YTBRBPAKA : 3anuqena unopmayus 6v6 6pvaxa coc 3377 u
Peenamenm (EC) 2016/679

U3ITBITHUTEJIEH JMPEKTOP MBAJT

CBETA IIETKA AATP. BUJIVH

HHPOTOKOJI
OT JeHMHOCTTa Ha KOMMCUATA, HasHadeHa cbe 3armoed Ne PI{-00-1757 ot 28.05.2021r. va Usnensurenans
mapexrop Ha MBAJL ,,Ceera [Tetka™ A/Jl, 3a pasrnexnane, OLCHIBAHE ¥ KIIACHpaHe Ha OAaNeHuTe odepTH 3a
V4acTHe B MPOoLeNypa 1o BETpeIlleH KOHKYPEHTeH H300p 3a onpenesHe Ha u3nenauTen rno [Toxana uszx. Ne
PJ-00-1636/14.05.2021r. c mpeamer: /focTaBka HA JeKapCTBEHH NIPOAYKTH Ho PAMKOBO
coopasymenne NeP/1-11-102/25.02.2021r. 32 nyxgure Ha MBAJI ,,Csera Herxa' AJl,
rp.Bunms, mnpatena gpes enexrponnara cucteMa Ha M3 u my0nukysana Ilponeaypa Ne 3057, B ¢herTas:

Ilpeoceoamen: 1. 3amuuena undpopmanus

Ynenose: 2. Bws Bpb3xa,che 33
3.n PernamenT(EC) 2016/679
Ha 28.05.2021Ir. B 15:00 9aca, cHINIACHO TOperiocOYEHATa 3allOBE], KOMHCHATA c€ ChOpa 3a Ja OTBOpU

nogafeHuTe opepTH B €NeKTPOHHATA cucTeMa (mardopMa) 3a 3aKyMyBaHe Ha JIEKapCTBEHM MPOMYKTH 3a
HYKIHTE Ha JleueOHuTe 3apeNeHus Ha M3.

Ha ocnosamme 4151, an8 or IIMI3OII, wasnaueHaTa KOMMCHS JeKjapupa dpes AeKaapaLis
06CTOsATENCTBATA B CHOTBETCTBUE C HOPMATHBHHTE PasnopesOu.

Tonmyuenn ca cieqHUTe NPeyIoKEHAS 110 NPOLEIYPaTa 0 BETPEIeH KOHKYpeHTeH u3bop:

013972 25-05-2021 14:15 PI-11-102 07 25.02.2021 1. 1 "COJIOME" ECOX

013917 25-05-2021 11:07 P-11-102 o1 25.02.2021 1. : 1  "BEPAVH MEJHVKAIT" EOOJ,
o1 3449 : 19-05-2021 14:39 PI-11-102 o1 25.02.2021 r. . - "@APKOI" AR

013162 17-05-2021 13:24 PH-11-102 07 25.02.2021 r, 1 . "MEJEKC" OO,

013065 17-05-2021 11:20 PJ1-11-102 07 25.02.2021 r. 1 : ‘;'I"EPé ‘C‘i)‘;‘&PMAI_{I/iH" .EvOOFI[

012544 14-05-2021 16:05 . PA-11-102 0725.02.2021 r. ! "CODAPMA TPEAUH™

Odeprure Osxa OTBOPEHH OT HPEACERATENAT Ha KOMUCHATA. BCHUKY 0epTH HOMYYCHH Hpe3
mar(opmara chABpKaT: 3asBleHue 3a yaacTHe, TeXHUYecko npeyioKenue 1 IIpe/iarany UeHOBH
napameTpu.

Komucusra mpemMuna KbM pasriieIaHe Ha NpecTaBeHaTa HHpOPMAIs ¥ JTOKYMEHTH OT
YHaCTHHIMTE. Benaky yHacTHHIM ca IpECTABIITH 3aSBICHHE 32 YUaCTHe, TEXHUYECKOTO TIPETOKEHHE ¢
CBITIACHO M3MCKBAHMATA, C IPHIOKCHU NOKYMEHTH U IPEANIOKCHIATA OTTOBAPAT Ha YCIOBUATA 32 YYACTHE B



npounenypara. Komucusra AONYCKA YIaCcTHHIUTE JO OTBAPAHC Ha Opeljrarady ICHOBH HapaMCTPU.

