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Hrec, 12.09.2017r. B rp. Byprac, B usmbaHEeHHE Pemienne VI - P -
181/06.04.2017r. na WsnbauuTesHusi aupekrop Ha ,YMBAA - Byprac” AJl, BbB
BpB3Ka C IIPOBEXIAHETO Ha OTKPHTA Ipoueaypa 3a u3b0op Ha H3IMBAHHTEA II0
AIOrOBOpP, € mnpeaMeT: ,/locTaBKa Ha A€KapcTBa 3a NEPHTOHHMAAHA QUaAu3a’”,

KomucHs onpeaeseHa cbc 3anoses Ne VI - P - 290/01.06.2017r. Ha Usn. aupektop
Ha ,YMBAA - Byprac” All, B ckCTas:

Ilpencematea: n - p MHoppanka
TepalneBTHYHA jAeHHocT Ha ,YMBAA - Byprac” ALl;
Yaenose: 1. mar. -t Mapusi UBaHoBa — H — K 60AHM4YHA anTeka HA
»YMBAA - Byprac” ALl;

2. Upena IleTkoBa — ra. JOpUCKOHCYAT Ha ,YMBAA - Byprac”

KopynepaueBa KOOpAHWHAaTOP

AL,

B 11:00 B AamunucrpatuBHHS Kopumyc Ha “YMBAA - Byprac” A/l mposexe
3aceqaHue, Ha KOeTo Oelre H3BBPIIEHO OIOBECTSIBAHE HA LIEHOBHUTE IPEIAOKEHUS B
ropHaTa npoueaypa.

Ha 3acemanmero Ha KOMHMCHSTA HE IIPUCHCTBAXA NPEACTABUTEAM Ha

yJacTHHLMTE B HpoLeAypara, KakTO U IIPEACTaBHTEAHM HA CpeACTBaTa 3a MacoBO
OCBEIOMSBAHE.

[IpexacenareaaT Ha KOMHCHUATA H3BBPIIKA OTBAPSIHE Ha LEHOBOTO IIPEIAOKEHHE
Ha €IHHCTBEHHdA [OIIycHAT y4dacTHHK ,Exkoc Meaguka” OO/ ©u onoBecTH
OpefaaraHuTe OT HEr0 LIEHH Ha AEKApPCTBEHHUTE MNPOAYKTH II0 IO3HIMH. ,EKoC
Memuka” OO/, npemsara CACTHHTE LIEHH 3a JOCTABKA HA IPOAYKTHUTE, BKAIOYEHH B

obocobernuTe nosummu oT TexuudeckaTa crenupuKaus:

Pedepen | Pechepen
THa THa
CTOWHOCT | CTOMHOCT
Anart Mexg lperto 3a DDD/ | 3a DDD/
omo- | YHapP i Tepaneer | TepaneBT LioHd 3a
Ne repan ogHo | Jleka | konuye | DDD/Tep o ien Tupros MNMpurexa | DDD/
Ha | yy |HENaT | pcTBe | CTBO B | aneBTHY kype, ml | kype, mi e Ten Ha | Tepane
nos | ", |ewTHo| Ha O6po# | eH Kypc, Il'hlll K'b,M Haumen | PA3PelIE | BTUYEH
Mum %on Haum | chopm | DDD/ ml pararaHa| pavara | osamme | MO :;a Kypc,
A | ATC. | eHoB a Tepane | (mapka) SRaEas e ynotpeba E;!.l g
Kon/ ::’;ﬁ mx;;z" e Ha M3roTBsH
otheprara € Ha
cnopen | odeprar
nybnukau | a cnopeg




MATA Ha Pew. Ne
HCUPNN 3740/
23.03.201
7r. Ha
BAC
1 2 3 4 5 6 7 7a 8 9 10
Anhyd
rous
glucos DIANEA
e, L PD4
Sodiu Glucose
m 1,360/0
Chlori wiv/
de, 13,6mg/
Sedly oo, | BAKCTEP
Lackit 0,00493 0,00684 ’w!v BBJITAPWU | 0,00603
A EOOQO
e, 227
Calciu mg/ml,
m 3,86%
Chilori | solutio w/v 38,6
de, n for mg/ml
Magn | perito x 2000
esium | neal ml
BO5D | Chlori | dialysi | 470000
1.1 AQOQ de s 00 ml
Anhyd
rous
glucos
e,
Sodiu
m
Chlori
de,
odi A
2 r: ’ D&NDE BAKCTEP | 4 00469
0,00493 0,00684 BBITAPU | ™
Lactat x 5000 S EOO[] 2
e, ml
Calciu
m
Chlori | solutio
de, n for
Magn | perito
esium | neal
BO5SD | Chlori | dialysi
1.2| A00 de s ml
Icode | solutio
xtrin n for
e ; BAKCTEP
Sodiu | perito 0,008560 | 0,008560 Extrane EBIITAPU 0,00856
m neal al 5 E0ON 0
BOSD | chlori | dialysi | 160000
2.1| AO00 de, S 00 ml




