MPOTOKOJ
No2

uec, 20.05.2020r. ot 12,00 yaca B 3allaTd aa V eTaxk B eyeOHOTO 3aBEJICHHC ce ChCTos
3aceqaHpe Ha KOMUCHATA, HazHAYEHA ChC 3aI0Be/l No210 ot 24.03.2020r. Ha M3 bIHUTETHASL
mupextop Ha MBAJT ,,J1-p Atanac Tadosexu” AJL—TP. KbpIKayd 3a PasTIeKIaHe 1 OLEHKA
ga TOCTBHIIMTE OEepTH B KIAaCHpaHe Ha y9acTHUIUTE B OTKPUTA MPOLEAYPa 3a BH3JIaraHe
Ha OOmecTBEHa IOphYKa C MPeIMeT. "JlocTaBKa Ha PEHTICHOBH ¢mnmu, nmabopaTopHH
peakTHBH ¥ KOHCyMaTHBH 33 Hy)KIUTE Ha MBAJI "I-p AtaHac Tladoscku" A/l
rp.Kepmxami”, ¢ yHAKaIeH 00848-2020-0003, oTkpuTa ¢ Pemenue No102 ot 14.02.2020r. Ha
3T IHATEHAS TUPEKTOP U MyOmMKyBaHO oGseienue B POIT ¢ Ne 960225 na 17.02.2020r.

Ha ocuoBanue ['7apa IieTa, pasaci VIII or II30II ¥ B HW3NBIHCHUE HA 3amnoBen
Ne210 ot 24.03.2020r. va V3menHETSIHAL IHPEKTOP Ha MBAJL ,,Jl-p Aranac Tadosckn” AJ
— rp. Kppxamu, HOMOMHAAT OPraH HA BH3I0KHATENS B CIIEIHUA CHCTaB:

Ipeoceoamen: 1-p Juana I'eopruesa — 3aMeCTHUK AUPEKTOP, HadaTHHK OTIEICHHE
110 TpaHc(hy3MOHHA XeMATONOT ST,

u wienoge: 1. 1-p Payxa Muxaiiosa — HAYANHAK KIAHEYHA 1a00paTopus;
2.8-p JUMHTED MakakoB — Ha4aJHAK OTICJICHHC KIIMHUYIHA
IIaTONOr U,

3. mc Ceiirtyp MIOMIOH — [JIaBHA MEMIIAHCKA cecTpa;
4. Ctauka benesa — C4STOBOAUTEIL,
5. Tlets CredanoBa — HaTAIHAK CKJIaM MEIUIIMHCKH H3ICTTHA,
6. 3maTuana Kupunosa — TEXHHICCKH OpraHu3aTop;
7. Cuexana Kaparso3oBa — HKOHOMHCT OII;
. Mpan PobBoB — CTapiid FOPUCKOHCYIT, samogda paboTara CH Ha
3aKpUTO 3ace/laHue.

1. Komucusara IpomabILKA pabotara cH 1O pefa Ha Inaea mera, pasmen VIII oT
TITI30I1, KaTo MPHCTHIH KBM PasTIeKIaHe A TIOCTHITMIATE JOIIBIHATENHO TPEICTABCHH
JOKYMEHTH, OTHOCHO H3HCKBAHMWSTA 3a  JMUHOTO CHCTOSHME HA YIacTHWIHTE H
CHLOTBETCTBHETO MM C KPUTEPUHTE 32 noadop.

Tlo OTHOLIEHWE HA JOKYMEHTHTC Ha "Aurep Busuec 91" EQO/I, B yxasaHus OT
KOMECHSITA CPOK, YYaCTHHKBT C IHMCMO © ax.Ne2017 or 13.05.2020r. e MpeACTABIIT
[OTBIHUTENHA JIOKYMCHTH, CBIbpIKAIIH: EEJIOIl B eleKTpOHEH BHI H [PHIOKEH HA
ontuueH CD — HOCHTEI.

Karo B3¢ HpeABHI KOHCTATAIHHTE B ITpoTOKONI Nel or 07.05.2020r. ¥ cieA Kato
pasriena noapoGHO  Tpe/cTaBcHUA  OT y4acTHUKA eEEJIOIl m JOKyMeHTHTE OT
[I'GPBOHAYATHATA otepTa KOMHCHATA H3BHPIIH [IpoBepKa 3a CHOTBETCTBHETO Ha yJACTHHKA C
KpUTEpHUTE 33 nosdop M EMMHOMYIIHO permd, €e ¢ JIONBIHUTETHO NPEICTaBEHHUTE
NOKYMEHTH IIO 41,39, an2 or T30l yd4acTHHKET © OTCTpPAHHI KOHCTATHPAHHUTE C
IIpotoxon Nel ot 07.05.2020r. HECHOTBETCTBHS OTHOCHO dopmara B CHIBPKAHACTO Ha
eEEJIOI]  ChIIacHO MpPeOCTABEHH ofpaser; Ha BB3TOKATENL H H3ACKBAHUATA HA
MeTomH4ecKO yKasaHue Ha AOIT MVY-4/02.03.2018r. 1 TOJIIMCBAHETO My OT 3a/IBIUKCHHTE
nuua mo wi.54, am3 ot 3011, mopagy KOETO "Hurep busnec 91" EOO/I ce momycka 10
pasTyeKIane Ha JOKYMEHTHTE 110 ur. 39, an.3, 7.1 ot [II30I1 mo OIINe18 u OTINe19.

ITo OTHOIIECHNUE HA JOKYMEHTHTE Ha "Xpono" OO/, B yxasaHus oT KOMHECHATA CPOK,
YUACTHUKBT C TIHCMO C Bx Ne2024 ot 14.05.2020r. e npeACTaBHIL JIOITBJIHWTENTHA IOKYMCHTH,
ChIBPIKALIH: EEJIOII B eeKTPOHEH BHI H TIPHJIOZKEH Ha ONTHICH CD — HOCHTEIL



Karo mse UPEABHI KOHCTATAMHUTEe B IIporoxon Nei ot 07.05.2020r. u clien xato
Pasriena  monpo6uo IIPE/ICTABEHHS  OT  yyacTHHKA eEENIOIT NOKYMEHTHTE oT
I'bpBOHavanHara odepra KOMHCHSITA H3BBpIIH TIPOBEPKA 3a CHOTBETCTBHETO Ha YYacCTHHKaA ¢
KpUTEpUHTE 32 mombop u COMHOIYIIHO peimy, ye ¢ AOUBJHATENHO IIpejicTaBeHuTe
AOKYMEHTH 10 w39, am2 or IIIT30I1, yyactamknr o OTCTPAHUI KOHCTaTHpaHuTe C
Ilporokon Nel or 07.05.2020r. HECBOTBETCTBHSA OTHOCHO, HoAmicsaneto ma eEEJIOI 1 o
3a0bIDKCHHTE JTUIA Mo 9154, an.3 or 30I1, mopanu xoero "Xpono" OO0J ce nomycka 1o
PasTIIeKNaHe Ha TOKyMeHTHTe o 4i1. 39, a3, 1.1 or ITI30IT o OIINe8, OTINeO i OITNe10.

llo orHomenwe Ha JOKYMEHTHTe Ha "Tamunop bearapus" OOJ, B ykasanus or
KOMHCHSTA CPOK, y9acTHHKBT o ITHCMO ¢ Bx.Ne2028 ot 14.05.2020r, ¢ 1IpeJICTaBuT
JNOIBIIHUTETHY AOKYMEHTH, CBILDKAIIH: EEJIOIT & CIICKTPOHEH BHI H NPHITIOKEH Ha
ontuver CD — gocure)y.

Karo Bse NPEABUNT KOHCTATAI[MHTE B [Iporokon Nel or 07.05.2020r. u clen Karo
pasriena  moapob6Ho UPEACTaBEHHS OT yyacTHMKg eEEJIOIl u AOKYMEHTHTE OT
ITbpBOHAYaNHATa OdepTa KOMECHSTA H3BBPIIH IIPOBEPKA 3a CBOTBETCTBHETO HA YYaCTHHKE ¢

Merommuecko VKazanue ga AQI] MYVY-4/02.03.2018r. u HOMNHCBAHETO My OT 3a1B/DKEHHTE
lia 1o 4i1.54, an.3 or 3011, lTopanu koero "Tammmop brearapus" 00X ce nomycka no
basTiexjiane Ha NOKyMeHTHTe 1Mo . 39, an3, 1.1 or ITTI30IT 1o OITNe17, OITNe24,

KOETO HallpaBH ClIeTHHUTE KOHCTaTalyiu:;

ITo orHOmIEHME Ha IPENCTaBEHUTE NOKYMEHTH IIO w39, an.3, 1.1 ot [ITI3011 or
"Meguxaam" EOO/ no:

OIIN:12 Hmynonozuyen ananusamop Mini Vidas - 3ameopena cucmema
Texnudeckoro mpemroxenne OTroBapsi Ha W3HMCKBAHHUNTA Ha BB3TIOKHTENIS 110
OTHOIICHME Ha CBABPKAHUE H dopma u e m3rorseno mo Ipunoxenne No3 or 00pasuuTe KeM
fiponenypata u [punoxenne Nol, HIPCACTABEHO HA XapPTHEH H ONTHYEH HOCHTEL.
IIpennoxenu ca:
* CPOK 3a nocTaeka 110 72 (cegeMaecer /1Ba) 4aca, a 1Py CrenHy cny4au mo 24
(Bazecet u Yernpm) yaca or I0JTy4aBaHe Ha 3asBKa;
® OCTaTBYCH CPOK HA TOMHOCT Ha AOCTABEHNTE MENUIMHCKA H3JENHs He [o-
MaleK 0T 60% ot o6mmug CPOK Ha FOJHOCT;
YYaCTHUKBT € IpeacTaBm Bewuxy H3HCKYEMH OT BB3ITOKHTENS JOKYMEHTH, 4 HMEHHO:
® 30 ogepupanume MeOUYUHCKY uzdenus e npedcmasena 6 3aeepen npesood EC
dexnapayus  3a  cvomsememeye u ,,CE" mapxuposxa e Cbomeemcemeune ¢
Usuckeanusma na yn. 14 uyn. 15 om 3MH;
®  npedcmasenu ca usucKyemume kamanosu / npodyxkmosa aucma;
* npedcmasen e Ooxymenm sa OMOPUZAYUA/ OMOPUSAYUOHHO  nucmo  om
npoussooumen, yoocmosepasawyo npasa 3q npeocmasumencmeo u Mepeosus na
mepumopusma na Peny6ruxa bwieapus om BioMerieus, Dpanyus,
Komucusra nanpasu TPOBEPKA Ha CHABPXKAHHETO HA TEXHHUIECKOTO NPEIIOKEHHIE
CbOOPa3HO H3MCKBAHHATA Ha TIpoLienypaTa W ycTaHOBH, ye JAOKYMEHTHUTE Ha Y4aCTHHKA
OTrOBapsT HA H3WCKBAHUITA Ha NIpoLeaypaTa ¥ 3aKoHa.
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OdeprpaHuTe MCIUIMHCKH H3ICTHA CHLOTBETCTRAT Ha M3MCKBAHMATA Ha TeXHHYECKaTa
celpduKanys KbM JOKyMEHTAIMATa 34 yuacTie B TpoHe/ypara, oapoOHO ONKCAHU TI0
HOMEHKIaTypu B 0bocobeHaTa NOSHIAA 1 KOMUCHSTA TIPEMHHA KBbM OIEHKA IO OKa3aTes
_KauecTBo”, CBHINIACHO MCTOAMKATA 32 OlleHKA ONHCaHa B JOKyMEHTAlMATd 3d yJacTue B
nponeypara.

OueHkaTa Ha TEXHUUECKOTO TPE/IONCHHE © M3BBpIIEHa W O0TPa3cHa B [TpunoxeHue
Nol KBM HACTOSIIUSA ITPOTOKOIL

Ha 6a3a ropenzI0KeHOTO KOMHCHATA HAMHPA TeXHHYeCKOTO MpeJIosKeHHe Ha
y4acTHHKA 32 OTroBapsimo B OLAHA CTeleH HA H3MCKBAHHATA HA Bb3JI0KATENH,
3a/10jkeHH B TeXHHYECKaTa cnenEpUKAIMA HA JOKYMEHTANMATA. C oraex Ha TOBA,
KOMHCHATA €IMHOXYIIHO peIlH, [e [0mycKa y9acTHHKA "Memuxsmm'" EOOJ[ mo
c/TeBAIN €TaN B MpoIleXypaTa — 0TBApAHE Ha IeHOBOTO MpeNJIoKeHHe 10 obocoDeHara
TO3HITH.

OITNe25 Peakmusy U KOHCYMAMUgHU 34 MUKPOOUO102UHHA Jaabopamopun

TexXHHUECKOTO pPEIOKEHIE OTrosapsa Ha JM3MCKBAHMATA Ha BB3JIOXKHTELI II0
OTHOIICHHE HA ChIbPKaHAe 1 HopMa H € U3TOTBCHO 110 Tpunoskenne Ne3 oT 00pasiuTe KbM
npoueaypara i [IpuinoKeHue Nel, mpe/ICTABEHO HA XapTUEH U ONTHHCH HOCHTETL.

IIpeoKeHH ca:

e CpOK 3a JIOCTaBKa /(0 72 (cemeMMECeT U JiBa) Yaca, a Ipy CIICIIHH ciryyad 10 24
(IBajieceT H YETHPH) Faca oT [ony9aBaHe Ha 3asBKa;
e OCTAaThYeH CPOK HA TOMHOCT HA JIOCTABCHUTC METUIAHCKA H3AeIus HE TOo-
MaTBK 0T 60% oT 001mus CPOK Ha FOHOCT;
V4aCTHEKBT € IPEICTABHI BCHYKH U3MCKYEMH OT BB3JIOKUTENS JOKYMEHTH, 4 HIMCHHO:
o 30 oghepupanume MeOUYUHCKU wzdenus e npeocmasena 6 3a6epen npesoo EC
dexnapayus, 3a Cbomeemcmeue U CE“ MapKkuposéka 6 CbOMSEmCmeue ¢
usuckeanuama Ha wi. 14 wun. 15 om 3MH;
o mpedcmaseHu ca USUCKyeMume Kamanosu / npoOyKmosa nucma;
e npedcmasen € OOKyMeHm 34 OmopU3AYUS/OMOPUIAYUOHHO  HUCMO 0T
npouseooumen, yoocmosepAsayo npaea 3a Npeocmasumencmeo u mMbpeosust Ha
mepumopusma Ha Peny6nuxa Beneapus om BioMerieux, @panyus,

KoMuCHsTa HAIPABH TPOBEPKa HA CHABPNKAHMETO HA TEXHUYECKOTO IPEIOKEHAE
cbo0pPa3HO M3MCKBAHUSTA HA MPOLEAypaTd ¥ YCTaHOBH, 4e NOKYMEHTHTC Ha yuaCcTHHKA
OTroBapsT Ha H3UCKBAHUSTA HA IIPOLCAypaTa 1 3aKOHA.

