo cropasymeHue
Ne PJI-11-24/18.01.2021 r. 3a O6ocodena noszuuuss Ne 2 3a nyxaure Ha YMBAIJl ,,Csera
Exarepuna® EAJ], B cbeTas :

Ilpeacenaren:

mar.¢apm. Huna [TbpBaHoBa — ynpasuren bonnnyna anteka

Yaenose:

1. Hukonaii [TenueB — maructobp papmauesr bonHuuna anrexa

2. Nuana ['pbHuaposa — ri1. ekcnept oraen , [T

Komucusita ce cbbpa 1 3anouHa nbpBUAT eran oT cBoaTa pabora Ha 21.05.2021r. B 11:30
yaca. Ha 3aceaHneTo npucbeTBaxa BCHYKHM YJIEHOBE HA KOMUCHATA.

[Ipean 1a NpUCTBIKM KbM pasriiekaHeTO Ha NOCThIWINTE OPEePTH KOMUCHATA CE 3ar03Ha
¢ u3nbanuTenure no Pamkoso cnopazymenue Ne PJ1-11-24/18.01.2021r. u cnucbKa ¢ noJajieHUTE
eNeKTpoHHH oepTH.

JlekapcTBeHMTE MNPOAYKTH, BKIIOYEHHW B HACTOAIIATA M[poUEaypa [0 BbTpellEeH
KOHKypeHTeH u300p, no O6ocobena nosuumns Ne 2 ca cnegHure:

Ne | OIl AHaToMo- MexaynapoaHo | @opma  Ha | Mapka/mg, | [Iporuossio | MKb
1no TeparneBTHYEH HEMaTeHTHO npunoxenue | tabl.,ml/ | konnuecTBo
pen kon /ATC- HaUMEHOBaHHE no PC
Ko/ /INN/

1 2 LO4AA06 M:ycophenollc nepopanHa mg 1430000 ChbIl.

acid TBbPAA Py
2 2 LO4AAI1S8 Everolimus nepopanta mg ChbIJL.

2145
TBbpA Py




3 2 L04ADO02 Tacrolimus nepopanHa mg CBIJI.
960
TBbLPAA PY

UsieHoBETE HA KOMUCHATA NOANKcaxa aexnapauus no wi.97, an.2 u w51, an.8-10 m 13 or
[1T130I1, BbB Bpb3ka ¢ un.103, an.2 ot 3011
EnexrponHo noaanenure odeptd ca HaauuyHM B MeHIO “odepTH” Ha oOuiecTBeHara
NOopbYKa M CTABAT BUAMMH 33 KOMUCHSAITA CJle/l U3THYAHE HA CPOKa 3a nojlyyaBaHe Ha odeprure.
Cucremara aBTOMAaTHYHO T'M MOJPEXK/ia Mo JaTta M yac Ha nocrbnsaHe. B onpejenenus cpok ca
noctbiuiau 4 / yerupu / 6pos odepry, KakTo ciesa:
1. Yuacruuk: "CO®APMA TPEHJUHI" AJI, opepra ¢ Bx. Ne 012440/12.05.2021,
noaanena B 18:22 u.
2. Yuacrnuk: "AJITA ®APMACIOTHKBJIC" EOO/J, odepra ¢ Bx. Ne
013052/17.05.2021, noxanena B 10:57 u.
3. VYuacruuk: "MEJIEKC" OO/, opepra ¢ Bx. Ne 013138/17.05.2021, nopanena B
12:54 4.
4. Yuacruuk: "@bOHUKC ®APMA" EOO/L, opepra ¢ Bx. Ne 013637/17.05.2021,
noaajena B 12:54 4.

[pencenarensT Ha KOMUCHATA CE YBEPH , Y€ BCUUKH YJIEHOBE HA KOMUCHATA UMAT OTJIHYEH
nOCThIl U BUAMMOCT KbM CHucremara 3a €lEeKTPOHHO Bb3jlaraHe Ha OOWIECTBEHH MOPbUYKH
/CEBOIL/.

[lpeacenarensT Ha KOMMCHATA OTBOPU MOCTBIMIMTE OQEPTH OT YYACTHULIUTE upes3
EnexkrpoHHara cucteMa M YCTAaHOBH, Y€ BbB BCAKA OT TAX MMa TPUTE (POPMH, KOUTO CE reHepupar
ot EnekrponHara cucrema, a MMEHHO:

- 3asBiieHue 3a yyacTue

- Texnuuecko npeujioxeHue

- llpegnaranu ueHOBH napameTpu

Komucusta npeMuHa KbM pasriie1aHe 1o ChLIECTBO HA ChAbPKAHUETO Ha Npe/ICTaBeHaTa
uH(OpMaLMs U NPEACTABEHUTE JOKYMEHTH OT yYaCTHULMTE 110 PE/la Ha MOCThIIBAHETO MM.

