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Ha ocuopanme Yn.107, 1.2, 6yksa a or 30Il e oTcrpamen oT ygacTHe B mpomegypara "dOT" 001 -
MoriBH: Y4aCTHEKBT IpeACTaBs OdepTa, KOSTO HE OTTOBApS HA [PEIBAPHTENHO OGIBEHHTE YCIOBUS HA NOpBYKATa,
MOCTaBEHU BBB BPE3Ka ¢ HopMaTuBHHTE pasmopendu Ha IIII30I1. Texuuueckata odepra He e OKOMIIEKTOBaHa
CBIIIACHO H3HCKBaHMATA Ha .39, an.3, 1.1 ot II30I1. IIpeanoxkeHne 3a H3NbIHEHHE HA TTOPBUKATA, Hexnapauus
32 IpHeMaHe yCI0BHATa HA IPOEKTa Ha NOroBop, Jeknapaiusa 3a cpoka Ha BaIMAHOCT Ha odepraTa 1 Jleknapauusra

1o obpasen Ha BoajokuTens, ye NpeinaraHuTe MEQMUMHCKY M3NETHA OTTOBAPAT Ha M3UCKBAHMATA HA 3aKOHA 34
Meauuunckure M3menns i npurexasar Aekaapalus 3a ChOTBETCTBHE 1 / Wi EC CepTUGHKAT 3a CHOTBETCTBHE C
Hupextusa 98/79/EC 3a IN VITRO auarHoCTHYHMTE H3OETHS, H3AAJEH OT HOTH(UIMpPaH OpraH [0 CMHCbJIA Ha

MH ca npexcraBenu B emuH ex3eMiusip, Ge3 1a ca pasrpaHMHeHH 33 Kof 060cobeHa MO3MIMA ce OTHACAT, a
" YactHEKBT "OOT" 00/I odepupa net 06ocobens nosuyuu /NeNe 6, 26, 27, 28 u 41/,

Ha ocnopanue Un.107, 1.2, 6ykea a or 3011, mopajau H3UCKBaHE 38 KOMILIEKCHOCT Ha oteprara, e oTCTpaHeH
OT YHAcTHE 110 KOMIUIEKCHa noanosxuus 14-31 /o6ocobena nosumua 4/ "JIAB JUATHOCTHKA" OOJ. Motusu:
NPC/UIOKEH KOHCYMATHB 3a YacCT OT MOATIO3HLHKUTE, PA3IMYEH OT UcKaHUS 0T Buinoxurens. [To noamosuuuu 29 u 30
"JIAB IUATHOCTHKA" OO/]] otepupa equH U ChHIIK KOHCYMATHB C KATAIOKEH HOMep 16940 Ha npousBogUTENs
Bakyrect Kuma. 3a npere mojmosuimu BL3lOXKHTEIST M3MCKBA PAsIHUHK IPONYKTH, ChOTBeTHO: IlnactMmacos
ABPAKATEN € BIPaJCH NPEANAsHTEN, 3AKII0YBAI MEXaHHIHO HIJIATA clefl MpobGoRr3eMaHe 3a eHOKpaTHa YIOTpeGa
u IDiactMacoB gppaaren 3a €HOKpAaTHA ymoTpeba, ABTOMATHYHO 3aK/II0MBAHE HA MIJATA B XoJjepa clel
npo6GoB3eMaHe. VHYaCTHHKBT HE € CIIA3H/l H3MCKBAHETO HA BB3MOKHTENs MO OTHOMIEHHE HA TEXHUYECKHTE
XapaKTepHCTHKH HA KOHCYMATHBA.