OdepupaHuTe MCIUIHHCKH H3/ICIIHA CBOTBETCTBAT HA H3WCKBAHAATA HA TEXHUHUCCKATA
cienaduKaLys KbM IOKYMEHTALMATA 3 ydactHe B TPOLEAYpaTa, mopo0HO ONHCAHH 110
HOMeHKIaTyp B o6ocobenara MosHUIHa M KOMUCHSITA [[PEMAHA KBM OIIEHKA M0 OKa3aTelli
,KadecTBO”, CHIJIACHO METOIHKATa 3 OllHKA OmMcaHa B JIOKyMCHTalMATa 32 y4acTHE B
poIenypaTa.

Ouenkara Ha TEXHHUECKOTO TPEITIONCHHE € W3BBPIICHA M O0TPa3€Ha B [TproKEHHE
Nel KM HaCTOSIIAS TPOTOKOL.

Ha 6a3za ropeM3I0MeHOTO KOMHCHSATA HAMHPA TeXHHYECKOTO MpelIo/KeHre Ha
yYACTHHKA 33 OTrOBAPAMIO B IbJIHA cTElEeH HA H3MCKBAHHATA HA BBH3JTOKATCIH,
3AM0EHH B TeXHMUEeCKaTa crenuduianus Ha noxymentanusaTa. C orjel Ha TOBa,
KOMHCHSTA €IHMHOJYIIHO pemd, [e [0mycKa y4acTHHKA "Memuxaum'' EOQOJ no
cJleBAMI €TAN B NPONEIypaTa — OTBApIHE HA [eHOBOTO MpeIJIoKeHHe T0 o0ocobeHaTa
MO3HLMSL.

ITo OTHOIIEHHE HA IPEACTABEHHTE JOKYMCHTH IO 41,39, an.3, 1.1 or IMMI30IL or
"ATIP" OO/ no:

OITNo11 Enekmponiumen ananu3amop - H3uenekmpoaaiic - 3aneopena cuctemd.
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Texuudeckoro npemroxenme OTroBaps Ha H3MCKBaHMATA Ha BB3IIOKHTENIS TI0
OTHOIICHHE Ha ChAbPIKAHHE K dbopma u e mrorreno mo [punosxenne Ne3 or o0pasuure Kkem
Tipoueiypara u IIpumoxenue Nel, IIPENICTABEHO Ha XapTHEH M ONTHYeH HOCHTEJL.

[pennoxenu ca:
® CpoOK 3a nocraeka mo 72 (cenempecer u ABa) Yaca, a TIPH ey ciny4au mo 24
(mBamecer u HETHDPH) 4aca OT moJyyaBane Ha 3asBKa;
® OCTaTh4eH CPOK Ha TOAHOCT Ha AOCTABCHUTE MEIMIMHCKH H3/elns He 110~
Maiek oT 60% ot 06THg CPOK Ha rOJIHOCT;
Y49acTHUKET € npencTasmy BCHYKH H3HCKYEMH OT Bh3IIOKATES MOKYMEHTH, a IMEHHOQ:
®  3a oepupanume MeOuyuHeKY uzdenus e npeocmaeena ¢ 3aeepen npesoo EC
oexnapayus  3q Cvomeemcmeue u , CE“ MApKuposka 6  cvomsemcmeue
UsUCK6anuama na un. 14 uyn. 15 om 3MH;
®  mpedcmasenu ca UsUCKyemume xamanosu / npodyxmosa aucma,

mepumopuama na Peny6ruxa Buneapus om Meduxa Kopnopeiiuwwn, cAL

Komucusra HalpaBd IpOBEpKa Ha CHABPKAHHETO Ha TCXHHYECKOTO MpeIokKeHHe
ChOOpAa3sHO W3MCKBaHMSTA Ha UPOLICNlypaTa U YCTaHOBH, Ye NOKYMEHTHTEe Ha YYaCTHHKA
OTrOBApAT HA U3NCKBAHHATA Ha IIPOLEypaTa H 3aK0Ha.

Odepupanure MemuHECKH H3/ICTTHS CHOTBETCTBAT HA M3MCKBAHMSTA Ha TEXHHYECKATA
CeMDHKAIUST KbM AOKYMEHTAHATA 3a y4acTHe B IpoLiestypara, noApoOHO OMHCAHM 110
HOMCHKIaTypy B 00ocobenara mosumus u KOMHCHATA IDEMHHA KBM OLEHKA 110 OKA3aTeNs
»Ka9ECTBO”, CBINIACHO METOIMKATA 3a OlCHKA ONHCAHA B JOKYMEHTAIlMITA 33 YUacTHe B
npoLenypara.

Ouenkata Ha TexHHYeCKOTO TIPE/VIOXKCHNE ¢ M3BBPIICHA U OTpaseHa B [Tpunoxenne
Nel kbM HacTostIg IPOTOKOJL.

Ha 6aza ropemsiomxenoro KOMHCHSATA HAMHMPA TEXHHYECKOTO MpeLI0KeHHe HAa
YHaCTHHKA 32 OTrOBADSNI0 B Ib/JHA CTeleH Ha H3HCKBAHUATA HA BBH3JIOKHTEH,
3AJI0KCHH B TeXHHYECKATA crenu(UKANms Ha AOKyMenTauusra. C oriex ua Tosa,
KOMHCHHTA €[IHHOAYIIHO PelnH, 9e Aomycka yqactauka "AIIP" OO/ xo CaeABam eTan
B IIpoLeypaTa — oTBapsine Ha LEHOBOTO petoxenne no o6ocobenara mosumus.

Ilo orHOmMEHHE Ha PEACTABEHATE JIOKYMEHTH 10 wr.39, an.3, 1.1 ot II30II or
"IlepdexT Menuka" 00/ mo:
OIINed Peakmusu 3a Kpveno-za306 ananusamop ABL-5 - samsopena cucmema
Texunueckoro npemnomxenue OTIOBApA Ha HM3HCKBAHMATA HA BB3IOKHTEIS [0
OTHOIICHHE Ha ChABPKaHAE i GOPMa H € HIrOTBEHO 1o Hpunoxenue Ne3 ot 00pasuuTe KM
liponienypara u Ilpunosenue Nel, npexcraseno na XapTHEH ¥ ONTHYEH HOCHTEL.
Ipemmosxkenu ca:
® CpOK 3a nocraBka 10 72 (ceyiemuecer u IBa) Jaca, a [P COCIIHE cnydau go 24
(IBazteceT 1 veTHpH) waca or TIOJIy9YaBaHe Ha 3asBKa;
¢ OCTaTh4eH CPOK Ha TOJHOCT HA JOCTABEHHTE MCAMLIIMHCKH M3MEIHS He II0-
ManeK oT 60% o1 061w CPOK Ha I'OHOCT;
YYacTHUKBT € IpeCcTaBmI BCHUKY H3HCKYCMH OT BEL3JIOKHTEIS JOKYMEHTH, 4 HMEHHO:
*  3a oepupanume meduyuncry uzderus € npeocmasena ¢ sasepen npecoo EC
dexnapayusi  3a  cvomeemcmeue 1 »CE"  maprupoexa ¢ Cvomeemcmeue ¢
usuckeanusima Ha yn. 14 uyn. 15 om 3MH;
®  mpedcmasenu ca usuckyemume xamanozu ) NPOOYKMOoea tucma;
® npedcmasen e Odoxymenm 3a OMOPUSAYUR/OMOPUIAYUOHHO  nUCMO  om
npouseooumen, yoocmosepssauo npasa sa npedcmasumencmeo u muvpzoeus Ha




mepumopusma Ha Peny6nuxa bwnzapus om Diamond Diagnostics, Inc., CAILl u
Vitrex.

KomucHsTa HAIpABU NPOBEPKA HA CHABPIKAHUCTO HAa TEXHHUYECKOTO IPEIOKCHHEC
cpo0pasHO M3WCKBAHUSATA HA nporeypara # yCTaHOBH, 1€ JIOKYMEHTHTE Ha y4acTHUKA HE
OTTOBApAT HA M3UCKBAHMATA Ha Mponeypara 1 3aKOHa.

VuacTHAKBT ¢ odepupan Jy0mikaT (ChC CHIMHUST WM CXOJICH XUMHICCKH ChCTaB) Ha
peaKTHBHTE M XHMUKAIMTC 33 anapara KpveHo-2a306 AHAU3AMOD ABL-5, HO HE €
[IpeJICTABHIT TMCMEHHO PaspericHue ot IPOM3BOIUTENS HA OPUTUHATHHAS IIPOMYKT (PeaKTuB)
i cepTH(UKAT 32 IPOCISAMMOCT N0 MuQHATABEH METO/l, KOCTO M3UCKBAHE © IOCOUEHO B
JIOKyMEHTALSTA 33 Y9acTHE B IIPOIE/ypaTa.

KOHCTATHPAHOTO MNpPENCTaBisiBa HapyIICHAC M e CAMOCTOSTEIHO OCHOBaHHME 3a
OTCTpaHsBaHe OT MOpbYKara Ha yuacTHAKET ''Tlepdext Menuxa'" OO/l mHa ocHOBaHHE
q;1.107, 1.2, GyxBa a) OT 3011 — mpeacraBui e ogepra, KOATO HE oTroBapsi Ha
HpeIBAPUTEIHO 00sIBEHUTE yCTOBHS 32 W3IbLJIHEHHE HA MoPhYKaTa.

Tlo OTHOIIEHWE HA TPEICTABCHATE NOKYMEHTH 10 .39, an.3, 1.1 ot TIT130I1 ot "BI'
MEI" OO/ mo:

OIIN4 Peaxmueu 3a KpbeHo-2a306 aHaiu3amop ABL-5 - 3ameopena cucmemda

TexHUUECKOTO IpeUIOKEHHe OTroeaps Ha A3MCKBAHMSATA HA BB3JIOKHUTCH IO
OTHOIIEHHE HA ChIBPKaHMe ¥ (opMa i ¢ H3TOTBEHO 110 IIpunoxerue Ne3 oT 00pasiHuTe KbM
nporeypara i IIpHIoKeHHE Nel, mpencTaBeHo Ha XapTHEH H ONTHHCH HOCHTEIL.

[TpenoKeHu ca:

e CpOK 3a JI0CTaBKa JIO 72 (cemeM/eceT U /IBa) gaca, a Ipy CHCIIHHA ciaydau 1o 24
(BajieceT W YETHPH) Haca oT ToIydYaBaHe Ha 3asiBKa;
e OCTAaThUeH CPOK Ha TOJHOCT HA JIOCTABCHHUTC MEIUIMHCKA U3JENHI HE T0-
Marsk oT 60% oT 00IIus CPOK Ha TOAHOCT;
V4acTHAKET € NPEICTABU/I BCHIKU H3ACKYEMA OT BB3JI0KATEI JOKyMEHTH, & HMCHHO:
o 3a oghepupanume MeOUYUHCKU uzdenusa e npeocmasena 6 3a6epen npe6oo EC
dexnapayus 3G cvomeemcmeue U CE“ mapkupogka 6 cvomeememeue ¢
uzuckeanuama na 4i. 14 v 4. 15 om 3MH;
e  mpedcmaseny ca USUCKyeMume Kamanosu / npodyKmMosa 1ucma;
e mpedcmasen e OOKymenm 34 OMOPU3AYUS/OMOPUSAYUOHHO  NUCMO O
npouseodumen, yOocmocepasaujo npasa 30 npedcmasumencmeo u mop2osui Ha
mepumopusma na Penyonuxa Bunzapus om Radiometer, Jlanus.

KOMHCHSTA HAIpaBy MPOBEPKA HA CHIBPIKAHHMETO Ha TEXHHUYECKOTO NPEIOKEHHS
chOOpA3HO W3HCKBAHMSTA HA NPOHELypara ¥ YCTAaHOBH, U€ JOKyMEHTHTS HaA y4acTHHKA
OTrOBapsT HA M3UCKBAHMSTA HA POLE/lypaTa ’ 3aKOHA.

OdepupaHnTe MeUIIMHCKA H3/(CIIH5 CBOTBETCTBAT HA M3UCKBAHUATA HA TEXHAIECKATA
crienpuKanus KbM JOKyMEHTAHUATa 34 yuacTHe B IPOLEAypata, opo6HO OMMCaHH IO
HOMEeHKIaTypd B 000coOeHaTa MO3HIA 1 KOMHCHSITA [[PEMUHA KBM OL[EHKa T0 TMOKa3aTell
KadecTBO”, CBIJIACHO METOIHUKATa 3d OIlcHKa OIMcaHa B JIOKyMEHTaO@ATa 3a y4acTue B
nporexypara.

OmneHkara Ha TEXHHYECKOTO IPEVIOKCHHAE € M3BBPIICHA H OTpa3eHa B [punoxeHune
Nel ¥bM HACTOSIIHS ITPOTOKOIL.

Ha 62a3a ropeH3/iokeHOTO KOMHCHATA HAMHPA TeXHHIeCKOTO TpeNIoKeHHe Ha
yYACTHHKA 32 OTroBapsinio B ILJIHA cTeleH HA HM3HCKBAHMATA HA BB3JIOKHTENH,
3a/07€eHH B TeXHHUECKaTa crennuKanus Ha noxymentanuaTa. C orjief Ha TOBa,
KOMHCHATA €IHHOIYIIHO PEMH, q¢ A0IMyCKa yuactunka "BI MEI" OO/ no caenBamny
eTan B IpoIETypaTa — OTBapsiHe HA IEHOBOTO npeaioReHne mo o0ocobeHaTa MO3HIHUHA.