Ha obsBeHata faTa ¥ B O0sBEHOTO BpEMeE NPEACEHATEAT Ha KOMHCHATA OTBOPU HEHOBUTE
TIPEJUTOXKEBMS Ha yJacTHULMTe B EnexTpodnara cuctema. JIpeioskeHUATa Ha YHACTHUIUTE OTrOBapsT Ha
H3ACKBAHUITA U KOMUCHSATA JOITYCKa BCHIKY OepTH J0 KiacupaHe.

BpeMeHHOTO Ki1acupaHe € CIeIHOTO!

: Exvenasa | B
Ll ] EHARIE | ud
kil AT oA MsipKaGes. | mApkac.: ..
IATCHkos P R E TUIC ic
L"DAPKON" AL 0,010690 0,012828
1 { D08AG02 Povidone- iodine AepManHa Tedra | ml ; ,,Egg %ﬁ?’%\]"l A(I)l?/llﬁll " EOOX 8’8 iggg i gg gg;g
3."B.EPAYH MEIUKAJ" EOOJ | 0,010692 0,012830
1."®APKOJ" AL 0,050330 0,060396
, - HepMaTHA 2."5B.BPAYH MEJTUKAJI" EOOH | 0,050333 0,060400
1| D08AGO2 Povidone-jodine |\ o ipna |8 2."COJIOME]L" OOJT 0,050333 | 0,060400
2."[IPO PAPMAIMA" EOOJ] 0,050333 0,060460
1."CO®APMA TPEMIHT™ A, 133,566667 | 160,280000
1 | GO2ADoG4 Carboprost napenTepaiHa mg 1."MEJTEKC" OO]I A 133.566667 | 160280000
1| HO1BAO4 Terlipressin napentepamia | mg 1."TIPO GAPMALMS" EOOJ], 31,216666 | 37,459999
1 { HO2ZABO4 Methylprednisolone | napentepanua mg 1."CODAPMA TPEMIMHI™ ATl | 0,137727 0,165272
1| HO2AB04 Methylprednisolone | mapenTepansa mg L."CODAPMA TPERMHI™ ALl | 0,077083 0,092500
1| HO2ABO04 Methylprednisolone | napentepanma mg 1."CO®APMA TPEMIMHI" AXl | 0,051587 0,061904
1 | HO2ABO4 Methylprednisofone | napentepasna mg 1."CO®APMA TPEHIUHI™ AJ] | 0,046173 0,055408
1| HO2ABO4 Methylprednisolone | napentepanna mg 1."CO®APMA TPEHJIMHI" A | 0,268753 0,322504
1 | HO2AB04 Methylprednisolone ggﬁ;ﬂp:“““ mg 1."CO®APMA TPEIIIHI" AJL | 0,017584 | 0,021101
. 1."CO®APMA TPEMIMHL" ALl 10,077083 0,092500
1 | HO2ABO4 Methylprednisolone | napentepanza mg 1."MEJIEKC" OOJI 0.077083 0.092500
1 { HO4AAO1 Glucagon napeHTepanHa mg 1."CODAPMA TPEVIMHI™ ALl | 23,383333 28,060000
. nepopanHa 1."CO®APMA TPEUIMHT AJl | 0,154365 0,185238
1| HOSBXO01 Cinacaleet TREPRA mg 1"MEJEKC" OO 0,154365 | 0,185238
N ) HepoDANEA 1."®APKOI" AL . 3,455050 4,146060
1 | HOSBX02 Paricalcitol NG meg | 2"CO®APMA TPEVJIUHT" AJl | 3455058 | 4,146070
A 2."MEJIEKC" OO/} 3455058 | 4,146070

Komucusra periy eNeKTpORHMI THPT Jia Obe IpoBEJeH KAKTO CIISIBA:
- Hawanna nara- 02.06.2021r., 08:40 gaca;




- Kpaitna para - 07.06.2020r., 07:29 gaca;
- Crelika 3a IpoMsHa Ha neHarta - 0,05%.

