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Huec, 31.10.2017r. B rp. Byprac, B u3anmbanenme Pemenue VI - P —
181/06.04.2017r. va UsnbauuTeAHuS AupexkTop Ha ,YMBAA - Byprac” AJl, b8
BPE3KA C INPOBEXAAHETO HA OTKPHTA npoueaypa 3a us3bop Ha H3mbAHHTEA IO
AOTOBOP, C mnpeamMeT: ,/loCTaBKa Ha A€KapcTBa 3a NEPHTOHWAAHA [AHAAM3a”,

KoMucu4d onpeneaeHa cbc 3amnosem No VI — P — 290/01.06.2017r. na Uam. OUPEKTOP
Ha ,YMBAA - Byprac” AJl, B cbcras:

llpeacenarea: n - p MHopaasmka Kopynepamesa - KOOpIHHATOP
TE€paneBTHYHA AEeHHOCT Ha ,YMBAA - Byprac” Al;
Haenose: 1. mar. ¢-r Mapus UBasoBa — H - x Goannyna anteka Ha
»YMBAA - Byprac” A/l;

2. Upena IlerkoBa - ra. IOPHCKOHCYAT Ha ,YMBAA - Byprac”
AL,

B nepuoma 01.06.2017r. - 30.10.2017r. H3BBPIIH pasrA€X/IaHe H OLEHKA Ha
BHECEHUTE TPEJAOKEHHS 34 yJaCTHE B ,0TKPHTA” 1O BH Ipoueaypa Io pega Ha
3011, ¢ npeamer,JlocTraBka Ha ACKapCTBa 3a NIEPUTOHUAAHA Auasu3a’.

3a ygacTue B nponenypara ca NpeAcTaBeHH 2 IPEJAOKEHHS OT CAEHUTE
Y4YacCTHHIIH:

Ne

110 Pupma Bxoasm Homep, aata u yac
pea

»Ppesennyc Meaukna Kesp

1. | Boarapus* EOOA rp.I'a6poso, ya. 6293/31.05.2017 r.; 09,50 u.
,»/Afoben Kapaseaos® Ne26, er.4

»Exoc Meauxka“ OOA p.Cocdus,

k8. [1aBroBO, ya. I'oasm Bparan Ne 8 6297/31.05.2017 1.5 10,00 .

[lpu pasraexpane Ha OpEeACTAaBEHHUAT OT ,Ppesenuyc Meaukrsba Kexp
Brarapus“ EOO EEJIOII, 6eme ycramoBeHO, uwe moae B 16) or pasmea B:
» [EXHHYECKH U NPOGECHOHAAHH BB3MOKHOCTH® HAa Yacr IV: ,Kpurepun 3a noabdop“
OT EMMHHUSA €BPONEACKH AOKYMEHT 3a 0BIIecTBeHH nopesyku (EE/IOII), yaacTHEKET
€ HOCOYHA, Y€ € HAAHLE HU3IIBAHEHA NOPHYKA 3a [OCTABKA  Ha pasTBopu 3a
[ICPUTOHNAAHA [Hasu3a, HO B 3alHCa HE Ca HAAMIE JAHHH 338 CTOMHOCTTA Ha
H3I'bAHCHATA NOpbuKa. Chiiata mpopmanus e Heobxomuma c OrA€ IpeneHKa




TPCIICHKA HAaAMYHMETO HA H3II'BAHEHH [OCTABKH 34 IOCA€THHATE 3 TOAUHH C obem
HIECHTHYEH c obema mHa o060coberuTe TIOSHITHH, BKAIOYEHM B HACTOSILATA
npoueaypa.

Ilpu u3Bbpmena [IpoBepka B ,lIpocdus Ha Kynyeaua” ma BB3A0KHTEAS, 33
KOHTO Ca HAAWIIE JAaHHH B Hpe/ACTaBeHus oT ygactauka EE/IOII, e 6axa OTKPHTH
AaHHH 33 [IOTOBOP, CKAIOYEH Ha 15.03.2017r. ¥ u3nbaHeH KM 15.07.2017r, a
AQHHH 3a ODpolLeaypa 3a A0CTAaBKA Ha KOHCYMaTHBH M A€KapCTBa 3a IIEPHUTOHHAAHA
AUaAn3a, KOSTO € B liponiec Ha npoBexzaane. Hapex c TOPHOTO caenBa na Obae
OT4eTeH (hakTa, 4e BHIHO OT KOHCTAHTHATA npaktuka Ha K3K u BAC (Pemenue No
864 ot 27.10.2016 r. ma K3K mo npenucka, Bx. No K3K-467/28.07.2016 r. u
Pemenne No 5643 or 19.05.2015 r. na BAC no agm. 1. No 3369/2015 r., IV 0.), kaTo
AOKAa3aTeACTBA 3a OIIHT B H3II'BAHEHHUETO HA AOCTaBKH, CBrAacHoO 4a.63, aa.l, T.1, 6.
»0° ot 30I1 YIaCTHHLIUTE CA€ABa [la Ce I030BaBaT HA H3I'BAHEHH TaKWBa KbM
KpalHUf CPOK Ha IIPECTABSHE HA HIPEIAOKEHHATA, a HE HA CKAIOYCHY.