OIINel 7 Cyxu niecmose




Texnuueckoro npemnoxernne OTroBaps Ha HM3HCKBAHHATA Ha BB3TOKUTENS 110
OTHOIICHHE Ha ChABPKAHHE dopma 1 e m3roteeno mo Ipunoxenue Ne3 ot obpasuure KeM
fiponenypara u [Tpunoxenwne Nol, TMPE/ICTABEHO HA XaPTHEH U ONTHYEH HOCHTEL

® CpoK 3a jocTaBKa 10 72 (ceeMuecer i JIBa) Yaca, a IIPH ClenHy Cy4am o 24
(aBajtecet u YCTUPH) 9aca 0T MOTyYaBaHe Ha 3as1BKa;
® OCTaTBYeH CPOK HA rOAHOCT Ha AOCTABEHUTE MEIMIMHCKH H3LETHS He mo-
Marek oT 60% oT 0brms CPOK Ha I'OJIHOCT;
YYacTHHKET e npeacTanmn BCHYKH H3HCKYEMH OT BB3IIOKHTENS JMOKYMEHTH, & HIMEHHO:
®  3a ogepupanume MEOUYUHCKU u3denis e npeocmasena ¢ 3aeepen npeeoo EC
oexnapayus  3q cvomeememeue u , CE“ MApruposka 6 cvomeemcmeue ¢

Usuckeanusma na yu. 14 wun. 15 om 3MH;

®  npedcmasenu ca usuckyemume xamanosu / npodyxmosa aucma

® npedcmasen e doxymenmm sa OMOPUIAYUA/ OMOPUIAYUOHHO  NuCHO om
Hpoussooumen, Yoocmosepssawo npasa sa mpeocmasumencmeo y MBbP2osUs Ha
mepumopuama na Penybnuka Bureapus om Roche, Lepmanus u RBIHOMOWHO Om
»Mapsena” OOJT 3a npeomopuzupane.

Komucusara manpasu IPOBEPKA Ha CHIBPKAHHETO Ha TEXHUIECKOTO TPEIOKEHHE
CbOOPasHO H3HCKBAHHATA Ha IpoLeypaTa M yCTaHOBH, ye JAOKYMEHTHTE HAa YYaCTHHKA
OTrOBapsAT Ha M3UCKBAHUSITA Ha IIPOLEypaTa u 3aKoHa.

Odepupanoro memmmmucko usnenue 1o HoMewkmarypa Ne 17008 Tecr JIEHTH 3a
rmoxomep (ACCU - CHEK) croTBeTcTRa Ha H3UCKBAaHUATA Ha TEXHHYECKATa cnenuduKanus
KbM NIOKYMEHTAlHATa 33 y9acTHe B liponenypara, mogpobHO OMHUCAHO 10 HOMCHKJIATYpH B
obocobenara mosumus u KOMHCHATa NMPEMHHA KBM OIIEHKA O NIOKasaTesid ,,KagecTBo”,
CBIUIACHO METOJIMKATA 32 OIEHKA OMMCAHA B JOKYMEHTANUSATA 3a YYaCTHE B Iponenypara.

Onenkara Ha TexHHYECKOTO TIPC/VI0XKCHAE € M3BbPIIEHA W OTpaseHa B [Ipunoxenue
Nel kBM HacTOstIHS IIPOTOKOJI.

Ha 6a3a ropemsaomenoro KOMHCHAITA HAMHPA TEXHHYECKOTO NpeIojkKeHHe Ha
YHaCTHHKA 32 OTroBapsm0 B NbJHA CTelleH Ha H3HCKBAHUATA HA BB3JI0KHTEIH,
3AJI0KCHH B TeXHHYECKATa clenuduKanms ma AoOKymenTauusta. C oriex ma Tosa,
KOMHCHATA €AMHOAYINHO PEmIH, Ye Aomycka yqactHuka "'BI°' MEJ" OO/J1 no caenpam
€Tan B npouneaypara — oTBapsiHe HA EHOBOTO lipelIo:keHue o o6ocodenara mozuums.

Ilo otHOmWEHME Ha [pPE/ICTABEHUTE NOKYMEHTH 110 w139, an.3, 1.1 or IIII30I] oT
"MapseHa InarsocTuxa" EOO/ mo:

OllNeS Peaxmusu 3a _asmomamuuen Koacyromemwvp SYSMEX CA - 500 -
3ameopena cucmema.

Texundeckoto mpemmoxenne OTIOBapsi Ha M3HCKBAHHMATA HA BB3NOKHTEIS II0
OTHOILICHHE Ha ChABPKXAHHE H (hOPMA U € H3rOTREHO 0o Ilpuinoxenne Ne3 ot 00pasiuTe KBM
poueanypata u Ilpunoxenue Nel, npencrasero na XapTHEH ¥ OITHYEH HOCHTEIL.

Ipemnoxenu ca:
® CpOK 3a JlocTaeka 10 72 (cemeMiecer u J1Ba) Haca, a TPH CIIELIHH Cllyqan 10 24
(mBamecer u etHpn) waca ot [OJTy4aBaHe Ha 3asiBKa;
¢ OCTaThYCH CPOK Ha TOZHOCT HA JOCTABCHHTE MCIMLIHHCKH M3NENHs He II0-
Manek o1 60% oT o6 CPOK Ha rOHOCT;
YUacTHHKET € npescTaBmn BeHuky H3HCKYCMH OT BB3TOXKUTENISA JOKYMEHTH, 4 HMCHHO:
®  3a ogepupanume meduyunciu uzderus e npedcmasena ¢ 3aeepen npesoo EC
Oexnapayus 3a cvomeemcmeue y »CE"  mapruposka e Cvomsemcmeue ¢
Usuckeanuama na yn. 14 wun. 15 om 3MH:
®  npedcmaseny ca usuckyemume kamanosy ) npoOOyKmMoea nucma;




e nmpedcmaesen € doxymenm 3a OMOpU3AYUA/OMOPUIAYUOHHO nucMo  Om
npoussooumel, yoocmosepsieaujo npasa 3d npedcmagumencmso u mupeoeus Ha
mepumopusma na Penybnuxa benzapus om Siemens, I epmanus.

Komucusita HampaBH TIPOBEpKa Ha CHBPKAHAETO HA TEXHHYICCKOTO IPEI0KEHUE
crobpasHO M3UCKBAHWATA Ha npoleaypaTa U yCTaHOBH, ye JOKYMCHTHTE Ha Y4acTHHKA
OTroBapsAT Ha H3UCKBAHUATA Ha Tpore/lypara i 3aK0Ha.

OdeprpaHUTE MEIMIHHCKH W3TeNHs CHOTBETCTBAT Ha H3MCKBAHUATA Ha TEXHUUYeCKaTa
crierduKALES KbM JTOKYMCHTAIHATA 3a ydacTHe B IPOIENypara, oApOOHO OIMMCAHM IO
HOMEHKJIaTypH B 000coOcHaTa MOSHITIA H KOMHECHSTA [[PEMUHa KBbM OICHKA 110 TIOKa3aTess
,KauecTBO”, CHIIIACHO METOAMKATA 23 OLCHKA ONHMCAHA B JOKyMEHTAlAATA 33 y4acTue B
nporneaypara.

OrieHKaTa Ha TCXHHIECKOTO TIpeIOKEHHE € H3BBPLICHA 1 oTpaseHa B [[pHITOKEHUE
Nel KBM HACTOSLIHS MPOTOKOIL. '

Ha Ga3a ropeus/io;KeHOTO KOMHCHITA HamMHpa TeXHHIEeCKOTO ppeiJioKeHHe Ha
y4acTHHKA 32 0TroBapsmo B OBJHA CTelleH HA HM3MCKBaHWATa HA BBH3JI0KUTENH,
3a703KEHH B TeXHHYecKaTa crenaduKALEs HA MOKYMCHTAUHATA. C orJie HA TOBA,
KOMMCHSITA €IHHONYIIHO pemH, €€ JAoIycKa Y4YacTHWKA "MapBeHa JuarsocTaKa'
EOOJI no cieasam eran B npouexypara — oTBapsiHe HA LEHOBOTO npeAioKeHne 1o
oGocobenaTa MO3HIHA.

[lo OTHOINEHHE Ha IPEACTABCHHTE NOKYMEHTH TIO w39, an.3, 1.1 OT TIII3011 ot
"T'pun BI'" OO no:

OITN:18 JIpyzu KOHCYMAMUGU.

TexHWUeckoTO IIpEIojKeHne OTropapsi Ha A3MCKBAHMSTA HA BB3JIOKHTEIT IO
OTHOIIEHHE Ha ChAbpkanue U Gopma i € parorsero 1o IIpunoxenue Ne3 oT oOpasnuTe KM
nporeaypara 1 IIprIoKeHAE Nel, mpejicTaBeHo Ha XapTHEH 1 ONTHYECH HOCUTEIL.

[TpennoKeHu ca:
e CpOK 3a JIOCTABKa /10 72 (ceneM/ieceT U /Ba) Uaca, a MpH CIIEIIHY CIydan 1o 24
(mBazeceT U YeTHpH) Yaca OT [OJTyJaBaHe Ha 3asBKa,
e oOcTAaThUEH CPOK HA TOMHOCT HAa JOCTABCHHTC METMLMHCKHE H3/eTnd He II0-
MaTBK 0T 60% 0T 061K CPOK Ha TOIHOCT;
VqaCTHUKBT € IPEICTABHI BCHIKH H3UCKyEeMH OT BB3NOKATENS TOKYMEHTH, 3 AMCHHO.
e 30 oghepupanume MeQUYUHCKY U30els € npedcmaeena € 306epPex npeeod EC
dexnapayus 3a cvbomeemcmeue U CE“ mapKxuposka 6 CbOMEemcmeue c
wzuckeanusma na dn. 14 u 4. 15 om 3MH;
o  pmpedcmaseny ca USUCKyeMume xamanosu / npooyKmosa Aucma;
e npedcmasen € Ookymenm 34 omopu3ayUs/0omopusalUoRHo nucmMo  Om
npouseodume, yoocmosepasauo npasa 3a npeocmasumencmeo u mbp206us Ha
mepumopuima Ha Penybnuxa bvieapus om MHKPOJIHAT /MICROLIT, Hnous u
Kapn Pom/Carl Roth, Tepmanus.

KomucusiTa HampapH IpoBepKa Ha CHIBPKAHMETO HA TEXHHYCCKOTO TpEUIOKEHUE
cp0OpasHO M3HCKBAaHHATA HA mpoleypara ¥ YCTaHOBH, HC JIOKyMEHTHTE Ha y4acTHHKA
OTTOBApAT HA H3UCKBAHHUSATA HA mpolie/lypara i 3aKoHa.

OdeprpaHuTe MEUITHCKH p3ieNAs CHOTBETCTRAT Ha H3MCKBAHUATA Ha TeXHHIECKaTa
crienpuKaIHs KbM JOKyMCHTAIlAATA 3a ydacTHE B TPOLEAYypaTa, mopo0HO OMHCAHH 11O
HOMEHKaTypH B 0bocobeHaTa Nosuiul 1 KOMUCHATA TIPEMHHA KBM OICHKA TI0 noKa3aTeis
_KagecTBO”, CHIJACHO METOJHKATA 33 OLlCHKA OIMMCaHA B JOKYyMCHTAlHATa 32 y4acTHe B
nporeaypara.

Onenkara Ha TEXHHIECKOTO TIpeUIOKEHNE € M3BBPIICHA 1 oTpaseHa B [IpunoxeHne
Nol ¥BM HacTOSIIHS ITPOTOKOIL.




?

3QJI0KCHH B TeXHHYecKaTa cnenvpHKanug Ha AoOKymenrtanusra. C ormeny ua TOBA,
KOMHCHSATA eMHOymIHO PeIIM, qe jjonmycka yqaacrauka "I'pun BI'" 001 no caeaBam
éTran B npomexypara — O0TBApsHE HA LEHOBOTO Npelto:keHne mo o6ocobenara NO3HITHST,

® CpoK 3a jocraska f0 72 (cenemuecer u Z1Ba) Yaca, a Ipy cremmy Ciiydan nio 24
(mBanecer u YETHPH) daca oT lI0Jly9aBaHe Ha 3asBKa;
® OCTaThYeH CPOK Ha rogHOCT Ha AOCTABCHATE MENHIMHCKA W37emms HE I10-
MalreK 0T 60% ot 06mus CPOK Ha I'OJIHOCT;
YuacTHHKET € TIPENCTABUIT BCHYKH H3HCKYEeMH 0T BB3JIOKUTENIS IOKYMEHTH, & HMEHHO:
*  3a ogepupanume MeouyuHcky usdenus e npeocmasena ¢ 3aeepen npesod EC
Oexnapayus 3q cvomeemcemeue u , CE“ MAPKUpo6Ka 6  cvomeemcmeue ¢
UsUckéanusma na un. 14 uyn. 15 om 3MU;
* mpedcmasenu ca mpedcmaseny Ca usuckyemume rxamanoszy / RPOOYKmMoOGa
nucma;
®*  mpedcmasen e OoKymenm 3q OMOPUSAY U/ OMOPUSAYUOHHO  nucmo om

Komucusata HAlpaBH MpPOBEPKA Ha CHIBPKAHHETO Ha TCXHHIECKOTO TIPEMIOKEHHE
CBOOPA3HO M3HCKBAHHATA Ha IpOLenypaTa W yCTaHORH, ye AOKYMEHTHTE Ha YYacTHHKA
OTrOBapsAT Ha H3UCKBAHUATA HA IPOLEypaTa 1 3aKoHA.

Odepupanure Menummackn H3/ICIHsA CHOTBETCTBAT Ha H3HCKBAHHMSATA Ha TeXHHYECKATa
CHIEHU(PHUKALMST KbM AOKYMCHTAllMATA 3a y4yacTwe B liponienypara, moapo6GHO omkcany 1o
HOMCHKTarypy B o6ocobenara mosumms i KOMHCHATa IPEMHHA KBM OIIEHKA 110 IoKas3aTens
»Ka9eCTBO”, CBINIACHO MeToIMKaTa 3a OICHKa ONHCaHA B JIOKYMEGHTAMITAa 33 y4acTHe B
IIpoIeypara.

Onenkara Ha TexmmYeckoTo NPETIOKEHIE € M3BbpINEeHa U OTpasena B [Ipunoxenue
Nel xuMm HACTOSAIMHS IPOTOKO.