Ha ocnosanue Yn.107, 1.2, 6ykea a ot 3011, nopaau H3ucKBaHe 33 KOMIUIEKCHOCT Ha ofeprara, e oTCTpaHeH
OT ydacTHe mo obocobGeHa mosuuus Ned0 ,PUJIAKOM“ EOQJI. MotusHu: oepra, KosTO He OTroBaps Ha
NpeIBapHTEHO OOSBEHATE YCIOBHA HA NOPBUKATA 32 Y4CT OT IIOANO3UIHATE. YIaCTHUKDT He HAIIbIHABA YCIIOBHETO
34 BalHJHA OTOpHU3alMi OT NPOM3BOJHTENA HA IIpe/JlaraHHTe KOHCYMATHBH. 32 noamo3umuu Ne836-Ne838 ot

~~0ocoGena mozunms Ned40, Punakom EOOJl odepupa npoayxtH Ha Atlas Medical, CPOKBT Ha BaTHAHOCT Ha

OTOpH3ALHATA OT KOTOTO € H3TeKDI Ha 25.08.2016r.

Ha ocrosanme U, 107, 1.2, 6ykea a ot 3011, mopajm H3HCKBAHE 38 KOMILIEKCHOCT Ha odeprara, e OTCTpaHeH
OT yHacTHe MO KOMIUICKCHa mosuuis 430-433 ot obocoGena mosunus Ne2d , PUJTTAKOM* EOOJI. Morusu:
odepupal IPOAYKT 33 YacT OT NOANO3AIMATA, PA3NTHYEH OT HcKaHus. 110 mommosmuus 433 — BratosmuTemsT HCKa
Enmaiir Bap sapyc - EA IgM Anrtutena. YyacTHuKBT odepupa Emuaiin Bap rupyc - EA IgG AnTHTena.

Ha ocnopanne Un.107, 1.2, Gykea a or 30I1 e oTCTpaHeH 0T yuacTue no noamo3umus 451 ~PHJJAKOM*
EOO/I. MoTuBH: peakTHB, KOHTO He OTrOBAapA HA MPEABAPHUTEIHO OGABEHOTO YCIOBHME Ha NOpBYKaTa. BE3noxurensar
ucka Kokcaxu B supyc IgM antutena. YyacTuuxsT odepupa OpoayKT ¢ KaTanoxen HoMep ESR 134M, ua cTpannna
10 ot xaranora na Virion/ Serion. Ipeanaraaust npoayxt e O6mu Kokcaxn BHPYCH.

Ha ocnosanme Un.107, 1.2, 6ykea a or 3011, IIOpajin M3ACKBAHE 3a KOMIUIEKCHOCT Ha odepTara, € OTCTpaHer
OT y4acTHe N0 KOMILTEKCHa nosuiua 704-722 ot o6ocobena mozumus No34 ,,PUITAKOM EOO/I. Motuss: o¢epra 3:
HacT OT NOMMOZUIHUTE, KOATO He OTrOBaps Ha NPeABAPUTENHO O0ABEHHTE YCIOBHS Ha NOPBHYKATA. 32 MOIO3HIAS
717 — YHacTHHKET € MOCOYMI M3JeHe ¢ KaTAI0XKEH HoMep 70052, ctp.9 Ha npoussomuTens MkRB Test. Crpannna 9 «
NpasHa, 3aBepeHa BApHO ¢ opurhMHana, a HHKBIE B IMCTaTa Ha IPOM3BOLUTENSA He tbrrypupa Homep 70052
YYacTHHKBT He € H3NBIHHI YCIOBMATA Ha mophukara: 1. ga OBbJe IOCOYEH KATAIONKCH HOMEpD Ha odepupanu;
TIPOAYKT M 2. 3ab/DKUTETHO NPEACTABSHE HA KATANO3M, IPOCIEKTH HIH JPYTr#d JOKYMEHTH, CBOBPKALIM JaHHH 3:
[IPOU3BOMUTEN, THPTOBCKO HAMMEHOBAHKE, ONIAKOBKA U APYTH CHINECTBEHH HACHTHQUIMPAIIN JAHHY, OT KOUTO 1A Ct



L]
);c"ranoﬁsma 1m0 Ge3COopeH HAUYWH CHOTBETCTBHETO HAa OQEpPHpAaHHA NPOAYKT ¢ H3HCKBAHMATA HA BB3IJIOKHTENSA
IIOCOYEHH B TeXHAYecKaTa cnenudukanus. He ca u3nbiHeHd ycnoBHs Ha HOPBHYKATA