IlpenBun ropmsaoxenoTo u Ha OCHOBaHMEe 49A. 53, aa.9 or IIN30I],
KOMHuCHATA yKasa Ha y4aCTHHKA, B CPOK OT 5 PaboTHM MHH OT HOAyYaBaHETO Ha
KOIIM€ Ha IIPOTOKOAA, [a MPEACTABH AOI'BAHHTEAHO uHMOpPMALHE, CBrAaCHO
yKasanoTo B npeaxomuHusi absan, ¢ 1ea IIPELIEHKA OTHOCHO CBOTBETCTBHETO C
KBaAH(UKAIMOHHUTE H3HCKBAHUS HA Br3aoxkureas.

H3uckuara uHdoOpManus He Gernre IIPEACTABE€HA OT yYaCTHHKA, C OTAEZ HA
KO€TO u ocHoBamme 4a. 107, 1.1 or 30I1, komucusara npensara Ha H3IBAHHUTEAHHS
AHPEKTOP Ha «YMBAA - Byprac» A/l IpenAoKEHHETO 110 o6ocoberna nozumusa Nol ma
»Ppe3eHnyc Memuxrna Kesp Brarapua“ EOO/], EUK 107516166, crc cemaaume u
a/lpec Ha ynpasaeHue rp. 'abposo, 6ya. «Tpetn MapT» Ne9, npencrasaseano or Uaus
Hawmes - ynpasurea, na 6nae OTCTPAHEHO OT y4YacTHE.

IIpu pasraexnane mHa HnpeacrasenuTe oT ,Exkoc Memuka” OO JOKYMEHTH
3a noxbop, Geme ycramoseno, we YHaCTHHKBT OTroBapsd Ha KBaAU(DUKAMOHHHUTE
HM3HNCKBaHHUA Ha BB3aoxkuTEAs, C oraen Ha KoeTo obcTosareacTBO odeprara Ha ChuwMs
Geme nomycuara no PasrAeRaaHe H OIlEHKA.

IIpu pasraexxnane wua npeéacrasenoro or ,Exkoc Meguka” (e]e)i)
UIIPE/IAOKCHHE 3a H3I'BAHEHHE Ha MOphYKaTa bemre YCTaHOBEHO, Y€ yYaCTHHKEBT

pellAara 1a u3BBPIIBA OCTABKA B PAMKHTE Ha 48 waca HA CaeqHHTE AMAAUZHH
pasTBOpHu:

Aiigrolio: MexayHapogxo Mpurexaren
Ne Ha TepanesTHyeH HenaTeHTHO JlekapcTeena Twproecko Ha
no3muus koa /ATC-xop/ | Ha¥MeHOBaHue ¢dopma HauMeHOBaHue | paspeleHUeTo
/INN/ 3a ynorpeba
1 2 3 4 5 6
DIANEAL PD4
Anhydrous Glucose
glucose, Sodium 1,36% wiv/
Chloride, Sodium 13,6mg/m; 2,27% E'?;L“&Lipﬂ
Lactate, Calcium wiv 22,7 mg/ml, EOON
Chiloride, solution for 3,86% wiv 38,6
Magnesium peritoneal mg/ml x 2000 m;
10 BO5DA00 Chloride dialysis 5000ml
Icodextrin, Sodium
chloride, Qa!cium BEAKCTEP
chiaride, ; Extraneal EBLArAPUS
Magnesium solution for EOO[
chloride, Sodium peritoneal
14 BO5SDA00O lactate solution dialysis




IIpu uspbpIIEHA IpelleHKa HA IIpEAaraHuTe IIPOAYKTH belle ycTaHOBEHO,
9€ II0 OTHOLICHHE Ha CBIMTE € HAAWIE IBAHO CBHOTBETCTBHE C TEXHHYECKATA
cnenuuKalus, NPEeABHI KOETO KOMHCHSITA NpHUe pelreHue na 6pae U3BBPIIEHO
PasrA€XaHe U OlEHKA Ha IPEACTABEHOTO OT y49acTHHKA [EHOBO IIPEIAOKEHHE,