Ha 6a3a ropeusiosxenoro KOMHCHATA HAMHPA TeXHHYECKOTo NpeIoKeHHe Ha
YHaCTHAKA 32 OTroBapsimo B mbima CTCII€EH HA H3HCKBAHHATA Ha Bb3JI0KHTEIs,
32/I03KeHH B TeXHHYecKaTa cnenMpuKanus ua AOKyMeHTauuaTa. C oriex ma TOBA,
KOMHCHATA eHHOTYIIHO pemm, ye Aomycka yqacTtHuka "I'pun B 00[ 1o caexam
€Tan B npoueaypara — oreapsine Ha UE€HOBOTO NpeiIoxKeHHe 10 06ocoGenaTa MO3HIIH,

ITo orHOmEHWEe Ha NPECTAaBEHUTE TOKYMEHTH II0 .39, an.3, 1.1 or IMM3OII or
"UnTep Busuec 91" EOO/ no:

OIINo18 /Tpyzu koncymamusu
Texnmueckoro IIPCIUIOKCHHE OTrOBapsi Ha M3HUCKBAHUSTA Ha BB3JIOKHTENSI 110
OTHOIICHNE Ha ChABPXKAHHE U hopma 1 e H3TOTBEeHO 10 Ilpumosxkenue No3 ot obpasimTe KEM
liponienypara u [Ipunoxenue Nol, TIPEICTABCHO Ha XapTHCH M ONTHYEH HOCHTEY
[Ipenmoxeny ca:
® CpOK 3a moctaBka 10 72 (cememuecer u JBa) Yaca, a IpH CIeTHN cinydad nmo 24
(nBazmecer u YCTHPH) 9aca OT MoJTy9aBane Ha 3asBKa;




e oOcCTaThyeH CPOK HA TOAHOCT Ha JOCTABEHHTE METHIMHCKH H3IEIHMd HE 1o-
MarbK 0T 60% oT 0BImHs CPOK Ha FOTHOCT,
VyacTHAKST € IPEICTABUI BCHUKH H3ACKYEMH OT BB3TOKUTENS JOKYMEHTH, 8 AMCHHO:
o 30 ohepupanume MeOUYUHCKU uzdenus e npedcmasena 8 3a6epen npe6od EC
dexnapayus  3d cLomeemcmeue U, CE“ mapxuposka 6 cpoineemcmeue  C
yzuckeanuama Ha da. 14 u 4. 15 om 3MH;
e npedcmaeeHu cd npedcmaseny. ¢a USUCKYeMUme xamanosu / NpooyKmosa
aucma;
e npedcmasen e OOKymenm 3d OMOPU3AYUA/OTNOPUSAYUOHHO nucmMo Om
npouseooumel, yOoCmosepsasauo npasa 3a npedCmasumencmeo u mMbp2o6Ust Ha
mepumopuama Ha Penybnuxa beneapus om SARSTEDT, I'epmanus.

KoMmucHSTa HAIpaBy [PoBepka Ha CHABPKAHHCTO Ha TEXHHHECKOTO MPEUIOKEHUEC
ch0OpasHO M3UCKBAHUATA HA [porie/lypara ¥ yCTaHOBH, €€ JOKYMEHTHTE Ha y4JacTHHKA
OTroBapsT Ha M3UCKBAHIITA Ha MPOLEAypaTa 1 3aKOHa.

OdepupaHnTe METUIMHCKA H3/ICITHA CBOTBETCTBAT HA H3MCKBAHHSTA HA TEXHIYCCKATA
crierpadEKanyas KbM JOKyMEHTAIHATa 38 yuacTHe B IpoLexypara, 107ipoGHO OTHCAHH MO
HOoMeHKIaTypu B o6ocobenara IosHifd 1 KOMFCHATA [[PEMUHA KBM OLEHKa 110 TIOKa3aTeIld
_KadecTBO”, CHIJIACHO METOAMKaTa 3a OlleHKA OIHcaHa B JIOKyMEHTAIuATa 33 y4acTue B
nporexypaTa.

OleHKaTa HA TEXHHIECKOTO MPEIOKCHUE € H3BBpIIEHA U OTPa3cHa B Ipunoxenue
Nel ¥BM HACTOSIIMS TPOTOKOIL.

Ha 6a3za ropeH3JI0KEHOTO KOMHCHATA HAMHPA TeXHUIECKOTO MPeNJIoKeHHEe HA
y4acTHAKA 32 OTroBapfAmo B OLJIHA CTeNeH HAa H3UCKBAHHATA Ha BB3JI0JKATEN,
32/105KeHH B TEXHH9IECKATa coenuduKanus HA TOKyMEHTAlHITA. C oriex HA TOBA,
KOMHCHATA €IHHOAYIIHO PENIH, Ye 10IycKa yaacrauka "'HHTep Busuec 91" EOO/L no
ciieBAN €TaN B IPOIeXyparTa — OTBAPIHE HA [eHOBOTO TMpe/IoKeHne 10 obocobenara
MO3U LM,

OIT No19 Monosemu 3a_3emane HA 6eHOIHA KD'b6 ¢ KOHEKIMOop 34 CHPUHUO6KA HUN
"H]IBQ n
TexHHUESCKOTO TPEIOKESHHE OTroBapsd Ha W3MCKBAHWMSATA HA BB3IOKHTEL IO
OTHOIICHME HA ChIbPKaHHE U QopMa i € H3TOTBEHO no [Tpunoxenue Ne3 oT o6pa3uTe KbM
npomeaypara i [IpuoxeHue Nel, IIpe/IcTaBEHO HA XapTHEH U ONTHICH HOCHTEIL
TIpennokeHH ca:
e CpOK 3a JOCTaBKa 0 72 (ceneMueceT U 1Ba) Yyaca, a Ip¥ CIIeIIHH cirygan 10 24
(mBanmeceT U YyeTHpH) Jaca OT HOIy4aBaHe Ha 3a5BKa;
e oCTaThUCH CPOK HA TOMHOCT HA JOCTaBEHHUTC MEIUIMHCKY M3[eTus He II0-
MarsK oT 60% oT 06Imus CpOK Ha TOIHOCT;
VqacTHAKBT € MPEICTABII BCHIKA H3HCKyeMH OT BB3TTOKATENS JOKYMEHTH, 3 KIMCHHO:
e 3a ohepupanume MeOUYUHCKU uzdenus e npedcmaesena 6 3a6epen npesod EC
dexaapayus 3a cvomeemcmeue U - . CE“ mapkupogka 6 CbOmSemcmeue ¢
uzuckeauuama na un. 14 u . 15 om 3MH;
e  mpedcmaseny ca USUCKYEMUME Kkamanosu / npoOyKmosa Ucma;
e npedcmasen € OOKymeHm 3a OmopU3AYUA/OMOPUIAYUOHHO  NUCMO om
npoussooumel, yoocmosepasauio npasa 3a NMpeocMasumencmeo u mbp2o6Us HA
mepumopuama Ha Penybnuxa bviazapus om SARSTEDT, I'epmanusi;
e  mpedcmasery cd UUCKyemume no guUO U KOIUYECMEO MOCMPU.
KoMWCHSTA HAIpPaBH [POBEPKa HA CHABPKAHHMETO Ha TeXHAYECKOTO IIPEUIOKCHHAE
¢p00pasHO H3MCKBAHMATA HA mporeaypaTa M yCTaHOBH, [€ JOKyMEHTHTEe Ha yJacTHHKA
OTroBApST HA M3ECKBAHUSTA HA IIPOLE/ypata ¥ 3aKOHA.




19002 Koazynayus 2 9un, 19003 CVE 3,5 mn, 19004 7 cepym 4,4 mu ce YCTaHOBH, ue
MOHOBETHTE HsaMmar KOHCKTOD 3a CHpHANOBKE T »Jlyep” u 1pum H3BBPIIBAHE Ha
MaHUIyTannuu Tps6Ba na ce H3NOM3BAT CAMO M eNMHCTBEHO Mryy ¢ amanrep. Tosa
NIPOTHBOPEYH Ha H3MCKBaHETO Ha BB3JIOKHUTEISE B TeXHHUYecKaTs CHeNHDHKANHS KbM
AOKYMEHTALUATA 38 yyacTue B Tiponenypara, ye MoHOBeTHTE 37 B3CMaHe Ha BeHO3HA KpbB
TpsbBa j1a 64T ¢ KOHEKTOp 3a CIpHHI[OBKA THIT “yep".

Koncrarupanoro IpeACTaBIdBa HapymeHwe p e CAMOCTOATENIHO OCHOBaHHe 3g
OTCTPaHABaHE OT MOPHYKATa Ha YHaCTHHKBT "HHTep Bushec 91" EOO/I na ocuoBanue
41107, 1.2, Gyksa a) or 300 - MpeacTaBu e odepra, komro e OTroBaps Ha

ITo otHOWEHHE Ha HPEICTaBEHATE TOKYMEHTH [0 41.39, an.3, 1.1 or [MI130I] ot "Esur
Menuxan" OO0 no:

OTHOIIEHUE HA ChABPKAHHE 1 $hopMa u e m3roTBEHO IO IIpunoxenne No3 ot oOpasuuTe KBM
fipontenypata u Ilpunoxenue Nol, TPEACTABEHO HA XapTHEH U ONTHYEH HOCHTE,
[pemnoxeny ca:
® CpOK 3a JlocTaBka 10 72 (cememmecer u AIBa) Yaca, a IpH CIIelTH: ciIydau mo 24
(mBamecer u UCTHPH) Yaca OT I0Ny4aBaHe Ha 3asBKa;
® OCTaTBYCH CPOK HA TONHOCT HA [OCTABEHHTE MCIMIHHCKH M3/IelHs HE [O-
MalrbK 0T 60% oT 061us CPOK Ha roJHOCT;
YYaCTHHKET e mpe/icTaBmT Bomukn H3HCKYEMH OT BB3JOKHUTEIIS IOKYMEHTH, 8 HMEHHO:
®  3a oghepupanume MeOuyuHcKy uzdenus e npedcmasena ¢ sasepen npesoo EC
dexnapayus  3q ceomeemcmeue wu ,,CE“ MAPKUposka 6 cwomeemcmene ¢

UsuCKeanuama na yn. 14 u yu. 15 om 3MH:

®  npedcmasenu ca usuckyemume xamanosy / HpOOYKmosa nucma;

®  npedcmasen e OoKymenm 3a OMOPUSAYUA/OMOPUIAYUOHHO  nucMo  om
npoussooumen, yoocmosepasawo npasa 3a npedcmasumencmeo u MbP206Us Ha
mepumopusma ua Penybnuka Buieapus om Getein Biotechnology Co., ILtd
Nanjing China,

Komucnsara nampagu TIPOBEPKA HAa CHABPKAHHETO HA TEXHHUYECKOTO IpeJITIoKEHHE
ChOOpasHO H3MCKBaHWATA Ha TIpOLeNypaTa M yCTaHOBH, Y€ JIOKYMEHTHTE Ha YYacTHHKA
OTroOBapsT Ha U3UCKBAHHATA Ha IpoLenypara i 3aKoHa.

Odepupanute Menummsckn H3NEIIHA ChOTBETCTBAT Ha M3HCKBAHMSTA HA TEXHHYEeCcKaTa
CHEUHbUKANHAS KbM AOKYMEHTAIMATA 3a y4yacTue B liponeaypara, nogpoGHO OMHCAHH Tio

IpoLenypara.

Onenkara Ha TexauyecKkoTo TIPC/UIOXCHAE € U3BBPIIEHA W OTpaseHa B [Tpunoxenne
Nel xBM HacTOsIIHS IIPOTOKO.

Ha 6a3a ropemaosxenoro KOMHCHATA HAMHMPA TeXHHYECKOTO IIPeII0KeHHe HA
YIaCTHHKA 33 OTTOBAPSINO B OBJIHA CTeleH Ha H3UCKBAHMATA HA BB3JIOKHTEI,
3ATM0KEHH B TeXHHYeCKaTa cnenuduKanas ma JA0KymenTaunsTa. C ormex ma Tosa,
KOMHCHATA €MHOIYINHO pemn, e Aonycka yygactauka "Eanr Megukan" 001 no
CJICABAIN €Tan B mpowuexypaTa — OTBapsHe HAa EHOBOTO NpeNT0kKEHHe 1o obocobenara

MO3HIHSL.
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[lo oTHOmenue Ha HpencTaBeHHTEe NOKYMEHTH 1o w139, am.3, 1.1 or IIII30II or
"Xpono" OO/ no:

OIlNe8 Peaxmueu u xoncymamusu 3a_Kobac - Humezpa 311 - 3ameopena
cucmema

TexnuyeckoTo mpenToKeHHE OTroBaps HAa H3HCKBAHMSTA HA BBIIOKHTENS IO
OTHOLIEHUE Ha ChAbpXKaHUe U hopMa M € H3roTBeHo 110 [Ipunoxenne Ne3 oT 06pasiuTe KbM
nponenypata u [Ipunoxerne Nel, npezicraBeHo Ha XapTHEH H ONITHYEH HOCHTEIL.

~ IIpennosxenwu ca:
® CpOK 3a JocTaBKa 10 72 (celieM/IeceT | [Ba) Yaca, a IpH CIEITHH clIydad 10 24
(mBajeceT M YETHPH) Yaca OT I0JIyYaBaHe Ha 3asBKa;
® OCTarb4Y€H CPOK HA TOJHOCT HA OCTABEHHMTE MEIMIIMHCKH H3MCJIM HE I0-
ManbK 0T 60% oT 00mmKs cpoK Ha TOIHOCT;
Y4acTHHKBT € MPEeNCTABHII BCHUKH H3HCKYEMH OT BE3JIOKHTENS TOKYMEHTH, & HMEHHO:
* 30 ogepupanume meOUYUHCKY U30enUs e hpedcmasena 6 3aseper npeod EC
oexnapayus  3a cvomeemcmeue u ,,CE“ mapxuposxa 6 cvomeemcmeue c
usuckeanusma na wi. 14 uun. 15 om 3MH;
®  HpeocmaseHu ca UUCKyeMume Kamanosu / npooyKmoea nucma,
® npedcmasen e OOKYMEHM 30  OMOPU3AYUS/OMOPUSAYUOHHO NUCMO OM
Npou3eo0umen, yoocmosepsasauo npasa 3a NPeOCMAsUmencmeo u mop2ous Ha
mepumopusima na Penybnuxa bvneapus om Pow Juaznocmuxe, Iepmanus.

KomucusaTa Hanpass npoBepka Ha CHABPIKAHHETO HA TEXHHYECKOTO IIPEMIOKCHHE
ch00pasHO M3MCKBAaHHATA HA HPOIENypara M YCTAHOBH, Y€ NOKYMEHTHTE Ha YYaCTHHKA
OTTrOBapAT Ha M3MCKBAHUSITA HA IPOLEAypaTa ¥ 3aKOHA.

Odepupanute METUITHHCKA U3/EJUSI CHOTBETCTBAT HA H3UCKBAHHSATA HA TEXHHUSCKATA
crenuduKanus KbM TOKYMCHTALHATA 33 y4acTHE B IPONEAypara, MoApoGHO OIHCAHH IIO
HOMEHKIIATYpH B 000coOeHaTa MO3MIMA K KOMHCHATA IPEMHHA KBM OIEHKA 10 IMOKA3aTels
»Ka4eCTBO”, CHIIACHO METOJHMKATa 3a OIEHKA OIMCAaHA B JIOKYMEHTAIMATA 32 yJacTHUE B
IIpoleIypaTa.

Onenkara Ha TEXHHYECKOTO NPELIOKESHAE € M3BLPINEHA W OTpaseHa B [IpHiokeHue
Nel kbM HacTOSIINS IPOTOKOIL.

