MNPOTOKOJI

OT JICTHOCTTA Ha KOMHUCHATA, Ha3HaueHa chbC 3anoBe Ne 3-465 ot 27.10.2020r. 3a pasriexaase,
OLICHSIBAHE U KJIACHpaHe Ha MOJaIeHUTe o(pepTH 3a ydacTre B IpOIeaypa M0 BhTPEIICH
KOHKYpPEHTEH M300p 3a onpeneisHa Ha u3mbanuTen mo [Tokana n3x.Nel1122/16.10.2020r. ¢
npeaMer: JlocTaBka Ha JeKapcTBeHH NPoAyKTH o PamkoBo ciopazymenune NePJI-11-
270/22.06.2020r. 3a ny:;xkaute Ha MBAJI " JI-p Cramen UameB" A/l, rp.MoHTaHa, u3npareHa
ype3 enekTpoHHaTa cucreMa Ha M3 ¢ M. Nel36 xaro IIpouenypa Ne571, B cberas:
Ipencenaren: 1. 3amvena ungpopmayun
Yiienone: 2. 6v6 6pv3ka cve 3311

3. u Peanamenm (EC) 2016/679

Ha 27.10.2020r. B 13:00 yaca, chriiacHO ropernocodeHaTa 3amnoBe]i, KOMUCHATA ce ChOpa 3a J1a OTBOPH
nojiaicHuTe OPepTH B €NIEKTPOHHATAa cucTeMa (TuiaTdopmMa) 3a 3aKkylyBaHe Ha JICKAPCTBEHU MPOJYKTH 32
HY>KJIATE Ha JICUeOHUTE 3aBeficHus Ha M3.

Ha ocnoBanue un.51, an.8 ot III30Il, nazHaueHata KOMHUCHS IeKiIapupa 4pe3 AeKIapaius
00CTOATEICTBAaTa B ChOTBETCTBUE C HOPMATUBHUTE pa3nopeiou.

[TonydeHu ca ciieAHUTE NPEAJIOAKEHHUS 110 POLeypaTa 10 BbTPELIeH KOHKYPEHTEH 1300p:
Homep JlaTa Ha nogaBaHe PamkoBo Ne on HaumeHoBaHUe Ha y4acTHHKA
01849 26/10/2020 16:07 PI-11-270 1 "ObOHUKC ®APMA" EOO/]
01838 22/10/2020 13:42 PI-11-270 1 "MEJEKC" OO/
O1811 16/10/2020 15:30 PI-11-270 1 "CO®APMA TPEUJIUHI™" Al
01807 16/10/2020 14:58 PI-11-270 1 ®apmuet EAJ]

[To pena Ha moaBane, ohepTuTe Os1Xa OTBOPEHU OT MpeJIceaTeNsIT Ha KOMHUCUATA. Beruku odeptu
MOJTyYeHH Mpe3 TaTdhopMaTa ChIbpKaT: 3asBlIeHUE 3a yyacTre, TexHuuecko npeatoxkenue u [Ipenmaranu
LICHOBU MapaMeTpH.

Komucusita mpeMruHa KbM pasriekaaHe Ha Ipe/ICTaBeHaTa HPOPMAIHs U IOKyMEHTH OT
y4JacTHULIUTE. BCUUKM ydacTHUIM ca MPEACTABUIM 3asBICHUE 32 YYACTHE, TEXHUUECKOTO MPEAJIOKEHUE €
CHIIIACHO M3UCKBAHUATA, C MPWIOKECHN JOKYMEHTH U MPEAJIOKEHUATA OTTOBAPAT HA YCIOBUATA 32 YUACTHE B
nporeaypara. Komucusra nomycka ¥ 4eTHpuMaTa Y9acTHHUIM O OTBAapSHE HA MpeIaraHy IEHOBH
MapaMeTpH.

Ha 03.11.2020r., koMucHusTa, B IBJICH ChCTAB, CE CHOPA 3a 1a OTBOPH IICHOBUTE MPEIJIOKCHIS HA
yaactHumTe. [IpencenaTensaT Ha KOMUCHATA OTBOPH IICHOBHUTE MPEUIOKEHUS HA YYACTHUIINTE B
Enexrponnara cucrema. [IpennoxeHusiTa Ha Y4aCTHUIIUTE OTTOBAPAT HA N3UCKBAHUATA M KOMUCHUSITA
JIOITyCKa BCUYKH O(EPTH JI0 KIIaCUPAHE.