Ilpu M3BBPIIEHOTO pasraexkiaHe Ha npeacraBeHOTO OT ,Exoc memuka” OO/
L€HOBO| NIPEJIAOKEHHE, DEmle yCTaHOBEHO, Y€ YYACTHUKET IIpeAAara CAEIHHUTE IIEHH

3a JOCTABKA:
Pedpepen
THa
Petbepen CTOMHOCT
c'ro?:ocr 3a DDOV
" . 3a DDD/ TepaneBT
. exn pOr{o HYeH
2::1_' yHap 3HO TBE:::HT Kypc, ml Llena 3a
Ne 'reban oaHo | Ileka | konuye | DDD/Tep kype, ml KbM Tupros Mpurexa | DDD/
Ha esTuy | HEMAT | PCTBE | CTBO B | aneBTUY n.;u Jjparara e Ten Ha | Tepane
no3 en |€HTHO| Ha Gpo# | eH kypc, RaTaTE Ha Ha Haumen | PA3PElE | BTHYeH
MUK kop | HauMm ¢opm | DDD/ mi waroresy | M3TOTBAH oBauue | "M€TO3a | Kypc,
A | /ATC- | eHoB a Tepane | (msapka) s Ha € Ha ynotpeba| milc
xon! aHue BTUYEH otheprara ocpeprar anc
| /INN/ Kypc én oppen a cnopep
ny6nukay P;;:oh?
WATa Ha | 53 03.201
HCUPNN Sl
7r. Ha
BAC
1 2 3 4 5 6 7 7a 8 9 10
Anhyd
rous
glucos DIANEA
e, L PD4
Sodiu Glucose
m 1,36%
Chlori wiv/
de, 13,6mg/
S o0y, | BAKCTEP
0,00493 0,00684 ! BBLNTCAPW | 0,00603
Lactat wiv 5 E0OQ
e, 227
Calciu mg/ml,
m 3,86%
Chlori | solutio w/v 38,6
de, n for mg/ml
Magn | perito x 2000
esium | neal mi
BO5D | Chlori | dialysi | 470000
1.1 AOO de S 00 1 ml
Anhyd
rous
glucos
e,
Sodiu
m Vpba. | BAKCTEP 0,00469
Chilori 0,00493 0,00684 % 5000 BBIITAPK ’2
de, |solutio A EOO[Q
: mi
Sodiu | nfor
m perito
Lactat | neal
B0O5D e, |dialysi
1.2| A00 | Calciu s 1 ml




m
Chlori
de,
Magn
esium
Chilori
de

Icode
xtrin,
Sodiu
m
chlori
de,
Calciu
m
chiow BAKCTEP
Magn al
esium A EOOA
chlori
de,
Sodiu | solutio
m n for
lactat | perito
e neal
BOSD | solutio | dialysi | 160000
2.1| A00 n S 00 1 ml

de, 0,008560 | 0,008560 | =Xrane | o3 nfapy | 0:00856

Ilpr  npoBepka Ha NpPEACTABEHOTO IIEHOBO NPENAOKEHHE H IIpEeLEHKAa
OTHOCHO CBOTBETCTBHME C H3U3CKBaHHsATA Ha Bw3soxkwureas Geme ycraHoBeno, ue
MIOCOYEHHUTE PEQPEPEHTHH LIEHH CA KBM JaTaTa Ha I04aBaHe HA odepraTa (KoaoHa 7)
B TIOCAEJHOTO crnopen mnybaukanuure Ha IIO3UTHBHHS AEKADCTBEH CITHCHK B
CACKTPOHHATA CTpaHula Ha Hauponasmms cbBeT 1m0 LeHM u pemmbypcupane Ha
ACKapCTBEHHTE IPOAYKTH KBM 02.05.2017 rox. Cnopen pemenme No 3740 or
23.03.2017 r. Ha BAC, 3aBepeHO KOIIHE OT KOETO € IIPEeCTA0BEHO OT yJaCTHHUKA, Te
Ca OTMECHCHH H OCTaBaT B CHAa pPEe@EPEHTHHTE I€HH, IIOCOYEHHM B KOAOHA 7a.
Pemiennero 6Geme nposepeHo u B peructepa Ha BAC. Ilpeasua nocoueHoTO
O6CTOATEACTBO MPENAOKEHUTE OT yYACTHHUKA LIEHW HE HAIBHIIABAT pedepeHTHHTE
CTOHHOCTH ¥ IPEIAOKEHHETO OTTOBAps HA M3UCKBAHUSATA HA BH3AOMKHUTEAS.