Ha 0asa ropens/iokeHOTO KOMHCHSITA HAMHPA TEXHHYECKOTO NpeIoskKeHHe Ha
Y4acTHHKA 3a OTroBapsll0 B NIbJHA CTelleH HA H3HCKBAHHATA HA Bb3JIOKHTEs,
3a/10KeHH B TeXHHYeCKaTa cneuudukanus Ha nokymeHTanusTa. C oryiel Ha ToBa,
KOMHCHATA ¢IHHOIYIIHO pemH, 49e Aomycka ydacTHHKa "Xpouno" OO/l mo caensam
€Tal B NponeaypaTa — 0TBapsiHe HA IIeHOBOTO NPe/JIoKeH e 110 000co0eHaTa MOIHIIA.

OlIN:9 Peaxmueu u xoncymamueu 3a Kobac - Humezpa 400+ - 3ameopena
cucmema
TexHHYeCKOTO TIpe/IOXKEHHE OTroBaps HA H3WCKBAHMNTA HA BBH3JIOKHUTENS IO
OTHOIIEHHE Ha ChAbpKaHue 1 Gopma H € u3rorseHo 1o Ipmwioxenue No3 ot o6pasimTe KM
npouenypata u [Ipunoxenune Nel, mpencraBeHo Ha XapTHEH U ONITHYEH HOCHTEIL.
[Ipennosxenu ca:
® CpOK 3a JocTaBKa 10 72 (ceneMaeceT U /IBa) 9aca, a IpH CIENIHH CiIydan 10 24
(OBameceT M YETHPH) Yaca OT MOIy4aBaHE HA 3asBKAa;
® OCTaTh4€H CPOK HA TOJHOCT HA JIOCTABEHHTE MEIHIMHCKH H3IElHs HE II0-
Marek 0T 60% oT 00Imus CpoK Ha TOMHOCT;
VY4acTHUKET € IPEeICTABHMII BCHYKH H3UCKYEMH OT BB3IOKHUTENS JOKYMEHTH, a HMEHHO:
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®  3a oghepupanume meduYUHCKU U30enus e npedcmasena 6 3asepen npecod EC
Oexnapayusi 3a cvomeemcmeue u ,,CE" mapxuposka 6 cvomeemcmsue c
wznckeaHuasma Ha 4. 14 wyn. 15 om 3MU;

®  NPeOCasenl Ca U3UCKyeMume Kamanosu / npooyKmosa nucma,

e nppedcmasen e OOKYMEHm 3a OMOPU3AYUA/OMOPUSAYUOHHO HNUCMO O

npouseooumen, yOOoCmosepasauwjo npasa 3a npeocmaeumencmeo U mbp2o6us Ha

mepumopusma na Penyonuxa bvazapus om Pow [{uaznocmuxce, I’ epmanus.

KomucuaTa HampaBW IPOBEpKa Ha CHIBPKAHMETO HA TEXHUYECKOTO IIPEIOKEHHE
ChOOpa3HO M3UCKBAHHSATA HA IIpOLeNypaTa W YCTaHOBM, Y€ JOKYMEHTHTE Ha Y4YacTHHMKa
OTrOBapsAT Ha H3MCKBAHUATA HA MPOLEAypaTa U 3aK0oHa.

OdeprpannTe MEIUIIMHCKA H3/ETHs ChOTBETCTBAT HAa H3UCKBAHUATA HA TEXHHYECKATa
crieruUKausd K6M IOKYMEHTAIMATA 34 Y4acTHE B IPOLEAypaTa, MOAPOOHO ONMCAHH IO
HOMEHKJIATYpH B 000coOcHaTa OIS ¥ KOMHCHATA IIPEMHUHA KbM OLEHKA I10 II0Ka3aTells
,,Ka4eCTBO”, CBITIACHO METOMWKATA 3a OIEHKA OIMCaHa B JOKYMEHTAllUATa 3a y4acTHe B
npoieaypara.

OreHKaTa Ha TEXHHYESCKOTO TPEIIOKEHNE € H3BBpIIeHa U oTpaseHa B IIpuioxkenue
Nel xBM HACTOSIIIUS IPOTOKOL.

Ha 6a3a ropeus/io:KeHOT0 KOMHCHATA HAMHPA TeXHHYECKOTO INpELJI0OKeHHEe HA
VYACTHHKA 34 OTrOBapsili0 B IbJHA CTelleH HAa HM3HCKBAHMATA HAa Bb3JI0OKHTEI,
32/10’KEHH B TeXHM4YecKara cmenmuxkanus Ha JokymenTanusaTa. C oriex Ha ToBa,
KOMHCHATA €IMHOAYIIHO pemH, 4e aomycka y4dacruuka "Xpono' OO/l mo ciaexsam
eTamn B NPOLeIypPATa — 0TBAPSHE HA IIeHOBOTO NpeIoKeH e 10 000co0eHaTa Mo3AIHIL.

OITNo10 Peakmusu u xoncymamueu 3a_Kobac - Humezpa 411 - 3ameopena
cucmema

TexXHHYECKOTO TPEIIOKESHUE OTroBapsl Ha M3UCKBAHUATA Ha BB3JIOKHTEIA IO
OTHOILIEHHE Ha ChIBp/KaHUe U (opma u e u3roTseHo 1o [Ipunoxenne Ne3 ot obpasuure KbM
npoueaypara u [Ipunoxenne Nel, mpejicTaBeHoO Ha XapTHEH H OITHYECH HOCATEIL.

[Tpeioxenu ca:
e CpOK 3a jocTaBka Jio 72 (cemeMaeceT U [1Ba) 4aca, a IIPU CIENIHK clydaH Jo 24
(mBageceT U YeTHPH) Yaca OT [10JI[yUaBaHe Ha 3as9BKa,
e OCTATBYEH CPOK HA TOJHOCT Ha JOCTAaBEHUTE MEOUIMHCKM H3JIEJIHS HE I0-
Marsk 0T 60% OT obmIHst CpoK Ha FOJHOCT;
V4YacTHHKET € IPEACTABHII BCHYKH H3UCKYEMHU OT BB3IOXKUTENS JOKYMEHTH, 4 HUMEHHO:
e  3q ogepupanume meOuyuHcKY usdenus e npedcmasena 6 3asepen npeeod EC
Oexnapayus 3a cvomeemcmeue u ,,CE" mapkupoexka 6 cvomeemcmeue c
usuckeanusma Ha 4n. 14 uyn. 15 om 3MH;
®  npedcmaseny ca UsUCKyeMume Kamanosu / npooyKmoea nucma;
e npedcmasen e OOKYMEHm 34 OMOPU3AYUS/OMOPUSAYUOHHO NUCMO OM
npouseo0umen, yOOCmogepasauio npasa 3a Npeocmasumencmeo u mwupeosus Ha
mepumopusama Ha Penybnuxa Bveneapus om Pow JJuaznocmuxc, I'epmanus.

KomMucusiTa HanmpaBd NPOBEPKA HA CHIBPKAHHMETO HA TEXHHYECKOTO IIPEUIOKCHHE
ch00pa3HO M3WCKBAHHUSTA Ha TpolexypaTa H YCTaHOBHM, Y€ JOKYMEHTHTE HA yJacTHMKA
OTroBapsT Ha U3UCKBAHUATA HA IIPOLIEypaTa i 3aK0oHa.

OdeprupanuTe MEIAIMHCKA H3/IENHsl ChOTBETCTBAT HA M3MCKBAHMATA HA TEXHHYECKATA
cuenuduKalys KbM JOKYMEHTAI[HATA 338 YYacTHE B IIpOIeaypara, MOAPOOHO OIMCAHH IO
HOMEHKJIATYpH B obocofeHara MO3UIHS ¥ KOMHCHSITA IPEMUHA KBM OLEHKA IO [TOKa3aTeIs
,,JKaueCTBO”, CBITIACHO METOJMKATa 3a OLCHKA OIMCcaHa B JOKYMEHTALUATa 3a yd4acTHE B
TIpoIeayparta.

OrneHKara Ha TEXHHYECKOTO MPEUTOKeHHE € M3BBpIIeHA W oTpasdeHa B [Ipmioxenue
Nel KbM HACTOSIIASA TPOTOKOM.
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Ha 6a3a ropeus/io;keHOTO KOMHCHATA HAMHPA TEXHUYECKOTO MpeIIoKeHHe Ha
Y4acTHHKAa 3a OTroBapsli0 B NBJHA CTeeH HA H3MCKBAHHATA HA Bb3JIOMKHTEJ,
32/10)K€HH B TeXHM4YecKaTa crmenupukanua Ha gokymeHraunumsata. C ornen Ha Tosa,
KOMHCHATA €JUHOOYIIHO pemH, 4e Jomycka y4dacTHuka "Xpono" OO/l mo caensam
eTan B NpoleIypaTa — 0TBAPsIHE Ha IEHOBOTO Npe/IjioKeHHe Mo 060cofeHaTa no3Huus.

Ilo orHomeHHe Ha mpencTaBeHHWTe JOKyMeHTH 1o wi39, am.3, 1.1 or IIII30IT ot
"MuaXem" OO/l mo:

OllNe27 lenmpodyyza Diamed
TeXHUYeCKOTO TPEINOKEHHE OTroBaps Ha M3UCKBAHMATA HA BBH3IOKUTCIA IO
OTHOIICHWE HA ChABPKAaHUE H (hOPMa U € H3TOTBeHO 1o [Ipriiokerune Ne3 ot obpasnure KbM
npornenypara u IIpunoxenue Nel, npencraseHo Ha XapTHEH M OIITHYEH HOCHTEI.
[Ipennoxenu ca:
® CpOK 3a J0CTaBKa 110 72 (ceemjeceT H JiBa) Yaca, a IIPH CIICINHH CIydan 10 24
(aBameceT M YeTHpPH) Yaca OT IIOJIyYaBaHe Ha 3asBKa, :
® OCTaTh4Y€H CPOK HA TOJHOCT HA JIOCTABEHHTE MEIMIIMHCKH M3JIEIHS HE II0-
Manbk 0T 60% oT 06K CpoK HA TOAHOCT;
VYYacTHHKET € [TPeJICTABMII BCHUKH H3UCKYEMHU OT BB3JIOKHUTENA JOKYMEHTH, 4 HMEHHO:
®  3q ogepupanume meduyuncku uzdenus e npedcmasena 6 3asepen npesod EC
dexnapayus 3a cvomsemcmeue u ,CE“ mapkupoexa 6 cvomeemcmeue c
usuckeanuama Ha wi. 14 uyn. 15 om 3IMH;
®  npedcmasenu ca USUCKyeMume Kamanosu / npodykmosa 1ucma;
® npeocmaseH e OOKYMeHM 3d OmOpu3ayus/Omopusayuonio nucmo om
npouzsooumen, yOOCMoSepaAsAly0 Npasa 3a NPeOCmasumencmeo U movpo6us Ha
mepumopuama na Penybnuxa bBvneapus om "DiaMed", Illsetiyapus.

Komucusara HampaBH IpoBepKa Ha CHIBPKAHMETO HA TEXHHYECKOTO
PEATOKEHHE CHOOPa3HO M3HCKBAHMATA HA MIPOLEAYPATa M YCTAHOBH, Ye JOKYMEHTUTE HA
YUYaCTHHKA OTrOBapAT HA U3UCKBAHUATA HA IIPOIE/ypaTa i 3aKOHA.

Odepupanute MEIWIHHCKH W3JENHs CBOTBETCTBAT HA H3UCKBAHHUATA Ha
TEXHHYCCKAaTa CHenu(uKanms KbM JOKYMEHTAlMsTa 3a y4YacTHEe B IpoLedypara,
IOAPOOHO ONMCAHM II0 HOMEHKIATYPH B 000cOoGeHaTa MO3MIMSA M KOMHCHATA IpPEMHHA
KbM OIICHKA IIO IIOKa3aTels ,,Ka4eCTBO~, CHIVIACHO METOMMKATA 3a OILEHKA OIMCaHa B
JOKYMEHTALHUATA 32 Y4aCTHE B MPOIEAypaTa.

Onenkara Ha TEXHHYECKOTO IIPEMNTOKEHHE € W3BBPIICHA ¥ OTpa3cHa B
[Mpunoxenne Nol KBM HACTOSAINHS TPOTOKOIL.

Ha 0a3a ropeu3s/io;XeHOTO KOMHCHATA HAMHPA TEXHHYECKOTO NpeNJo:KeHHe Ha
YYaCTHHKA 33 OTrOBAapHAIl0 B NbJHA CTeNeH HA H3HMCKBAHHATA HA BH3JIOKHTEIH,
3a/10’KEHH B TeXHHYecKaTa cnenupuxanus Ha TokymeHTanmsita. C orjiex Ha ToBa,
KOMHCHSATA eTHHOAYNIHO PELIH, e Jonmycka yaacTHUKA " {luaXem" OO/I no cienpany
eTanm B mpoueaypaTra — OTBapsiHe Ha IEHOBOTO MpeNJoKeHHe Mo o00ocobeHaTa
MO3HITHS.

ITo orHOmeHMe Ha mpencTaBeHUTE AOKyMeHTH mo wi39, am.3, 1.1 or III130II ot
"Axpaxum 2020" EOO/ no:

OIINe2 Peaxmuseu 3a I'niokoananuzamop Senso Star GL-30 - 3ameopena cucmema
TexnuueckoTo mpepnoxkeHHe OTroBaps HA W3WUCKBAHHATA HA BB3JIOKHTEIL IO
OTHOIIIEHHE Ha ChIbpKaHHE U (opMa U e H3roTBeHO 1o [Ipunoxenne Ne3 ot oGpasuure KbM
nponenypata 4 lIpunoxenne Nel, npencraBeHo HA XapTHEH W ONITHYEH HOCHTEIL
IIpennoxenu ca:
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® CpOK 3a JOCTaBKa 10 72 (celeMIeceT U ABa) Jaca, a IpH CIELIHHU clly4yan 0 24
(1BajeceT u 4YETHPH) Yaca OT IIOTydyaBaHe Ha 3asBKa;

® OCTaTh4YeH CPOK HA TOJHOCT Ha JIOCTABEHUTE MEIUIMHCKHM H3JE/IUS HE IIo-
MarbK 0T 60% oT 00mus CpoK HA TOJHOCT;

YYacTHUKBT € NPEJCTABHI BCHIKU H3UCKYEMH OT BB3I0KUTELSI JOKYMEHTH, 4 UMEHHO:

® 30 ogepupanume MeOUYUHCKY uzdenus e npedcmasena 6 saseper npesod EC

Oexnapayus 3a cwvomeemcmeue u ,,CE" mapkupoeka 6 cvomeéemcmeue c

usuckeanusma Ha yn. 14 wyn. 15 om 3IMH;

®  npedcmaseHu ca u3UCKyemume Kamanosu / npooyKmosa 1ucma;

e ppeocmasen e OOKYMEHmM 3d OMOPU3AYUsS/OMOPUSAYUOHHO NUCMO  OMm
nPoU3600Umes, yOOCmosepasau|o npasa 3a Npeocmasumencmeo U mvpeosus Ha
mepumopusima na Penybauxa Bvneapus om [luacuc, I'epmanus.