BpeMeHHOTO KIlacupaHe € CIEAHOTO:

06. Ma PedepeHT
Ha
- pKka
no AHaTomo: MexayHapogH HaunH e 3ab crolnocT MG En ueHa 3a En ueHa 3a
3u TepanesTn 0 HenaTeHTHO Ha en " eAnHMuLa eAnHMuLa
, MKB 3a16p. m 6poit YyacTHULM
um YeH Kog, HaumeHoBaHue npunox | ex — R mApKa 6e3 MApKa ¢
'\;:o /ATC-koa/ /INN/ eHve ; Ka CbracHo aac aac
e il nnc
Erythropoieti HabeHT corn 1."MELEKC" 00/, 0,006893 | 0,008272
1 BO3XA01 n(Epoetin e gnHa U Py " | 0,008380 | 4560000 2."CODAPMA TPENANHI AL, 0,006896 | 0,008275
zeta) P 3."®bOHUNKC ®APMA" EOO/ 0,006975 | 0,008370
Darbepoetin napeHt | mc CbrA. 1."COGAPMA TPEMONHI" ALl 2,388128 | 2,865754
1 BO3XA02 2,868622 2000
alfa epanHa | g Py ’ 2."MEOEKC" 00/, 2,388333 2,866000




Dexamethaso | napeHT Cbr. 1."CO®APMA TPEMONHT" ALl 0,070934 | 0,085121
1| HO2ABO2 | epanva | M8 py | %196260 | 52800 2."®bOHUKC ®APMA" EOOJ, | 0,071149 | 0,085379
Immunoglobu 50
lins, normal 1.dapmHeTt EAL, 0,042400 | 0,050880
1 | J06BA02 | human, for NapenT | g ;“g ;;r“' 0,055530 | 180000 | 1."®bOHMKC GAPMA" EOOZ | 0,042400 | 0,050880
intravascular | P33 Im 2."COGAPMA TPEMIMHI™ ALl | 0,042402 | 0,050882
adm.
KommcusiTa peru eneKTpoHHMS THPT 1a ObIe TPOBEIEH KaKTO CIICaBa:
- Hauganna mara —09.11.2020r., 09:00 4aca;
- Kpaitna nata — 12.11.2020r., 16:00 vaca;
- Crpnka 3a npomsiaa Ha 1ierata — 0,05%.
Ha 04.11.2020r., npenceaarensaT Ha KOMUCHATA Ype3 EIEKTPOHHATA CUCTEMA, U3IIPATH 10
yuactHuIUTE [TokaHa 3a MpoBeXAaHe Ha €IEKTPOHEH ThPT 1o peAa Ha 4in.90, an.5-12 ot 3011, B kosTO
ITOCOYX HAYAJIOTO U Kpas Ha Thpra, KaKTO M CTHITKATa 3a MPOMSHA.
Ha 16.11.2020r. koMucHsiTa B ITBJICH ChCTaB CE CHhOpa 3a J1a MPOABIDKH padoTaTa CH.
Kiracupanero cieq mpuKIIIOUYBaHe HA €JICKTPOHHUS THPT € CIICTHOTO:
06 To3HIA AHaTOMO- MesxnyHapoaHo Ejﬂﬁ:[]:;;a En nena 3a
Ne TEPAIICBTUYCH HEMNMAaTCHTHO HAUMEHOBAaHUC y‘IaCTHI/IIII/I MsIpKa 6e3 CeAnHHnILIa
kox /ATC-kon/ /INN/ msipka ¢ JJJIC
pIoi(@
- .| L"MEJEKC" OO 0,006893 0,008272
1 BO3XA01 ferfat)h“’pme“n(Epoetm 2."CODAPMA TPEMIUHT" AJl | 0.006896 | 0.008275
3."®bOHUKC ®APMA" EOO/] 0,006975 0,008370
. 1."CODAPMA TPEﬁﬂHHF" Al 2,388128 2,865754
! BO3XA02 | Darbepoctin alfa 2 "MEJIEKC" OO] 2388333 | 2.866000
1."CO®APMA TPEUJIMHI" Al | 0,070934 0,085121
! HO2AB02 | Dexamethasone 2."OHOHUKC ®APMA" EOOJl | 0,071149 | 0,085379
Immunoglobulins, 1.®apmuer EAJ] 0,042400 0,050880
1 JO6BAO2 normal human, for 1."®bOHUKC @APMA" EOO[ 0,042400 0,050880
intravascular adm. 2."CO®APMA TPEUJUHI™" AJ] 0,042402 0,050882

KoMucusita HanipaBu CbOTBETHUTE U3YHMCIICHUS 3a IPEATIOKEHMS ¢ moBeue oT 20% 1o-
6HaFOHpI/I}ITHI/I OT CpcaHaTa CTOMHOCT Ha NpEAJIOKCHUATA HA OCTAHAJIUTC YYACTHUIIU U YCTAHOBH,
Yye TaKMBa HSAMa M HE CE HaJlara Jia MpujIoKu pasnopendara Ha wi.72, an.1 ot 30I1.