- Ha 28.05.2021r., npexce1aTeiIIT Ha KOMUCHSTA Ype3 eNeKTPOHHATA CHCTeMa, M3TIPATH [0
yuactauiure Hokana ViaNe 929 3a npopexxgaHe Ha €eKTPOHEH THPF o peaa Ha wi.90, an.5-12 or 3011, 8
KOATO MOCOYH HaYasloTO ¥ Kpas Ha THPra, KakToO M CTHIIKATA 33 NPOMSHA.

CHGQ NPHUKIIIOYBAHCTO Ha CACKTPOHHWA ThPI KIACHPAaHeTO € CIACAHOTO:!

Einenasa | Ex Eli_e':iéiaa v
R i (1023013 CreRBHANA
A MAPKA-6e3 b -
1."COJIOMEN" GO/ 0,010385 0,012462
1| DOSAGO2 Povidone- iodine | nepmamsa Tousa | ml ?,,g?g%%@&m.. . T gggggg
4."B.BPAYVH MEJJUKAJI" EOOX | 0,010692 0,012830
1."OAPKOI" ALl 0,046483 0,055780
. e JEPMATHA 2."B.BPAVH MEJJHKAJI" EOOJ | 0,050333 0,060400
1| D08AGO2 Povidono-fodine |\ orsepma g 2."COJIOMELI" OO 0050333 | 0,060400
2."TIPO PAPMAIYT" EOOJT 0,050333 0,060400
L"CODAPMA TPEUIVHI" ALl | 133,566667 | 160,280000
11 GO2AD04 Carbi t 2 u "
4rbopros HapeHTepaiia g L"MEJEKC" OOJ 133,566667 | 160,280000
1 | HO1IBA04 Terlipressin HAPeHTepaHa mg 1."TIPO GAPMALIVT" EOOJ, 31,216666 37,459999
1 | HO2ABG4 Methylprednisolone | mapentepanua mg 1."CODAPMA TPEVIMHT" AL 0,137727 0,165272
1 | HO2ABO4 Methylprednisolone { napentepanua mg 1."CODAPMA TPEHMIMHI™ AJl | 0,077083 0,092500
1| HO2AB04 Methylprednisolone | napentepanna mg 1."CODAPMA TPEHJIUHI™ Al | 0,051587 0.061904
1 | HO2AB04 Methylprednisolone | napenrepansa mg 1."CODAPMA TPEHJIMHT" ALl | 0,046173 0,055408
1| HO2AB04 Methylprednisolone | napexrepansa mg 1."CODAPMA TPEHJIVIHT™ AJl | 0,268753 0,322504
1| HO2AB04 | Methylprednisolone | nepopansa tespaa | mg 1."CO®APMA TPEMIMHT™ Al | 0,017584 0,021101
. 1."COQAPMA TPEMIVHT™ ALl | 0,077083 0,092500
1| HO2ABO4 Methylprednisolone | napenrepanua mg 1."MEJIEKC" OO 0.677083 0.092500
1| HO4AAQ1L Glucagon flapeHTepama mg 1."CO®APMA TPEMIVHI™ AR, | 23,383333 28,060000
. 1."MEZAEKC" 001 0,152905 0,183486
1§ HO5BX01 Cinacalecet nepopasHa TBEpHA | mg 2 'CODAPMA TPEAIMET™ AXl | 0154365 0.185238
1L."MEJIEKC" OOLL 3,311259 3,973511
1 | HO5BX02 Paricalcitol mepopanHa TBBpA2 | meg 2."PAPKOI" AT 3,336186 4,003423
3."COD®APMA TPEMJIMHI" ATl | 3,455058 4,146070

Komucnsita HaNpaBy ChOTBETHHTE H3UUCIICHIS 3a IPEITIOKEHRA C MoBede oT 20% mo6naroIpusTHH
)T CpeHATa CTOUHOCT Ha NPEUTOXKEHIATA Ha OCTAHAIITE YIYACTHHNY ¥ YCTAHOBY, Y€ TAKHBA HAMA U HE
>€ Hajara J1a OpHIIOXKH pasnopendara Ha un.72, an.1 ot 30I1L.