KoMmucusra HampaBu IpoBepka Ha CHIBPKAHHETO HA TEXHHUYECKOTO IIPEIIOKEHHE
cb00pa3sHO HM3MCKBaHWMSATA HA TPOIEAypara M YCTAaHOBH, Y€ JOKYMEHTHTE HA Y4YaCTHHKA
OTrOBapAT HA M3UCKBAHUATA HA MIPOLIEAypaTa | 3aKOHa.

Odepupannte MEAUIMHCKH H3AEIHSI CHOTBETCTBAT HA M3MCKBAHUATA HA TEXHUYECKATa
crneuduKalUs KbM JTOKYMEHTaluATa 3a ydacTHe B IIpoLedypaTa, IOoApoOHO ONHCAHH IO
HOMEeHKJIAaTypu B o6oco0eHaTa mo3uIus W KOMHCHATA IIPEMHHA KbM OIEHKA II0 ITOKa3aTellsd
,,KauecTBO”, CBHIIACHO METOAMKATA 3a OllEHKa ONHCcaHa B JOKYMEHTAlMATa 3a yJacTHE B
MpoIeaypara.

Onenkara Ha TEXHHYECKOTO IPEINIOKEHUE € M3BLpIIeHa U oTpaseHa B [Ipunoxenue
Nel KBM HACTOSIITHS IPOTOKOIL

Ha 6a3a ropeu3s/io;keHOTO KOMHCHSATA HAMHPAa TEXHHMYECKOTO MHpeAI0:KeHHE HA
YYACTHHKA 34 OTrOBapsi0 B NbJHA CTeNeH HA HM3MCKBAHMATA HA BbH3JI0KHTE,
32JI0’KeHH B TeXHH4YecKara cnennduxkanus Ha JokyMenTanusita. C orjies Ha ToBa,
KOMHCHATA €IMHOAYIIHO pemH, 4e Jomycka ydacrHuka "Axsaxum 2020" EOO/J no
cJieABAll €TaN B MPOIeAypaTa — 0TBapsiHe HA IeHOBOTO MpeAoKeHHe 110 0DocodeHara
MO3uLMSL.

[To oTHOLIEHHE HA IpejCTaBeHUuTe HOKyMeHTH mo wi.39, an.3, 1.1 or IIII30II ot
"Memukba Amupx" OO0/ no:

OITNo34 Penmezenosu dpumu "DRYSTAR" (3a cyx npunmep).

TexHUYECKOTO TPEMIOKEHUE OTroBaps Ha M3MCKBAHMATA HA BB3IIOKHTENS IO
OTHOILIEHHE Ha ChIbp)Kanue u hopma U e H3roTBeHo 1o IIpunoxkenue Ne3 or obpazuure KeM
nponeaypara u [Ipunoxenue Nel, npeficTaBeHoO HA XapTHEH M ONTHYEH HOCHTEL

IIpemnoxenu ca:
® CpOK 3a JIocTaBKka 10 72 (cegeMIeceT U /1Ba) 9aca, a IPH CIEIHHU cliydau 10 24
(mBameceT W YETUPH) Yaca OT IoIydaBaHe Ha 3aiBKa;
e OCTATHYCH CPOK HA TOJHOCT HA JOCTABEHHTE MEJMIMHCKM HM3JEIHA HE I0-
Manbk 0T 60% oT oOImHs CPOK Ha TOIHOCT;
VYaCTHHKBT € IPEeICTABHII BCUUKH U3UCKYEMH OT BB3JIOKHTENS JOKYMEHTH, & AMCHHO:
®  3q oghepupanume MeOUYUHCKU U30enus e npedcmasena 6 3aeepen npesod EC
Oexnapayus 3a cvomeemcmeue u ,,CE" mapkupoéka 6 Cbomsemcmeue ¢
uzuckearusma na un. 14 uyn. 15 om 3MH;
®  npedcmaseHy ca U3UCKyeMume Kamanosu / npooyKmoea Jucma;
e npedcmasen e OOKYMeHm 30 OMOPU3AYUS/OMOPUSAYUOHHO NUCMO OM
npouseooumen, YOOCmMosepasalyo npasa 3a npeocmasumencmeo u muvp2oeus Ha
mepumopusma na Penybauxa Bvneapus om AGFA, I'epmanus.
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KomucuaTa nanpaBd TpoBepKa HA CHIBPKAHHETO HA TEXHMYECKOTO IPEIOKEHHE
ChOOpasHO HM3HMCKBaHUATA Ha TIPOLEAypaTa M YCTAHOBH, dYe JOKYMEHTHTE Ha YYaCTHHKA
OTroBapAT Ha U3MCKBAHUATA Ha MIPONECAYPATA U 3aKOHA.

OdepupanuTe MeIHIIMHCKH H3/ICIAS CHOTBETCTBAT Ha H3HCKBAHUATA Ha TEXHHUCCKATa
crenupuKalys KbM JOKYMEHTANHATA 32 y9acTHe B MPOLEAypara, TOAPOOHO ONMCAHH II0
HOMEHKJIaTypu B 0bocoOeHaTa MO3MIHA ¥ KOMHCHATA [IPEMHHA KbM OIIEHKA 10 TTOKA3ATEIs
,»KaUeCTBO”, CBIJIACHO METOJHMKATa 3a OIIEHKA OIHCAHA B JOKYMEHTALMATA 33 YYacTHE B
Iponeaypara.

Onenkarta Ha TEXHHYECKOTO MpPEIOKeHHE € W3BBPIIEHA W oTpaseHa B Ipumoikenue
Nel KBM HaCTOSIUS IPOTOKOIL

Ha 6a3a ropens/ioskeHOTO KOMHCHSITA HAMHPA TEXHHYECKOTO MpPeNJIoOKeHHe Ha
YY4acTHHKA 3a OTroBapAmi0 B IbJHA CTeleH HA H3HCKBAHHATA HA Bb3J0KHTES,
32JI0%Ke€HH B TeXHHYecKaTa crnenudukanus Ha XokyMenrauusra. C orien Ha ToBa,
KOMHCHATA €JUHOIYNIHO pemH, Je Aomycka ydacTtHHkKa ""Memuksa Umumx" OO0/ o
c/IeBaml €Tal B MPOLEIypaTa — OTBapsiHe HA IEHOBOTO IpeaJioskeHHe mo ob6ocobenara
TTO3HIMA.

ITo orHOmEHHe Ha mpencTaBeHuTe JoKyMeHTH 1o w39, an.3, 1.1 or ITII30I1 ot "/u
Em JLxn Kounuk" EOO/ no:

OITNe30 Peakmugu 3a KAUHUYHA RAMON02UA U CbOeOHA MeOUUUNA

TexHH4ecKOTO IpeIoKEHHE OTroBapsi Ha W3MCKBAHMATA HA BBH3JIOKHUTENS II0
OTHOLIEHHE HA ChIbpKaHHe U (popma ¥ e u3roTBeHo 1o [Ipunoskenne No3 or obpasimre KM
npouenypata 1 [Ipunoxerue Nel, npeacraBeHo Ha XapTHEH W OITHYEH HOCHTEL.

[Ipennosxenwu ca:

® CPOK 3a JIOcTaBKa A0 72 (CeleMIeceT W JBa) Yaca, a IIPH CIIEIHH cliydan 10 24
(IBazeceT ¥ YeTHPH) Yaca OT IOJTydaBaHe Ha 3asBKa;

® 0OCTAThY€H CPOK HA TOJHOCT HA JOCTABCHUTE MEIMI[MHCKH H3JIENIUs HE I10-
Manrsk 0T 60% oT 001mHs cpok Ha TOAHOCT;

Y4acTHUKBT € IPENCTABHI BCHUKH U3HCKYEMH OT BB3JI0KHTEISA JOKYMEHTH, 4 HMEHHO!

®  3a ogepupanume meduyuHCcKY u3oenus e npedcmasena 6 sasepen npeod EC

Oexnapayus 3a cvomeemcmeue u ,CE" mapxuposka 6 cvomeemcmeue ¢

usuckeanusma na ui. 14 wun. 15 om 3MHU;

®  npeocmaseHU ca usUCKyemume Kamanosu / npooyKmoea J1Ucma;

®  npedcmaeen e OOKYMeHm 3a OmOpU3ayUs/OMOPUIAYUOHHO HUCMO OmM
npouzsooumen, YOOCMOBepA8aAuo Npasa 3a NpedCcmasumencingo U muvp2o6us Ha
mepumopuama na Penybauxa bvnzapus om Bio Optica, Italy.

Komucuara mampaBu IOpoBepka Ha CHIBPKAHHETO HA TEXHHUCCKOTO IIPEIIOKEHHE
ChOOpasHO HM3MCKBAaHMATA HA NPOIEAypaTa ¥ YCTAHOBH, Y¢ NOKYMEHTHTE HA YYaCTHHKA
OTroBapsAT Ha U3MCKBaHHTA Ha MPOIIEAYPaTa | 3aKOHA.

ITo momenknarypa Ne30006 ITapadwn Ha rpaHyid Ha OCHOBA HA BHCOKOIPEUHCTEHH
napaHHH ¥ IOTHUMEPH ¢ HHCKO MOJIEKYJIHO Terno, 6e3 DMSO, ¢ TemMneparypa Ha TomeHe 56
rpaayca (oI 0 SKI) yJaCTHHKET HE € IIPeICTABIIT H3HCKyeMaTa MOCTpa.

KommucusTa npenyiara y49acTHUKBT Aa 0bae oTcTpanen no Homenkaarypa Ne30006,
Ha ocHoBanue wi.107, 1.2, 6ykBa a) ot 3011 — mpexcraBui e odepra, KOATO He OTroBaps
HA NPEJBAPHTE/JIHO 00IBeHHUTE YCJI0BHS HA OPHYKATA.

Odepupanute MEIHIHHCKH H3IETHS O OCTAHAIMTE HOMEHKIATYpH B o6ocobGeHara
TIO3HIMA  CHOTBETCTBAT HA M3HCKBAaHHMATA Ha TEeXHMYECKaTa CHEHH(DUKAIHS KbM
JOKyMEHTAllMATa 3a y4yacTHe B IpOlieaypara, MOApPOOHO OMHCAHH 110 HOMEHKIIATYPH B
obocobenara MO3MIMS W KOMHCHSTA MPEMHHA KBM OIIEHKA [0 [10Ka3aTens ,,KadecTBO”,
CBITIACHO METO/IMKATA 34 OLEHKA ONMCaHa B IOKYMEHTAMATA 33 YJacTHE B IIPOLEIypara.
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OueHkara Ha TEXHHYECKOTO HPEJIOKEHHE € M3BbpIIeHa W oTpazeHa B [Ipmnokenme
Nel KBM HACTOSIIMSA TPOTOKOIL.

Ha 6a3a ropens/io:keHOT0 KOMHCHSITA HAMHPA TEXHUYECKOTO NPEII0KEHHEe HA
VYACTHHKA 3a OTrOBapsili0 B NBJHA CTeNeH HA H3HCKBAHHATA HA BBLIJIOKUTEIN,
3aJ103KeHH B TexHudeckaTa cneuuduxanus Ha goxkymenrtanusta. C orsieq Ha TOBAa,
KOMHCHAITA ¢AHHOXYINIHO pemnd, 4e Jonycka y9acrHuka '"{u Em xu Kmunuk'" EOO/
10 ¢JeABall eTan B MpoleIypaTa — 0TBapsiHe HA IIEHOBOTO MPeIJI0KeHHE 10 0CTAHAIUTE
HOMEHKJIATYpH B 060cofeHaTa Mo3HIHAS.

OITNe31 Kumose u bou 3a ougemagane

TexHHUeCKOTO NpeINIoKeHWe OTroBaps HA W3WCKBAHUATA HA BB3IOKHUTENS 110
OTHOIIEHHE Ha chABpKaHue U Gopma u € u3rorBeHo 1o [Ipunoxkenue Ne3 ot obpasiure KbM
nporexypara u [Ipunoxenue Nel, mpecTaBeHo Ha XapTHEH U ONITHYEH HOCUTEIL.

[Ipemnoxenu ca:

® CpOK 3a JIocTaBKa JI0 72 (cefeM/IeceT | J(Ba) Yaca, a IIpH CIEIIHA caydan 10 24
(IBajieceT M YETHPH) Yaca OT IOydaBaHe Ha 3asBKa,
® OCTaThbueH CPOK HA TOJHOCT HA JIOCTABEHUTE MEIWIMHCKH H3JENUS HE II0-
MarsK 0T 60% 0T 06ImHs CpoK Ha TOAHOCT;
YYacTHHKBT € NIPEICTABHII BCHIKU H3UCKYEMH OT BB3JIOKHTENS JIOKYMEHTH, 2 HMEHHO:
®  3a oghepupanume MmeOUYUHCKU U30enus e npedcmasena 6 saseper npesod EC

oexnapayus 3a cvomeemcmeue u ,,CE™ wmapxkuposeka 6 cvomeemcmeue c

wsucksanusma na 4. 14 wun. 15 om 3MH;

e  HpeOCmaseny ca UUCKyeMume Kamanosu / npooyKmoea 1ucma;

®  ppeocmasen € OOKYMEHm 3a OMOpU3AYUs/OMOPUIAYUOHHO HUCMO Om
npoussooumen, YOOCMOGEPABAWO NPABA 3a NPeOCMASUMEeNcme0 U Mbpeo6Us Ha
mepumopusima na Penybnuxa bwneapus om Bio Optica, Italy.

KomucusTa HanpaBd MpoBepKa Ha CHIBPKAHHETO HAa TEXHHYECKOTO INPEUIOKEHUE
cb00pa3HO M3HCKBAHMATA HA IIPOLENypaTa M YCTaHOBH, Y€ JOKYMEHTHTE Ha y4YaCTHHKA
OTTOBapsT Ha U3UCKBAHUATA Ha MpOLieAypaTa H 3aK0Ha.

OdepupaHuTe MEIUIIMHCKH H3/IEJHs ChOTBETCTBAT HA U3UCKBAHMATA HA TEXHUIECKATa
cruerudUKalis KbM TOKYMEHTaAIHATa 3a y9acTHE B IIpoLeAyparta, moapoOHO OIHMCaHM IIO
HOMEHKJIaTypu B obocofeHaTa MO3MIUS W KOMHCHATA IPEMHHA KBbM OLEHKA II0 IoKas3aTels
,,KauecTBO”, CHIVIACHO METOJMKATa 3a OlLlEHKAa OIHcaHa B JOKYMEHTAlMATa 3a y4acTHE B
IpoLeaypaTa.