3a menukameHnT JO6BA02-Immunoglobulins, normal human, for intravascular adm uma
KJIACUPAHU J[BaMa YYaCTHHUKA HA IBPBO MSCTO C €HAKBA MPEUI0KECHA Hall-HICKA IIeHa, KOETO
Hajara npoBeXAaHeTo Ha myosnyeH xpebuii. Komucusta pemu ga ro nposene Ha 19.11.2020r. B
8:00 yaca, 3a KoeTo J1a MyOJIuKyBa ChOOIIEHHE Ha MHTEPHET CTpaHULaTa Ha Bb3noxurens B
[Tpodun Ha KymyBaya.

Ha 19.11.2020r., B 8:00 uaca, B bJICH ChCTaB KOMHUCHSITA C€ ChOpa Ha 3acellaHue 3a
nmpoBexaane Ha myonmueH xpeduii. C mucmo 1227/16.11.2020r., myOIMKyBaHO B CHITHUS JICH B
[Tpoduna Ha KymyBada, ygacTHUIIMTE Osixa HHOOPMUPAHU 32 IPEBEKAAHETO HA MMyOJIUIHUS
xpeOuil. Ha 3acemanneTo Ha KOMHUCHSITA HE IPUCHCTBAXA YUACTHUIU WIIM TEXHU YITIHOMOIICHU
MIPEICTaBUTEIIH.

[IpencenatensT Ha KOMHCHATA IPUCTHIIN KbM MPOBEKIaHE Ha *KpeOus. 3a N3IIBJIHUTEN Oere
n36pan "ObOHUKC ®APMA" EOO/I.




Crnen npoBesieHUs €IEKTPOHEH THPT U MyOJIUYEH KpeOuil, KoMHCcHUATa IIpejara Ha
Bu3noxkurens na onpeaeny 3a U3MIBIHATEIN HAa OOIIECTBEHATA MOPHYKA YUACTHUIIUTE KIACHPAHU
Ha TbPBO MSCTO, KaKTO ClIe/Ba:

Amnaromo- M En nena 3a En nena 3a
O0.mo3unus | TepaneBTHYCH CACIYHAPOZHO €JIMHMIIA €JIMHHIIA
N HEIMaTEHTHO HAUMCHOBAaHHUEC y'-IaCTHPILlI/I
o xon /ATC- /INN/ MspKa 6e3 MsIpKa ¢
Kox/ HAC AAC
1 BO3XA01 fg’at)hmpme““(Epoe“n "MEJIEKC" OO/ 0.006893 | 0,008272
1 B03XA02 | Darbepoetin alfa "CO®APMA TPEMIVHI" ALl 2,388128 | 2,865754
1 HO02ABO02 | Dexamethasone "CO®APMA TPEMIHI™" Al 0,070934 | 0,085121
Immunoglobulins,
1 JO6BA02 | normal human, for "®bOHUKC ®PAPMA" EOO]] 0,042400 | 0,050880
intravascular adm.

KOMUCHUA: IIpencenares: 1. 3anuuena ungpopmayus
YieHose: 2. 6v6 6pw3ka cve 331

3. u Peanamenm (EC) 2016/679

IHOJIYYNJI:
- [TIPOTOKOJI ot pasriaexaaHeTo U KiacupaHeTo Ha odepTure;
- HJOKYMEHTALUSATA BBB Bpb3Ka ¢ 00IIeCTBEHATa TOPHUKA;

JATA: 23.11.2020

YTBBPX/[ABAM!

BB3JIOXKUTEJIL: 3anuuena ungopmayus éve 6pwsxa coc
33J1]] u Pecnamenm (EC) 2016/679
N3ITBJHUTEJEH JTUPEKTOP
MBAJI J1-P CTAMEH UWJIHNEB AJl
I'P. MOHTAHA