Ha ocnosaune Yn.107, 1.2, 6yksa a ot 30I1, nopaau u3ucKkBaHe 3a KOMIIJIEKCHOCT Ha oepTara, € OTCTpaHEE
OT y4acTHe 10 KOMILIeKcHa no3uims 723-743 ot 0b6ocobena nozuuus Ne35 ,,PUIAKOM® EOO/I. Motusn: odepra 3:
YacT OT MOJIO3MI[HHTE, KOATO HE OTTOBAaps HA Tpe/BapUTenHO 00sBeHuTe YCHOBHS HAa nopbukara. 3a [Moanosuis
737 — Br3noxurenaT ucka XeMoHIYC TECT Cpela B NIETPH. Y HaCTHUKET odepupa NpOaAYyKT, pa3THiYeH OT HCKaHHA, i
umeHHo - Chocolate agar with BAC, ceriacHO nocoueHHs KaranoxeH Homep 1019 Ha crp.l or jaucrara H:
npomssogatess MkB Test. 3a Iloxnosunus 741 - Be3moxutenat ucka Tpunrtukaso-Coes arap ¢ 5% Koncka kpbB
YuactHuksT odepupa Trypton-soya agar (TSA) (PM) CSN EN ISO 9308-1, cpriacHO TOCOYeHNS KaTaIOKEH HOME]
10061 na cTp. 6 oT KaTanora Ha npon3BoguTens MkB Test. OdepupaHuAT IPOTYKT € Pa3NH4CH OT UCKAHKSA -~ JIMIICB:
KoHcka kpbB. He ca H3IIBIIHEHH YCIOBHS Ha I0PHYKATa

Ha ocroBanre Yn.107, 1.2, 6yksa a ot 3011 nopaayn U3MCKBAaHE 3a KOMIUIEKCHOCT Ha odeprara, € OTCTpaHeH
OT y4acTHe Mo KoMIUIekcHa moamosuuus 11-13 ot nosumus 3 , XUMTEKC* OOJl. Morusu: odepra 3a gact oT
HOIMO3HIMKTE, KOATO HE OTrOBAps Ha NpeABapHTENHO OOSBEHUTE YCIOBHSA Ha nopbukara. [lommozuumus 12 —
KOHCYMAaTHBBT HE OTroBaps Ha M3MCKBAHETO HA NMOPBYKATA: BB3MOKHTENAT H3MCKBA ABTOMATMYNA JIAHIETA -
obe3zomacena, ¢ octpue 17 G, apnbounnaa Ha MpoHKKBaHe 2,0 MM. B ripe/icTaBeHUA KaTamlor JIMIICBa IAKIETA C OCTPHE
17 G, xakro ¥ Takasa ¢ geabounHa Ha npoHuksane 2,0 mM. IMommosumus 13 — KOHCYMaTHBET He OTrOBaps Ha
M3UCKBAHETO HA MOpBYKATa: Bb3noxutenar wu3uckBa ABTOMAaTH4HA JaHUeTa - obesomaceHa, ¢ ocrpue 23 G,
fﬂib]lﬁO‘H’IHﬂ Ha nponukpade 1,8 MM, B mpezacTaBeHMs kartanor JmncBa naHueta ¢ octpuc 23 G. He ca w3nbiHeHH
s CTIOBHS Ha MOpbYKaTa