OteHKaTa HA TEXHHYECKOTO IIPEUIOKEHHE € M3BbpIIeHa W oTpaszeHa B [Ipuimoxenne
Nel ¥BM HACTOAITHS IPOTOKOIL.

Ha 0a3a ropeuMs/I0KeHOTO KOMHCHATA HAMHPA TEXHHYECKOTO NMPeNI0KeHHe HA
YYaCTHHKA 32 OTroBapsmo B NbJIHA CTelNeH HA HM3HCKBAHHMATA HA Bb3JIOKHTEI,
32J105K€HH B TeXHHMYecKaTa cnenudukanusa Ha JokymeHTamuaTa. C orjen Ha ToBa,
KOMHCHATA €IHHOAYIIHO pemH, Je Aonycka yqacriuka "Iu Em Ixu Kmanuk" EQO/JL
J0 CjeaBAm €Tanm B IpoleIypara — OTBapsgHe Ha IEHOBOTO NpPeIJI0KEHHE 10
o6ocobeHaTa NO3HLHA.

OIINe32 Koncymamuey 3a KIUHUYHA RAMON0ZUA U CHOeOHA MEOUUUHA
TexHHYECKOTO NpEUIOKEHHE OTroBaps HA M3MCKBAHMATA HA BB3IOKHTEIS IIO0
OTHOIIEHHE Ha ChAbp)KaHue u hopmMa u e u3rorBeHo 1o IIpunoxenne Ne3 ot obpasuute KeM
npouexypara u [Ipunoxenue Nel, mpezicTaBeHo Ha XapTHEH M ONTHYCH HOCHTEI.
[Ipennoxenu ca:
® CpOK 3a JocTaBKa 10 72 (ceeMIeceT  /IBa) 4aca, a IPH CIEIIHHA claydau 10 24
(mBameceT W YeTHPH) Yaca OT IOJIyvaBaHe Ha 3asiBKa;
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® 0OCTaTh4eH CPOK HA TOMHOCT HA JOCTABCHUTC MEAHIMHCKH H3JENHsA HE IO-
Maek o1 60% oT o0ImKs CPOK Ha TOTHOCT;

VYacTHUKBT € IIPe/ICTABHII BCHUKH H3HCKYEMHU OT BB3JIOKHUTENA JOKYMEHTH, a HMEHHO:

®  3q oghepupanume meduyuHcky usdenus e npedcmasena ¢ sasepen npesod EC

dexnapayus 3a cvomeemcmeue u ,,CE“ mapxupoexa 6 cvomeemcmeéue c

usuckeanusma Ha ui. 14 uyn. 15 om 3MH;

®  npedcmaseny ca UIUCKYeMUme Kamano3u / npooykmoed 1ucma;,

® npedcmasen e OOKYMeHm 34 Omopusayus/omopusayuonio nucMo Oom
npouU3s00umen, YOOCHMOGEPASAO NpABA 3a NPeOCABUMENCIEO U MbP2OBUs HA
mepumopusma na Penybnuxa bwreapus om Bio Optica, Italy u pfin medical/

FEATHER, Germany.

Komucusra nanpasid IpoBepka Ha CHABPKAHHETO HAa TEXHUYECKOTO IPEIIOKCHHE
cro0pa3sHO HM3MCKBaHMATA Ha IIpoLelypara W YCTAHOBH, 9€ JAOKYMEHTHTE HA yYacTHHKA
OTrOBapAT Ha U3UCKBaHHSTA Ha MPOLEAYPATa B 3aKOHA.

ITo HOMeHKIATYpH: |

e MNe32003 Kacemu buoncuynu cvbC cmpanuynu npope3u u HAKLOHEHYU CIMPAHUYHU
CHMeHU noO MbN b2bil 30 N0-0006pa obmana Ha peaxmueu ¢ 0.67mm omsopu

o Ne32005 Meza xucmonozuunu xacemu 3a mvkanHa obpabomxa (pasmepu e no-
manku om 735x52x15mm)

o  Me32006 Kacemu, xucmonozuunu coc crpanuyHy nponesu 3a no-006pa obmana
Ha peaxmugu (452padyca HaKIOH HA NOBBLPXHOCMIMA 3d HAONUCEANE)

o MNe32015 Mapkep - mwHKONUCEY 3a HAONUCBAHE HA CMBKIA U KACEmu,
HePMAHEeHMeH, YCMOUYUE Ha 6004 U XUCTHONIO2UYHIY DEAKINUBH,

o Ne32023 Ilpeomemnu cmvkaa (¢ 080UHO Mmamupan Kpau, winugosanu 76/26
MM), YIaCTHUKET HE € TIIPEICTABUII H3UCKYEMHUTE MOCTPH.

KommucnsiTa npeiara y4acTHUKBT 12 0b/I€ OTCTPAHEH 10 HOMeHKIaTypu Ne32003,
Ne32005, Ne32006, Ne32015 u Ne32023 uma ocHoBanme w107, 1.2, 6yksa a) or 30II —
npeacTasui € odepra, KOATO He OTroBaps Ha NMpPeIBAPHTEIHO 00fBEHHTE YCJIOBHS HA
NOpPHLYKATA.

Odepupanute MEIUIMHCKH H3JeNHs II0 OCTaHAIMTE HOMEHKIATYpH B obocobenara
NO3MIMS CBOTBETCTBAT HA M3UCKBAHUATA Ha TeXHHYEcKaTa crenuduKamms KbM
JOKyMEHTAllAATa 3a ydacTHe B IpoIenypara, HoJApo0HO OIMCaHW 10 HOMEHKIATYPH B
obocobeHara mo3WOUS W KOMHCHSATA NPEMHHA KBM OIEHKA IO II0OKasaTeld ,,Ka4ecTBO,
CBITIACHO METOIMKATA 3a OLIEHKA OIMCaHa B JOKYMEHTALMATA 32 YUACTHE B IPOIIEaypara.

OueHkara Ha TEXHUYECKOTO IIPEATOKEHHE € M3BBpINeHa U oTpaseHa B [IpuiioxeHue
Nel xpM HaCTOAIHUS TPOTOKOIL.

Ha 0a3a ropemn3s/1o:keHOTO KOMHCHSITA HAMHPA TEXHHYECKOTO NPENJIoKeHHe HA
YYaCTHHKA 33 OTroBapsfmio0 B NbJHA CTeleH HA H3HCKBAHUATA HA BBH3JI0KHTENIs,
3aJI0Ke€HH B TeXHHYecKaTa chenndukanusa Ha JokymeHtrauusta. C orjex Ha ToBa,
KOMHCHATA eJMHOAYIIHO pemy, 9e Jomycka ydacTHHKA "'Iu Em Ik Knuauk" EOQOO/]
J0 cIeaBan eTan B Iponeaypara — 0TBAPSIHE HA IIEHOBOTO Mpe/JI0JKEHHE 10 0CTAHAIUTE
HOMEHK.JIATYPH B 000co0eHaTa NO3HIHSL.

[To oTHOImMEHHE Ha NpencTaBeHHTE MOKYMeHTH mo wi.39, am.3, 1.1 ot IIII30II ot
"Eara 90M" OO/1 no:

OITNe3 Peaxkmusu 3a Xemamonozuuen ananuzamop SYSMEX KX 2IN - sameopena
cucmema
TexHUUECKOTO NPEMIOKEHHE OTroBaps Ha HM3HUCKBAHHATA HA BBINOKHTEIS II0
OTHOIIEHNE Ha ChIBpiKaHue W hopMa u e u3rotBeHo no Ipmnoxenne Ne3 ot obpasuure KpM
nponeaypara v [Ipunoxerue Nel, ipeacrapeHo Ha XapTHEH W ONITHYEH HOCHTEIL.
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[Ipennoxenu ca:
® CpOK 3a JIocTaBKa /10 72 (cemeMAeceT | J1Ba) Yaca, a [IPU CIENIHH ciIydan 10 24
(IBazmeceT M 4ETHPH) Uaca OT ITONTyYaBaHe Ha 3as1BKa;
® OCTAaThYCH CPOK HA TOAHOCT HA JOCTABEHHTE MEIMIMHCKMA H3/eNHs HE I0-
Manek 0T 60% oT o01IKs CpOK HA TOTHOCT;

YYacTHUKBT € MPeCTaBUI BCHIKA H3UCKYEMH OT BB3JI0KUTEN] JOKYMEHTH, a UMEHHO:

®  3a oghepupanume MeOuyUHCKY uU30enUs e npedcmasena 6 3asepen npesod EC

Oexnapayus. 3a cvomeemcmeue u ,,CE" mapxupoéxa 6 cvomeemcmeue c

usuckeanusma na 4. 14 uyn. 15 om IMHU,

®  ppedcmaseny cd UIUCKYeMUume Kamanosu / NpoOyKmoea iucma;

®  npedcmasen e OOKYMEHmM 304 OMOPUAYUA/OMOPUSAYUOHHO HUCMO OMm
HPOU3600UmMeN, YOOCMOEePABAU0 NPasa 3a NPeoCmAasumencmeo U muvpeo6us Ha
mepumopusma nHa Penybnuxa Bvnzapus om Sysmex Europe, Germany.

Komucuiara nampaBd mpoBepka HA CHIBPKAHHETO HA TEXHHYECKOTO TPEIIOKEHHE
Ccb0Opa3sHO M3MCKBAaHMATA HA IIpoLefypaTa M YCTAHOBH, Y€ JOKYMEHTHTE Ha YYACTHHKA
OTroBapsT Ha H3UCKBAHMSTA Ha IIPOLIEAypaTa U 3aKOHa.

OdepupanuTe MEIUITMHCKH H3E/IHI ChOTBETCTBAT HA H3HCKBAHUATA HA TEXHAYECKATA
cemu@UKAIEsI KbM IOKYMCHTAIMATA 3a Y4acTHE B IPOLEAyparta, MoApoOHO OIHCAHM IIO
HOMEHKJIaTYypH B o0ocobeHaTa no3unus M KOMHCHATA IIPEMHHA KEM OIIEHKA IO ITOKAa3aTels
,»KauecTBO”, CBITIACHO METOAMKATa 3a OIEHKAa ONMHcaHa B JOKYMEHTALMATA 34 y4acTHE B
IpOIIEeIypaTa.

Ormenkarta Ha TEXHHYECKOTO MPEIJIOKEHHE € M3BbpIICHAa W oTpazeHa B IIpminoxkeHue
Nel KBM HACTOSIIMS TTPOTOKOIL.

Ha 6a3a ropemn3sjio:keHOTO KOMHCHATA HAMHPA TEXHUYECKOTO IPEIIOKEHHE HA
YHACTHUKA 32 OTrOBApHIN0 B NBJHA CTeNeH HA H3HCKBAHHMATA HA BB3JIOKHTE/IA,
3a/10’KeHH B TeXHHYecKaTa cneunmpukands HA gokyMeHTanuaTa. C orjiel Ha TOBa,
KOMHUCHSAITA €IMHOYIIHO pely, Je Jonycka yuyactHuka "Eara 90M" OO/I xo cireasam
€Tal B IpoueaypaTa — 0TBapsHe HA HEeHOBOTO NpeI0kKeHue Mo 060ocofeHaTa MO3ULIMSL.

OIINel5 Peaxmusu 3a_xemamonozuyen auvanuzamop "SYSMEX XS-800i"
3ameopeHa cucmema
TexHUYECKOTO MNpEeMIOKEHHE OTroBaps HA HM3MCKBAHMSATA HA BB3JIOKHUIENS IO
OTHOINEHHE Ha chAbpKanue u Gopma u e uzrorseno no Ilpunoxenue Ne3 ot obpasiure KbM
nponenypara u [Ipunoxenue Nel, npencraBeHo Ha XapTHEH U ONTHYEH HOCHTE!.
[Ipenmoxenu ca:
® CpOK 3a JocTaBKa 10 72 (cememieceT M JiBa) Jaca, a IIpH CIICIIHH ciIydan 10 24
(1BajteceT W YeTHPH) Yaca OT TIOIydaBaHe Ha 3asBKa,
® (OCTaThbuYeH CPOK HA TOAHOCT HAa JOCTABCHHTE MEIOHIIMHCKH H3ACTHS HE II0-
MansK oT 60% oT 001Hs CpoK Ha TOIHOCT;
YYacTHUKET € MpeACTaBUII BCHUKH H3HCKYEMH OT BB3JIOJKHTES TOKYMEHTH, 2 HMEHHO:
®  3q oghepupanume MeOUYUHCKU U30eNUs e npedcmasena 6 sasepen npesod EC
Oexnapayus 3a cvomeemcmeue u ,CE" mapxupoeka 6 cvomeemcmeue ¢
usucksanuasma na 4. 14 wyn. 15 om 3IMH;
®  npedcmasen ca U3UCKyeMume Kamanosu / npooyKmosa Jucma;
®  ppedcmasen e OOKYMEeHI 3a OMOPU3AYUS/OMOPUIAYUOHHO HNUCMO OM
HPOU3600UmeNn, YOOCMOBEPABAWO NPABA 3a NPeOCMAsUMeNCBo U MbP206Us HA
mepumopuama Ha Penyonuxa bvneapus om Sysmex Europe, Germany.
KoMucusta HampaBH IpOBEpPKa HA CHABPKAHHETO HA TEXHHYECKOTO MPEMIOKESHHE
choOpasHO M3MCKBAHMATA HA IIPOIE/ypara M YCTAHOBH, 4Ye JOKYMEHTHTE Ha YYacTHHKA
OTrOBApPST HA H3UCKBAHMATA HA MPOLIEAYPATa H 3aKOHA.
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Odepupannte MeMIMHCKH H3/EIHSI CHOTBETCTBAT HA M3UCKBAHUSITA Ha TEXHHUECKATA
crenuUKanyus KbM JTOKYMEHTALHUATA 38 Y4YacTHe B MPOIELypaTa, MOAPOOHO OMHCAHH II0
HOMEHKJIATYpH B 0OocobenaTa MO3MIHs W KOMHCHATA TIPEMHHA KBM OLEHKA 110 TTOKA3aTelns
,KadeCTBO”, CHIIIACHO METOIMKATa 3a OICHKA OIHCaHa B JOKyMEHTAMATAa 33 y4acTHe B
Ipoleaypara.

Onenkara Ha TEXHMYECKOTO NpPeJUIOKEHHE € W3BLPIIEHA M OTpaseHa B IIpumoxkenne
Nel KBbM HaCTOSIIHSA IPOTOKOIL.