1. [1o otHowenHe Ha ofepra Ha yuacthuka "CODAPMA TPEUJIMHI™ A1, odepra
¢ BXx. Noe 012440/12.05.2021, nopaneHa B 18:22 u., KOMUCHsITA KOHCTATUPA, Y€ B 3asBJICHHETO 3a
yuacrtue He e npuioxed EEJIOIT.

[IpeaBua ropeusnokeHOT0 KOMMCHATA el Jla M3MCKa Ype3 eJIeKTpPOHHATa cHcTema
npeacTaBsiHeTo Ha aurcsauwara uHdopmauus or ,CODAPMA TPEUJIUHI AJl. Tlpensun
CPOKOBETE 3a OTBAPSHE HA LEHOBMTE NPEUIOKEHHWS HA y4YaCTHMKA C€ OKasza, Ye cjiejiBa Ja
npejcraBu uckaHata uHdopmauus HezadbasHo. Cres npeicraBsHE OT y4acTHMKA HA MCKaHaTa
uHdopMaLns U JOKYMEHTH, Ype3 eJIeKTPOHHATA CHCTeMa, KOMMCHATA MpPOAb/KKH paborara cH.
OTHOCHO CHOTBETCTBHETO KbM JIMMHOTO ChCTOSIHUE HA yYACTHUKA, KOMHUCHATA YCTAHOBHM , Y€ ca
npejacTaBeHH HeoOXOAMMHUTE [OKYMEHTH, MOpajaM KOETO EAMHOAYLIHO pelid Ja J0IyCcHe
yyactiuka ,,COOAPMA TPEMIUHI AJ] 10 pa3riexkaaHe Ha TEXHMYECKOTO NpPeLIOKEHHE.

TexHHUYECKOTO MpeioKeHne Ha y4aCcTHUKA € ChIVIACHO eleKTpoHHaTa (JopMa , 3a BCHYKH
NIEKApCTBEHHW MPOAYKTH, 3@ KOMTO € u3nbinuten no Pamkoso cnopasymenue No PJI-11-
24/18.01.2021 r., ¢ MPWJIOKEHH M3UCKYEMM JOKYMEHTH 3a BCSKA HOMEHKJATypa/leKapcTBEH
NPOAYKT, KOUTO OTrOBapsAT HA U3UCKBAHHUATA.

Komucusita ponycka ydyacthuka "CODAPMA TPEMJIMHI™ AJl  no orsapsHe Ha
[peJiaraHi LIeHOBH MapamMeTpy 3a BPEMEHHO KJIaCHMPAHE J10 NMPOBEK/aHE HA €JIEKTPOHEH ThPT.



Z [To orHowenue Ha odepra Ha yuactHuka "AJITA ®APMACIOTUKBIIC" EOOJ]
, opepra c Bx. Ne O13052/17.05.2021, nopanena B 10:57 4., € mbjiHa U ChABPIKA BCHYKH
HEO0OXOMMHU JIOKYMEHTH U HHOpMaLHs.

TexHHYECKOTO MpeiioKeHHe Ha yHaCTHUKA € ChIIACHO eJIEKTPOHHATa (JopMa , 32 BCUUKH
JieKapcTBeHW MpPOJAYKTH, 3a KOMTO € u3mbiHuten 1o PamkoBo crnopasymenwe Ne PJI-11-
24/18.01.2021 r., ¢ NPUIOKEHH M3MCKYeMH [OKYMEHTH 3a BCSIKA HOMEHK/IATypa/JieKapcTBEH
MPOAYKT, KOUTO OTrOBAPAT Ha U3UCKBAHMATA.

Komucusara gonycka yyactiuka "AJITA ®APMACIOTUKBJIC" EOO/I 1o orBapsHe Ha
npejyiaraHi LeHOBU NapaMeTpH 3a BPEMEHHO KJlacUpaHe /10 NPOBEX1aHe Ha €JIEKTPOHEH Thpr.

3 [lo orHowenune Ha odepra Ha ydactHuka "MEJIEKC" OO]l , odepra ¢ Bx. Ne
013138/17.05.2021, nopanexa B 12:54 u., e nbJiHa U ChABPIKA BCHUYKH HEOOXOAUMH JOKYMEHTH H
nudopmanms.