Buaso OT IIpefaoKEeHHETO yYACTHMKET mpemaara Pa3sAMYHH LIEHH 34
pasauyHuTE pasdacoBku - cak 2000 ma 1 caxk 5000 ma Ha npoaykra 1o obocobena
nosunua Nel, KaTo € NpPesAOKHuA IO — HHUCKA 1IeHA 34 II0 — FOASIMATA. Komucuara
Ipu€Ma HallPaBEHOTO IIPEJAOXKEHHE, IIOPaAW IPHYMHA, Y€ B TEXHHYECKATA
cnenuUKanus HE € HaAWLE OrpaHMYeHHE BHB BHAA HA pa3dacoBKuTE Ha
HOpeisaranuTe NPOAYKTH, B CBUIOTO BPEME H JABETE IIEHH CaA II0 — HHCKH OT
pedepeHTHaTa CTOHHOCT 3a ONIAKOBKA W II0 — HACKATA IIEHA 33 MA HA I10 — FOAEMUSI
Cak € M3roJHO IIPEJAOKEeHUE 3a Br3soxuTeas.

C oraex Ha ropHOTO, KOMHCHSITA H3BBPIIH OLEHABAHE HA NPEJICTABEHOTO OT
»EKoc Memuka” OO/] neHoBO IPENAOKEHHE, 4 HMEHHO!

Anartomo- | Mexaynapoano

Onenka na
Ne pa | | TepameBTHYeH | HenaTeHTHO JlexapcrBena
Msicro | YuacTauk | npeaioxkennero
nosunud | koa /ATC- | nammenoBaHHe ¢opma
(ToukH)
xoa/ /INN/

1 2 3 4 5 6 7




BOSDAOQO

Anhydrous
glucose, Sodium
Chloride,
Sodium Lactate,
Calcium
Chloride,
Magnesium
Chloride

solution for
peritoneal
dialysis

»EKOC
Menuka”
001

100

BOSDAOO

Anhydrous
glucose, Sodium
Chiloride,
Sodium Lactate,
Calcium
Chloride,
Magnesium
Chloride

solution for
peritoneal
dialysis

»EKOC
Menuka”™
oona

100

BOSDAOO

Icodextrin,
Sodium chloride,
Calcium
chloride,
Magnesium
chloride, Sodium
lactate solution

solution for
peritoneal
dialysis

1

,.Exoc
Menuka”™
oo

100

Bb3 ocHOBa Ha naHHUTE, OTpaseHH B ropHaTa TabAMIA, KBAETO Ca OTPA3EHH
OLIEHKHUTE Ha NPEJAOKEHUATA HA YYaCTHHIMTE 110 KpHTepui - ,Ilpensarana nena”,
KOMHCHATA NpeJsara Ha H3IIbAHHTEAHUS AupeKTop Ha ,YMBAA - Byprac” A/l Ha
ocHoBaHMe 4A. 58, aa.l ot IIM30II, BBB BpB3Ka ¢ 9. 108, 1.1 or 30I1 na 6nae
OIIPEEACH CACOHHSA PEJ Ha KAaCHpPaHE Ha JIONYCHATHUTE A0 Pa3TA€KIaHE W OLEHKA

NPEOAOKEHHH, & HMEHHO:

Anaromo- | Mexaynapoano Oiinic mn
Ne ma |TepanesTHden| muenatentHo |JlexapcrBena Ms
CTO | YUACTHHK | HPEJIOKEHHETO
nosunns | koA /ATC- | naumenosanue popma (o)
Koa/ /INN/
1 2 3 4 5 6 7
Anhydrous
glucose, Sodium
Chloride ;
3 ! solution for
BosDAQe | Sodium Lactate, | T e
1 Calcium dialysis
Chloride,
Magnesium »EKoC
Chloride Menuka”
1 (001 100
Anhydrous
glucose, Sodium
Chloride .
: ! solution for
.| BosDACO S°d'(‘:‘g;c'i'f:1tate' peritoneal
Chioride, dialysis
Magnesium »Ekoc
Chloride Menuka™
1 00/ 100
Icodextrin, solution for
p| BOSDAQO | gogium chloride, | peritoneal »EKoc
Calcium dialysis 1 Menuka” 100




chloride,
Magnesium
chloride, Sodium
lactate solution

Hacmanm’r [IPOTOKOA BEZHO C LFAATA JOKYMEHTAIMS 0 IIpOBEX/IaHe Ha
nponenypara 6sxa npegameHu Ha wam. A¥UpEKTOp Ha ,YMBAA - Byprac” Al ma
30.10.2017r..

.......... ETIITT | [ — Yaenose: 1.......cJ.. o
(z - p Y. Kopynepauera) (Mar. -t M. MBanosa)

(Mp.

4 IO H3Il. THPEKTOP HA
swussaishssns @017 “YMBAA - BYPT'AC” ALl:

/A - P. B. MHPA3
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