Ha ocroBanue Un.107, 1.2, 6ykea a or 30II, nopamy H3KMCKBaHE 3a KOMILIEKCHOCT HA odeprara, e
OTCTPAaHEH OT y4acTHe 10 KOMIUIEKCHA NoAno3uiud 14-31 ot mosuuns 4 . XUMTEKC* OO/l. Motueu: odepra 3a
4acT OT HOAMO3HIHUTE, KOATO HE OTIOBAPA HA NPEBApHTENHO ODABEHUTE YCIOBHS Ha MOPHYUKATa. 3a TPH NO3HINH,
332 KOHTO BB3MOXHTENAT H3HCKBA TPH Pa3NHYHH KOHCYMATHBA, YHACTHHKBT OQEpHpa €IHO H CBINO H3/CIHE C
Katanoxern HoMep 16940. IMoanosumms 28 — Brinoxurenar usucksa IlnacTmacoB abpkaTen 3a MHOTOKpaTHa
ynoTpeda c aBTOMaTHYHO H3XBEPJHE Ha HIJIata ciel mpoboB3emare. Y4acTHHKGT odepupa H3IEIHE ¢ KAaTATOXEH
HoMep 16940 ma npomzpomutens Baxyrecr Kuma.. [Moanosuums 29 — Bon3nokurensr wuzuckBa ILIacTMacos
AbpKaTel € BrpaicH MNpeINa3sHIe], 3aKM0YBAINI MEXaHHYHO MIAATa ciel npoboB3eMaHe 3& €IHOKPATHA
ynorpeGa. Y4UacTHUKBT odepupa M3felHe ¢ KaTalokeH HoMep 16940 na npomssoamTens Baxyrtect Knma..
loanoamumsa 30 — Bunamoxurenst wu3nckBa [InacTMacoB AbpiKaTen 3a eXHOKDPATRA yNoTpeda, ABTOMATHYHO
3aKJII0YBaHe HA HIVIATA B X0JlAepa cliex npoboB3eMane. YYacTHHKET ObepHpa U3ZeHe ¢ KaTalnoxeH Homep 16940
Ha npou3souresa Bakytect Kuma.. He ca usnnineny ycinosus Ha moppukaTa

Ha ocrosanue Uin.107, 1.2, 6yxsa a or 3011, nopanu m3McKBaHe 32 KOMIUIEKCHOCT Ha odyepraTa, € OTCTpaHe:
OT Y4acTHe NO KOMIUIEKCHA OANO3HIKA 32-38 ot nosuumsa 5 ,, XUMTEKC* OO/l MoTusu: npesuiokeH KOHCYMaTHI

“a 4acT oT MOANO3UIHATE, KOHTO ¢ Pa’iIHsICH OT HCKAHHA H ocl)epTa 3a 4acT OT MOAMO3ZUIHHTE, KOATO HC H3IITLJIHAB:

H3HCKBAHETO 33 JOKa3BaHe HA CHOTBETCTBHE HA M3ICIHETO C TEXHHYECKHTE MApaMeTpH, MOCTABEHH OT BBHITOKHUTENS
[Moanosmmus 33 — Branoxurenar usuckBa Bakyymua empyBeTka oOe3olaceHa ¢ BHHTOBA KAlauKa - 3aTBOPCH:
CHCTEMA 3a B3CMAHC Ha YpPUHa, ¢ KOHCcepBaur boric acid, 13x100 - 6,5Ma, nunuHAPHYHH. YYACTHHKET ohepHp:
ENMPYBETKA C KaTaoxkeH Homep 149600, kosaro € ¢ obem Imir. OdepraTa HA yUaCTHHKA He OTTOBApS HA YCIOBUETO Hi
noprukara. Ilognosuims 38 — B npencraBeHMTe OT YYacTHHKA KaTanosH IO 060coBeHa TO3MUUS 5, H3LEIHE (
KkatanoxeH HoMep 407005 /mocodeH OT y4acTHHKA B TEXHHYECKOTO Npenioxenke/, He QUIypHpa. YUaCTHHKET He ¢
H3IIBJIHAT YCJIOBHETO, INOCTABEHO OT BB3NIOXNKUTEIA 3a 3aJBIDKATEIIHO NPEACTAaBAHE Ha KATalo3d, HPOCTEKTH W
ApYTH JOKYMEHTH, CHABPIKAIM JAHHH 33 [IPOU3BOUTE], THPIOBCKO HAHMEHOBAHHE, OTIAKOBKA H APYTH CHIIECTBEHL
HACHTU(ALAPAINY JaHHE, OT KOUTO J1a C& YCTAHOBABA 110 Ge3CIOpeH Ha9uH CHOTBETCTBHETO HA OdepupaHis NpoayK
C H3UCKBAHMATA HZ BBH3JIOKHTENA, MOCOYCHH B TeXHHUYECKaTa crnenudpukauns. He ca M3NbIHEHH yCIOBMS H:
HOphYKaTA