TexHHYeCKOTO NpeiioKeHHe Ha yHaCTHUKA € ChIUIACHO eIeKTPOHHATa (hopMma , 38 BCHYKH
NIEKApCTBEHW MPOJYKTH, 3a KOMTO € M3mbjiHuTen 1o Pamkoso cnopasymenuwe Ne PJI-11-
24/18.01.2021 r., ¢ npuIOKEHH MU3UCKYEMM JOKYMEHTHM 3a BCAKA HOMEHK/IATypa/lleKapCTBEH
NPOYKT, KOUTO OTTOBAPAT HA U3MCKBAHMATA.

Komucusra nonycka yyactuuka "MEJIEKC" OOJ1 1o orBapsHe Ha npejuiaraHd LEHOBH
fapaMeTpH 3a BpeMeHHO KJIaCHpaHe J10 MPOBEeXk1aHe Ha eIeKTPOHEH Thpr.

4. [1o orHowenue Ha opepra Ha yyactHuKa "®bOHUKC ®APMA" EOO/I, odepra
¢ BX. Ne 013637/17.05.2021, nonanena B 12:54 4., € nbjiHa U CbABPAKA BCHYKH HEODOXOAMMHM
JIOKYMEHTH 1 MHpOpMaLHs.

TexHHUYECKOTO Mpe/UIoKeHNe Ha YHaCTHUKA € ChIUIACHO eleKTpoHHaTa hopMma , 3a BCHYKH
JIEKAPCTBEHU MPOAYKTH, 32 KOMTO € u3nbiHuten no PamkoBo crnopasymenne Ne PJI-11-
24/18.01.2021 r., ¢ NPUIOKEHH M3UCKYEeMH [OKYMEHTH 3a BCSIKa HOMEHK/IATypa/JieKapcTBeH
MPOAYKT, KOHUTO OTrOBapsT Ha U3UCKBAHUATA.

Komucusita jonycka yuactiuka "®ObOHMUKC ®APMA" EOOJl no orBapsHe Ha
npeajaraHy LeHOBU NapaMeTpy 3a BDEMEHHO KIIaCUPAHE 10 MPOBEK/IaHe Ha eJIEKTPOHEH Thpr.

Ha 21.05.2021r. cnen 15:00 yaca B cwhorBercrBue ¢ Ilokana ¢ u3x. Ne 01-00-549 ot
12.05.2021 r. KOMUCHsITA U3BBPILUH ACHCTBUA 10 OTBAPAHE H OLEHKA HA LIEHOBHUTE NPEJUI0KEHHS
Ha JOMYyCHATHTE [0 TO3W €Tan YYacTHULM, KaTO NPUCTBIIM KbM OTBAPAHE HA LEHOBHTE
NpeUIoKEeHHs HA YYaCTHULUMTE B oMeHio ,,OTBapsiHe Ha LeHOBUTE odepTH*.

CucremaTta aBTOMaTMYHO MO3MLMOHMPA YYACTHULMTE C MPEIJIOKEHUTE OT TAX LEHH H

HAMEpH CIICJHUTE LICHOBH MPE/UIOKEHHS:
. "CO®APMA TPEUIUHI™ AL

HayuH Ha 3abenex Ep.ueHabes  Eg.ueHac
ATC INN 1 ) gnunoeune ! M «a M v xagCTawcg
L04AAO6 Mycophenolicacid nepopanHaTsspsa ~ mg  Banwpew  0,002641  0,003169
LO4AA18 Everolimus nepopanHa 18bpaa mg BanugeH 10,355556 12,426667 ,

2. "AJITA ®PAPMACIOTHUKBJIC" EOOJ]

HauuH Ha 3abenex Ep.ueHa 6e3 Ep.ueHac
NpUNOKEeHUe g Ka g Mspka g Craryc g nac g jayile g

LO4AD02 Tacrolimus nepopanHa Tebpaa mg Banupen  1,554444 1,865333 |



3. "MEJEKC" OO]{
HauuH Ha En.ueHa Ep.ueHac
[+] puUnoXeHue b

HauuH Ha 3abenex Ep.ueHabes Ep.ueHac

npunomeuue ﬂua ﬂMapuaﬂCtawcﬂ oac ﬂ
6 My 2nolicacid nepopanHaTtebpaa g  Banvgen 0002640
LO4AA18 Everolimus nepopanHarebpaa Mg ____BanugeH  10,351333
LO4ADO2. Tacrolimus ~ nepopanHaTtembpaa mg  Banupew 1,5542232

Cucremara aBTOMaTHYHO KjlacMpa BbB Bb3XOIALll pejl LEHOBHUTE MPEAJIOKEHHA , KATO Ha
MbPBO MACTO KJlaCHpa YHACTHHKA MPe 10 HII Hall-HUCKA LIeHa, KAKTO clie/Ba:

Ep ueHa | Ep uena
AHaTtomo- MexayHapoaHo Hauuu va| Mspka 3a6oAiant Heobxo Knacupane 3a 3a
TepanesTUYeH HenaTeHTHO npunoxe| /mg, = AUM Vi iti eAvHUuaA | eaMHMUa
kop /ATC-koa/| HaumenosaHue [INN/ Hue |[tabl, ml./ 6poii MApKa | mApKa c
MAPKKU 6es AAC| pAAc
1."®bOHUKC
DAPMA"
. nepopant EOOA 0,002640 | 0,003168
LO4AADB Mycophenolic acid i mg 1430000 2."COOAPMA | 0,002641 | 0,003160
TPEAAMHI™
Al
1."®bOHUKC
DAPMA"
£oof,
HEgiBtR 2."ANTA 10,351333 | 12,421600
LO4AA18 Everolimus i mg 2145 |®APMACIOTH | 10,355555 | 12,426666
KBNC" EOOA | 10,355556 | 12,426667
3."CODAPMA
TPERAMHMTM
AL
1."®bOHUKC
DAPMA"
EPO'U' 1,554222 | 1,865066
LO4ADO2 Tacrolimus Mepopant | e 960 ZIATA 1 ccaaan | 1,865333
R IENRA OAPMACIOM | ccanas | 1,865334
KbAC" EOOA
3."ME[EKC"
oof

Komucusita pasriena AeTailiHO LIEHOBHUTE NPEANOKEHMs HA YYACTHHLMTE , CbIJIACHO
u30paHusl KpUTEPHii 3a Bb3jaraHe Halfi-HMCKa LieHa, NPU KOETO KOHCTATHpa, Y€ MpeuioyKeHuTe
LlEHH HE HaJBMIIABAT MAKCUMAHUTE LIEHH , C KOMTO ca u30paHu 3a u3nmbjHUTENM NO PaMKOBO
criopazymenne Ne PJ1-11-24/18.01.2021 r. u ca B CbOTBETCTBHE C M3UCKBAHUATA HA 4.3, an.2 U
ya. 10, 1.1 or PamkoBoTO criopasymeHHe.

C orjen Ha ropedsioKEHOTO KOMUCHATA JONycKa BCHMYKM odeprd 3a yuyacTue B
€JIEKTPOHEH THPT.

Ha 16.06.2021r. B npoctpaHcTBoTo Ha EnexrponHara cucrema , B MeHio ,,IIpoueaypu™ or
nojAMeHio ,,M3nparu nokaHa 3a eJeKTPOHEH ThPr KOMHUCHATA NPUCTBIIM KbM M3IpallaHe Ha



MOKAHHM 10 BCHMYKM YYyacTHULM. ENEKTPOHHUAT ThPr no3ponspa opeprure Ja ObaaT KjiacupaHu
ype3 eJIEKTPOHHATa CMCTEMa, 4Ype3 METOAM 332 aBTOMATHYHO OLEHSBAaHE Ha MpEeACTaBeHWTE B
opeprure, HOBU MO — HUCKM leHH. [TokaHuTe ca aBTOMATMYHO rEHEPUPAHU NOKYMEHTH B
€JNIEKTPOHHATA CUCTEMA M ChAbPIKAT MHAOPMALIUA 3a Ppe3yaTaThT OT IbPBOHAYA/IHATA OLIEHKA HA
BCsika odepra, pejl 3a CBbp3BaHE KbM €JIEKTPOHHOTO 00Opy/BaHe, jara M 4Yac 3a Havyalo Ha
€JIEKTPOHHMS THPI, CTHIKA 3a MPOMsAHA Ha LIEHATA Ha €Tal eJIeKTPOHEH Thpr.

Komucusita, cbobpasio pasnopendarta Ha 4i.90, an.8 or 30II, nocoun narta u 4ac Ha
eAEKTPOHHUA THPT ¢ Hayao 16.06.2021r. 09:37 yaca n kpaii 17.06.2021r. 08:32 yaca. Komucusra
MOCO4YM B [MOKAHATA CThIIKA 3a npomsHa Ha ueHata ot 0,05%.

Ha 17.06.2021r. (cnea u3ruuane Ha KpaHUs CPOK 3a MNPOBEKAAHE HA €EKTPOHHUA TBPr),
KOMHCHATa OTBOPU (nocpeiacTBoM OyToHa KjacupaHe) KpalHOTO KjlaCHMpaHe, W3BbPIUEHO OT
eJIEKTPOHHATA CUCTEMA U CE 3aM03Ha C UEHUTE HAa YYACTHULIMTE, MPEJIOKEHHU B eTall eJICKTPOHEH
ThPI.