Calciu
m
chlori
de,
Magn
esium
chlori
de,
Sodiu
m
lactat
e
solutio
n

Ilpn m3pBpHIEHATa IIPOBEpPKA HAa MPEACTABEHOTO IEHOBO IIPEJAOKEHHE H
IpeleHKa OTHOCHO CBOTBETCTBHE C M3U3CKBAHHATA Ha DBo3soxureas 6Geme
YCTAHOBEHO, Y€ IIOCOYEHHTE pe(EepEeHTHH IIEHH Ca KBbM JlaTaTa Ha IojaBaHe Ha
odeprara (KOAOHaA 7) B IIOCAEJHOTO CHOpPEA IyDAMKAIMUTE HA [lO3HTUBHHL
ACKapCTBEH CIIMCBK B €ACKTPOHHATa CTpaHHIAa Ha HanuoHaAHUS CBBET MO IIEHH H
peuMbypcupane Ha AEKapCTBEHHTE NPOAYKTH KbM 02.05.2017 rox. Cnopen
pewrenne No 3740 ot 23.03.2017 r. ma BAC, 3aBepeHO KOIHME OT KOETO €
IIPEACTA0BEHO OT y4YaCTHHKA, TE€ Ca OTMEHEHHM H OCTABAT B CHAA pedepeHTHHTE
LEeHH, IIOCOYE€HH B KOAOHA 7a. Pemenuero 6eme npoBepeHo U B perucrspa Ha BAC.
[IpenBuyi 1MOCOYEHOTO OOCTOATEACTBO MPENAONKEHUTE OT ydaCTHHKA IIEHH He
HQ/IBUIIABAT DPE(EPEHTHUTE CTOMHOCTH H IIPEJAOKEHHUETO OTroBapss Ha
H3HCKBaHHATA Ha BB3AOKHTEAH.

BuaHo OT mNpefsoXeHHeTO YYaCTHHKBT [pefaara pasAudHH I[IEHH 3a
pasauyHuTe pasdacoBku - cak 2000 ma u cak 5000 ma Ha npoaykTa no obocobena
no3unua Nol, KaTo € IpefAOXKHA I10 — HECKA IIEHA 3a II0 — roaamara. Komucusara
IpHEMa HAIIPaBEHOTO IIPEJAOMKEHHE, NOpaaH NPHYHHA, Y€ B TEXHHYECKaATa
cnenuduKanusas HE € HaAWIE OrpaHUYEHHE BBB BHAA Ha pas3dacoBKuUTe Ha
IpeJAaraHuTe IIPOAYKTH, B CBIIOTO BPEME H [ABETE LIEHH Ca [0 — HUCKH OT
pedepeHTHATa CTOMHOCT 3a OIAKOBKA M 10 — HHCKATA LEHA 334 MA Ha II0 — TOAEMHS
Cak € M3TOJHO NpPEeaAOKEeHUE 3a Bb3aokuTeas.

C oraen Ha rOpHOTO, KOMHCHSITA H3BBPINM OLEHSABAHE HA IPEACTABEHOTO OT
»EKoc Menuka” OO/ LIEHOBO IIPEIAOKEHHE, & HMEHHO:

Anaromo- MeXKayHapoaHO
Ne na |TepaneBTHYEH nen:'renl?mo Jlexapcreena Onenxa na
Msicro | Y9acTHHK | NpeN/I0KeHHETO
nosunEsa | koa /ATC- | sanmmeHoBaHHE ¢opma lionsn)
xon/ /INN/
1 2 3 4 5 6 7
Anhydrous
glucose, Sodium
Chloride :
; ! solution for
BOsDAOp | Sodium Lactate, | "o ionea
1 Calcium dialysis
Chloride,
Magnesium »EKoC
Chloride Meauka™
1 oo 100




Anhydrous
glucose, Sodium

Chloride .
: : solution for
|| B0sDANO S‘”gm Lactate, | " eritoneal
alcium dialysis
Chloride, y
Magnesium »EKoC
Chloride Menuka”
1 (001 100
Icodextrin,
Sodium chloride,
Calcium solution for
2 BO5DA00 chloride, peritoneal
Magnesium dialysis
chloride, Sodium »EkoC
lactate solution Menuka”
1 00/J1 100

BBb3 ocHOBa Ha maHHHTE, OTpazeHM B ropHara TabAHIA, KBAETO ca OTpPa3eHHA
OLIEHKHTE Ha NPEIAOKEHHATA Ha
»lIpenaarana mesa”, KOMUCHSATA IIPEAAATa HA H3IIBAHUTEAHHS IupeKTop Ha ,,YMBAA
— Byprac” Al na B3eme caegEUTE

PEIIEHHA:

YYaCTHHLIMTE II0 CBOTBETHHMSAT KPHUTEPHH -

1. Ha ocnoBanue 4. 58, aa.1 or INI130I1, BbB BpB3Ka ¢ 9a. 108, 1.1 ot 3011 na
Obae onmpeneseH caeqHHUS pes HA KAACHpaHe Ha JOIYCHATHUTE M0 pasraexjaHe u
OLIEHKA ITPEAOKEHHS, 8 HMEHHO:

Anaromo- | Mexaysapoaso Ouehina i
Ne ma | TepaneBTHuen| mHenatentHo |Jlekapcreena
MsicTo | YYACTHHK | HpeaJIoKeHHeTO
no3uunsa | koa /ATC- | mammeHnosanue dopma
oy /INN/ (ToukH)
1 2 3 4 5 6 7
Anhydrous
glucose, Sodium
Chloride .
: i solution for
BosDAop | Sodium Lactate, | "o ea)
1 Calcium dialysis
Chloride,
Magnesium »EKkoc
Chloride Menuka”
1 oon 100
Anhydrous
glucose, Sodium
Chloride ;
2 : solution for
BosDAp | Sodium Lactate, | "o en)
1 Calcium dialysis
Chloride,
Magnesium »EKOC
Chloride Menuka”
1 (0]e)1} 100
Icodextrin, solution for »EKOC
2 BO5DA00 Sodium chloride, peritoneal Menuka”
Calcium dialysis 1 (00| 100




chloride,
Magnesium
chloride, Sodium
lactate solution

Hacrosumar IIPOTOKOA BE€IHO C IIdaaTa AOKYMEHTAaIHuA 110 IIPOBEXIAHE HA

nporeaypara 6sixa nmpemasieHH Ha H3I. AMPEKTOp Ha ,YMBAA — Byprac” Al na
30.10.2017r..
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