Ha ocxoBanne 4n.107, 1.2, 6ykBa a ot 3011 e orcrpaseH oT ysactde mo noanosuuus Ne§44 ,MTH“ OO]I.
MortusH: odepra, KOSTO He OTroBaps Ha NPEJBAPHTENHO OGABEHOTO YCIOBHE Ha MopwukaTta. Odepupanara or
YYaCTHHKA IICHA HE € 3a OIaKOBKA, KaKBOTO € MCKaHeTo Ha Brsmoxurens. B o6ocmoskara ma MTH OOJ] e
noco4eHo, e odephpanata uena or 0,2118. ce otHacs 3a 1 6p. ¢rbKilo, a He 3a | onakoeka. M3uckpaHe Ha
Bu3noxurens e, neHaTa J1a € 3a onakoBka. He ca H3NBIHEHH YCIOBHSA HA IOPHUKATA.



Ha ocropanue Yn.110, an.1, .1 ot 3011, mopaau nunca Ha otepra

MPEKPATSABAM

i npoleaypara mno:

: O60cobena mozuimg Ne9 KOHCYMATHBHU 3A T TIOKOMEP ACCU-CHEK

: OBocobena mosmums Nell PE3EPBHH YACTH, KOHCYMATHUBH H PEAKTUBU 3A
! TIIOKOAHAJIU3ATOP BECKMAN

3 O6ocobena nosuims Nel2 PESEPBHU YACTH, KOHCYMATHUBU U PEAKTHBU 3A KPBBHO-I'A30B
. AHAJIM3ATOP MEDICA EASY Blood Gas

0O60cobena nozunms Ne25 moamosunuu 483-487 KOHCYMATHWBH 3A ADALTIS PC LAB ANALYSER

ChraacHo NpoBeaeHus XpeOHii, oTIpefeNaM KIaCHPAHETO 10 TOANO3HLHA Ne51:

I-Bo MsacTO — ., XUMTEKC* OO
I1-po mscro — ,,MTH* OO/

OHpC,I[CJ’ISIM KIacHpaHeTo, ChIIIacHo Tabnuua — KjacHpaHe, HepasJeiHa YacT OT HACTOALNIOTO PEINCHHC.

: OnpenenﬂM 33 MNBLIHHTENN HA [IOpbhYKaTa YyMacTHHIHTE, KJacHpaHH Ha ObPBHTC MCCTA 110 LieHH, NOCOYCHHU
rradJiHImaTa-Knacupane, Hepaa3aenna 9acT OT HaCTOALIOTO PELICHHE,

Curitacuo noaafcHuTe odepTH, H30paHUTE 33 HAMBIHHTE HAMA 13 H3N0J3BAT NOAU3IBIHHTEIL.

Corinacuo Yn.197, an.1 ot 30I1: XKanGa Moxke ja nojaBa BCEKH 3aMHTCPECOBAH yIacTHHK B 10-nHEBEH CPOK
OT [OJIyYaBaHE Ha HACTOSINOTO pemenne. Oprad npes KOHTO MOXeE f1a ce o6xansa "actosmoTo pemenue: K3K.

TorosopuTe ce ckioyBat cbrnacio Ui.112 or 3011, suB Bpb3ka ¢ Un.69 ot MI30IL
Bps3ka KEM eIeKTPOHHATA npenucka Ha HaCTOAIIAaTa npoleaypa B IK:

http://www.detskabolnica.com/index.php?option=com phocadownload&view=category&id=71:-q-q-00870-2017-
0002&Itemid=59

B mansanenne Yn43, anl ot 30I1, HacTosmeTo pelmienue Aa GbAe H3IPaTeHO N0 QHPMHTE — YUACTHHIKH B
~=qpornenypara.

T[Iprnoxenue — cpaBHATENHA TAOIMLA-KIIACHPAHE.