Kiacupanero ciiejl poBeJieH eJIeKTPOHEH ThpI € KaKTo ClIe/iBa:

PedepeH
AHaTomo TH Ha | E a
" MempayHapoavo| Hauuu | Mapka . Heobxo EA ue AR
Tepanest 3abe|cToiHOCT 3a 3a
HenaTeHTHO Ha /mg, Aum
uyeH nexk| 3al6p KnacupaHe YyactHMuM | eaMHMUE |egUHKLE
HaumeHOBaHuWe | npunox | tabl., 6poit
Kop /ATC a MApKa MApPKa | MApKa c
JINN/ eHue ml./ MAPKU
Koa/ CbrAacHo 6es AAC| pAAcC
nnc
.| nepopan 1."®bOHWUKC ®APMA" EOOL | 0,002640 | 0,003168
LO4AADG M 14 -
yeophenolicadldl . el ™8 0,003170 | 1430000 |, - yapma TPEMAMHI™ AL 0,002641 | 0,003169
o DAPMA"E
- e 0o s
L04AA18 | Everolimus | ™ TFprpAa mg 12,426667| 2145 | o 10,355555 | 12,426666
o 10,355 ,4
3."CO®APMA TPEMOUHIM AL i b
.n m "
nepopan ;"::'?AHS::M;::E? H::J?;Zu 1345 | Lol
L04ADO2 | Tacrolimus | * rpa;ga mg 1865334 | 960 | coor 1,553667 | 1,864400
' 1 ,864402
3,"ME[EKC" 004 553668 | 1,8

Ha ocnoBanue 4172 , an.6 or 3011 komucusTa M3BBPLIK MPOBEPKA 338 HAIHYMETO HA
LIEHOBO MpejjioXkeHue ¢ noseue ot 20 Ha €TO MO — GJArONPUATHO OT CPEeHATa CTOMHOCT HA
OCTAHAJIMTE YYACTHULM 3@ BCEKM €JMH OT JIEKApPCTBEHMTE NPOAYKTH [OOTIAEIHO, MPH KOETO
KOHCTaTHpa, Ye HsAMa Takasa odepra.

Bb3 ocHOBa Ha TrOpHOTO KOMMCHATA Mpeajara Ha Bb3noxkurens jpa onpeaenu 3a
M3IbJHUTENM 10 Nopbuka ¢ npeaMer ""3axynyeane Jlekapcmeenu npodykmu om Anamomo-
mepanesmuua zpyna B "Kpve u kpveomeopnu opzanu" u Anamomo-mepanesmuua zpyna L
"AnumuneonnacmuyHu U UMyHoMoOyaupawu cpeocmea" no Pamkogo cnopasymenue Ne PJ]-
11-24/18.01.2021 2. 3a O6ocobena nosuuuss Ne 2 3a nyxaure na YMBAJL ,,Cpera Exarepuna‘
EA]JI, knacupaHuTe Ha bPBO MACTO YYACTHHLIK:



PedepeHtH
MexayHapoaHo Msapka a croliHocT cALIEHB||EA eHa
AHnaromo- 3abe 3a 3a
HenaTeHTHO Hauun Ha | /mg, 3a16p |Heobxogum
TEpanesTMYeH NEemK KnacupaHe Y4acTHMUM | eAMHMUA | eAMHHUA
HauMEHOBaHWe |npunoMmenue| tabl., mApKa |Gpoi mApKK
Kop /ATC-kopn/ /INN/ N B8 | e MApKa | MApKac
C e
e 6Ges AN pilil
2 PMA" EOO ,002640 | 0,
LO4AAOS | Mycophenolicacid | "P P | mg qoosiio | idsocen | L @BOHMRCRAPMAZEOOH. | 0.0 H033Ea
TBbpAA
» 1333 | 12,42
LO4AATS s nepopanxa i 12,426667 2185 1."®ObOHUKC PAPMA" EOOL | 10,351333 1600
T8bLPAS
OSADO2 Tacrollrmiss neTzz::'l:a 5 1,865334 &5 1."ObOHUKC PAPMA” EOO[, | 1,553445 | 1,864134

C onucaHuTe 10 — rope AeHCTBHSA NPUKIIH*

HacTosiiuus npoToKoJI Ce Che /% 8 /f\/
J Uft/

IIpeacenarein:
mar. (papm. Huna [IbpBanoBa —

Ynenose:
1. Hukonaii [lenueB — MmarucTobp ¢

2. Jlnana ' pbHuapoBa — I'il. eKcrep
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