3a MeIUKaAMEHTH:

Knacupane/Yuactank

G02AD04

.Carboprost

NapeHTePaIHA

1."COPAPMA

TPEVIHI" AJX
1."MEJIEKC" OOJ

HO02AB04

Methylprednisolone

napeHTepaina

1."CO®APMA
TPEAIUHT"" AJ]
1."MEJAEKC" OO/




HMa KIIaCHpaHd IIOBCYC OT CAMH YHACTHUK Ha HBPBO MACTO € €AHaKBa NPCANIOXKCHA Hall-HUACKA OeHa,
KO€TO Hayara IpoBSKIAHETO Ha myonuwdeH xpebuit. KoMmucusara pemu na ro nposene Ha 10.06.2021r. B
10:00 gaca, 3a xoero ja myOuKyBa cho0IIeHre Ha HETEpHET cTpaduuara Ha Be3nokurend B [Ipodun na
KyIlyBaya ¥ Jia yBeJIOMH 3aMHTEPECOBAHUTE JIHIA.

Ha 10.06.2021r., B 10:00 gaca, B 11sJIeH CBCTaB KOMUCHATA Ce ChOpa HA 3ace/IaHue 3a
npoBexaage Ha mybrmaeH jxpebuit. C muemo wax Ne PJI-00-1875 /08.06.2021r., nyOnukyBaso B
chips el B [Ipoduia Ha KyIyBada 1 H3IIPaTeHO KaTo CHOOIIEHHE KBM IIpoNeaAypaTa npes3
Enexrponnara cucteMa (wiarhopma) Ha M3, 3anHTEpECOBARUTE YYACTHIIM OsXa YBEIOMEHH 3a
TIPEeBEXAAHETO Ha myOnuyaHus xkpeduit. Ha 3aceannero Ha KOMUCHSTA He IPUCHCTBAXa YIACTHHIH
MM TEXHU YI'LIHOMOIIGHM IIpesicTaBuTeln. [IpeacenaTensaT Ha KOMUCHITA IPUCTHIM KBM
OpoBeXIage Ha Kpebus. 3a u3nbiaauTe Oemne u3bpan:

G02AD04 Carboprost napeHTepanHa | mg I."MEI[EKC" 00]

1."CODAPMA
TPEVIMHT™ AJX

H02AB04 | Methylprednisolone | mapentepanua | mg

Komucusara npennara Ha Branoxurens fa onpeaenn 32 W3IbIHATENN Ha 00IecTBeHATA
NOpBYKa YYaCTHHIUTS KIIACHPaHH Ha IEPBO MICTO, 4 38 MEIUKAMCHTH !
1. Carboprost - mapeurepamna - m3smbaraTes "MEJTEKC" OO/ n
2.  Methylprednisolone - napeaTepaina - m3nbanaTex 1."COPAPMA TPENIUHI" AJ,
ONIPEICIICHN KaTO TaKuBa CJIe]] IPOBEEH IyOIUUCH XKPeOuid.

Ilpeoceoamen: 1. 3anuvena nngopmanus

YneHoge: 2. Bue BPB3Ka,chC 33T
3. u Pernament(EC) 2016/679

11.06.2021r. Brnanoxure: 3anuyena

unghopmayus 86 epvaka cvc 330 u
Peznamenm (EC) 2016/679

WBITBJIHHUTEJIEH JMPEKTOP MBAJT
CBETA IIETKA A1 I'P. BUJTMH