Ha 6a3a ropensioiKeHOTO KOMHCHATA HAMHPA TEXHHYECKOTO NpEII0OKEHHE HA
Y4aCTHHKA 3a OTroBapsmi0 B IbJHA CTeNeH HA H3HCKBAHUATA HA BH3JI0KHTES,
32J10)KeHH B TeXHUYecKara cmenupukamus Ha nokymeHramuara. C orsen Ha ToBa,
KOMHCHATA eJHHOAYIIHO pemnH, e Jomycka yuacTuka "Eara 90M" OO/ o ciaeasam
€Tan B IpoueAypaTa — 0TBapsAHe HA LIEHOBOTO NpeAJIoKeHHE 110 000co0eHaTa MO3HLMA.

Ilo orHOmEeHHWe Ha TpEACTAaBEHWUTE AOKYMeHTH mo wi39, am3, 1.1 ot ITII30II oT
"Tamunop Bearapus' OO0/ no:

OITNel 7 Cyxu mecmoge

TexnuyeckoTo mpennoKeHHe OTroBapss HA M3HCKBAHUATA HA BB3NOKHTENI IO
OTHOIICHWE Ha ChIbpKaHHe H GopMa U e u3roTBeHo 1o [Ipunoxkenue Ne3 ot obpasmure KsM
nponenypara u llpunoxenne Nel, mpejcraBeHo Ha XapTHEH M ONTHYEH HOCHTE]L.

[Ipemioxenu ca:
® CpOK 3a JIOCTaBKa 10 72 (celeMIeceT U 1iBa) 9aca, a IIPU CIENIHH ciiy4yan 10 24
(BajieceT ¥ YETHPHU) Yaca OT [MONyYaBaHe Ha 3asIBKa;
® OCTaTbY¢H CPOK HA IOJHOCT HAa JIOCTABEHHUTE MEIMIMHCKH H3IEIHS HE II0-
MaireK 0T 60% ot o01Ms CpoK Ha FOJHOCT;
YYaCTHUKBT € IPEJCTAaBII BCHYKH H3UCKYEeMH OT BB3JIOKHTENS JOKYMEHTH, & HMEHHO:
*  3a oghepupanume MeouyuHcKY Uzdeius e npedcmasena 6 sasepen npesod EC
oexnapayus  3a cvomsemcmsue u ,CE” mapxuposka 6 cwomeemcmeue ¢
usuckganuama na yn. 14 wyun. 15 om 3MH;
®  npedcmasenu ca UsUCKyemume Kamanosu / npooyKmoea Iucma;
npeocmagen e OOKYMEeHm 34  OMOPU3AYUS/OMOPUIAYUOHHO NUCMO OM  NPOUIE0OUmEN,
Yyoocmosepsieauwo npaga 3a NpeOCMAGUmMENCME0 U MbP20SUS HA MEPUMOPUAMA  HA
Penybnuxa bvnzapus om Turklab, Typyus, Alltest, Kumaii u Cypress Diagnostics, benzus;
Komucusra Hampasu nposepka Ha CHABPKAHHETO HA TEXHHYECKOTO MpEIIOKEHHE
Ch00pasHO M3UCKBAHHATA Ha IPOLEAypaTa W yCTAHOBH, 4e NOKYMEHTHTE H4 YYaCTHHKA
OTrOBapsT Ha M3UCKBAHUSTA HA MPOLEAYpaTa i 3aKOHA.
Ilo nomenknmarypa Nel7001 TpomoHHH (KadecTBEH METOZ) YYAaCTHHKBT HE €
TIPEJICTaBHII H3UCKyeMaTa MOCTpa.
Komucusra npeiara y9acTHUKBT Ja Gb/e oTcTpaHeH mo HoMenkiaTypa Nel17001,
Ha ocHOBaHHUe 41.107, 1.2, Gyxsa a) or 30II — mpeacTaBra e odepra, KOATO He OTrOBAPSH
HA NPeIBAPHTEIHO 00SIBeHUTE YCJIOBHS HA MOPHLYKATA.

Odeprpannte MeIUIMHCKH H3JIENHSA [0 OCTAHAJIMTE HOMEHKIATypH B obocobeHara
TO3UIMSA  CBOTBETCTBAT HA HM3HMCKBAHUSTA HA TEXHMYEcKara CHEMH(QHKALMS KbM
NOKyMEHTalusITa 3a y4acTHe B MpOIledypara, MOApoOHO ONHCAaHH O HOMEHKIATYPH B
obocobGeHara MO3MIMS M KOMHCHATA NMPEMHHA KBM OLEHKA 10 MOKA3aTeNs ,,KadecTBO”,
CBITIACHO METOAMKATA 3a OIICHKA ONKCaHa B JOKYMEHTAIUsATA 3@ YUacTHE B MIPOLE/ypara.

Onenkara Ha TEXHHYECKOTO IpEIIOXKEHHE € W3BBPIICHA B OTpaseHa B IIpHIIoKeHHe
Nel xBM HacTOSIIIKS TIPOTOKOI.

Ha 6aza ropeus/io:KeHOTO KOMHCHATA HAMHPA TEXHUYECKOTO NpeENIoKeHHe Ha
YYacTHMKA 3a OTIOBapAIl0 B NbJHA CTeNeH HAa H3UCKBAHHATA HA BbH3JIOKHTEI,
3a/10K€HH B TeXHHYeCKaTa cnenupuxauusa Ha noxkymeHTtanmara. C orjex Ha ToBa,
KOMHCHSITA eTHHOAYIIHO pelH, 9e JomycKa ydacTuuka "T'amunop bearapaa" OO/ oo
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cjeaBanl €ran B npoueaypartra — oTBapfHe Ha EHOBOTO IIPENJIOKEHHE 110 OCTaHAJIHUTE
HOMECHRJIATYPH B obocofeHaTa Mo3ULIHA.

OIINe24 Peaxkmugu u KOHCYMAMUGU 34 CepoI02UYHA 1aHopamopus

TexaugeckoTo mpemTOKeHWE OTroBaps HAa M3MCKBAHMATA HA BB3IOKHTENL 10
OTHOILIEHUE Ha CHABpKaHue U Gopma U € u3roTBeHo o [Ipunoxenue Ne3 ot oOpasuure KbM
mpouenypata u [Tpunoskerue Nel, npeacraseHo Ha XapTHEH W ONTHYEH HOCHUTEIL.

[Ipennoxenu ca:

® CpOK 3a JOCTaBKa 10 72 (ceaeMIEeceT U [1Ba) yaca, a IPH CIEIIHH ciydad 1o 24

(mBameceT W 9eTHPH) Haca OT II0TyJaBaHe Ha 3asBKa;
® OCTaThbUeH CPOK HAa TOAHOCT HA JOCTABCHHTE MEIUIMHCKH H3JeNHsd He IIo-
Marek 0T 60% oT 00mmKs CpoK Ha TOAHOCT;

V4YacTHHKBT € NPeJCTaBHI BCHUKH M3UCKYEMH OT BB3I0JKHATENI JOKYMEHTH, 4 AMEHHO:

® 30 oghepupanume MeOUYUHCKU U30ENUA e NpeoCcmasena 6 3aseper npesod EC

Oexaapayus 3a cvomeemcmeue u ,CE" mapxkupoeka 6 cwvomsemcmeue ¢

usuckeanuama Ha 4. 14 wvn. 15 om 3MH;

®  mpedcmaseny ca U3UCKyeMume Kamano3u / npooyKmoed nucma;

e npedcmasen e OOKYMEHmM 3d OMOPUSAYUS/OMOPUSAYUOHHO NUCMO Om
npoussooumen, YOOCmo6epasawj0 npaeda 3d NPeOCMAasUmMencmeo U MmMupo6us Ha
mepumopusama Ha Penybnuxka bvreapua om Diagnostics, benzus;

Komucusita HanmpaBd MpoBepKa Ha CHIBPKAHHETO Ha TEXHHUYECKOTO MPEUIOKEHUE
cp00pa3sHO M3HMCKBAHHMSATA HA IPOLEAypaTa M YCTaHOBM, Y€ JOKYMEHTHTE HA YJaCTHHMKA
OTTOBApST HAa H3UCKBAHUSTA HA MPOLEypaTa 1 3aKOHa.

OdepupanuTe MEIUIUHCKH H3/Ie/IHsl ChOTBETCTBAT HA M3HCKBAHMATA Ha TEXHHYECKATA
cenduUKans KbM JOKYMEHTAIMATA 32 y4acTHe B IIpolleAypara, IIOJpOOHO ONMMCAHH IO
HOMEHKJIaTypst B 060cobeHaTa MO3UIKs ¥ KOMHCHSTA IPEMHMHA KbM OLCHKA IO IIOKa3aTels
,,KauecTBo”, CHIJIACHO METOJMKATA 3a OIEHKA ONMHCAaHAa B JOKyMEHTAalMATa 3a y4acTHE B
TpOIEeypaTa.

OueHKaTa Ha TEXHHYECKOTO IPe/UIOKEHHE € W3BBpIIEHAa U OTpaseHa B IIpmioxenune
Nel kBM HACTOSIIHS IPOTOKOJL.

Ha 6a3a ropens/io;eHOT0 KOMHCHATA HAMMPA TEeXHHYECKOTO NpeIOKeHHE HA
YYACTHHKA 32 OTroBapsim0 B IbJHA CTelleH HA H3HCKBAHHWATA HA Bb3JIOKHTENS,
3a/10jkeHH B TEXHHMUYecKaTa cnenudukanus Ha JokymeHranuaTa. C orjea Ha ToBa,
KOMHCHATA eIHHOAYIIHO pelnu, Je Jomycka ydacTHuka "Tamugop Bearapua" OO0 no
cJIe[IBANN €TAaNl B MpPOIENypaTa — 0TBAPSHE HA LEHOBOTO MpeAJokeHHe 10 000cobeHaTa
MO3HLHSL.

OIINo25 Peakmueu u KOHCYMAMUGU 3a MUKpPOOUoI02UYHA 1abopamopus
TexHHYecKOTO MpeIOKEHHEe OTroBapss Ha W3UCKBAHHATA HA BB3JOKHTENA IIO
OTHOIIEHHME Ha ChAbPIKaHHE B Gopma i e u3roTeeHo 1o [punoxenne Ne3 ot obpasimTe KbM
nporenypara u [Ipunoxenue Nel, mpecTaBeHo Ha XapTHEH H OTNITHYEH HOCHTETL.
IIpemnoxenu ca:
e CpOK 3a J0CTaBKa /10 72 (CeieMieceT U JBa) daca, a IIPH CHEIIHHM Cilydau Jo 24
(BameceT M YETHPH) Yaca OT [10Jly4aBaHe Ha 3asiBKa;
® OCTaThYeH CPOK Ha TOJHOCT HA JOCTABEHUTE MEIUIMHCKU H3ICIHA HE IIO-
Mairsk oT 60% ot ob1us CpoK Ha TOIHOCT;
VUaCTHHKEBT € MpPeICTABII BCHYKH H3MCKYEeMH OT BB3I0OKHTENA JOKYMEHTH, & AMEHHO:
e 3a oepupanume meduyuHcKy uzdenus e npedcmasena € saeeper npe6od EC
oexnapayus 3a cvomeemcmeue u ,CE" mapxkupoeéxka 6 cvomeemcmeue C
usuckeanusma na 4n. 14 wun. 15 om 3MH;
o  npedcmasenu ca UUCKYeMUmMe Kamanosu / npooyKkmoea nucma;,
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®  npedcmasern e OOKYMEHIN 34 OMOPU3AYUA/OMOPUIAYUOHHO NUCMO OMm
npoussooumen, yOOCmosepa6auio npasa 3a MNPeOCHAsUMencmeo U Mmvpo6us HA
mepumopuama ua Penybnuxa Bvneapus om Turklab, Typyusa;

Komncusta HanpaBu mpoBepka Ha ChIABPKAHHETO HA TEXHHYECKOTO MPEJUIOKEHHE
CBOOpA3sHO H3MCKBaHHWATA Ha IIPOIEypara W YCTAHOBH, 4Ye JOKYMEHTHTE Ha YJaCTHHKA
OTroBapsT Ha M3UCKBAHUATA HA IPOICAYpaTa U 3aKOHA.

OdepupanuTe MeTUIMHCKA U3MEIHs CHOTBETCTBAT HA M3MCKBAHMATA HA TEXHAYECKATA
crenuuKaiys KbM JIOKyMEHTAIUSTA 38 YYacTHe B MPOIENypaTa, HOJAPOGHO OMMCAHH IO
HOMEHKJIaTypd B 000cobenaTa MO3KIHs ¥ KOMHCHATA IPEMHHA KbM OIEHKA II0 ITOKa3aTeNs
,»KaueCTBO”, CHIVIACHO METONHMKATa 3a OLCHKA OIMCaHA B JOKYMEHTAIHSTA 3a yYacTHE B
IpoIeypara.

Onenkara Ha TEXHMYECKOTO NPEIIOKESHHE € M3BLPLIEHA M OTpaseHa B IIpHioKeHHe
Nel kBM HacTOSIIHSI MPOTOKO.

Ha 0a3a ropess/o:eHOTO KOMHCHATA HAMHPAa TEXHHYECKOTO MpeLI0KeHHe HA
YYacCTHHKA 3a OTroBapsilli0 B IbJHA CTeNeH HA H3HCKBAHUATA HA Bb3JIOKHTEs,
32/10)KeHH B TeXHHM4YeCcKaTa cnenHduxanus Ha xokymenTtanusta. C orjen Ha ToBa,
KOMHCHATA eHHOAYIIHO PellH, 4¢ Aonycka ydactHuka ""Tamugop Bearapus' OO0/ o
cJIeiBall eTan B MpoUeAypaTa — 0OTBAPSHE HA NEHOBOTO MpeaJioikKenue no ofocobenara
MO3HIIUS.

OIINe28 Bvp3u munymnu mecmoee

TexuuyeckoTo mIpemIOKeHHe OTroBaps Ha H3UCKBAHHATA HA BB3JIOKUTEIS MO
OTHOIICHHE HA ChIbpXKaHHe H popMa U e u3roTBeHo 1o [lpumoxenue Ne3 ot obpasuute KeM
nponenypara u IIpunoxernue Nel, npencraBeHo Ha XapTHEH W ONITHYEH HOCUTEIL.

[Ipennoxenu ca:

® CpOK 3a JI0CTaBKa 0 72 (CeleMIECeT | [IBa) yaca, a IIPH CICIITHH CIy4daH 1o 24
(IBajeceT ¥ YETHPH) Yaca OT MOJIYYABAHE HA 3a9BKa;
® OCTaThY€H CPOK Ha TONHOCT HAa JOCTABEHHTE MEIWIIMHCKH H3IENHsd HE II0-
Manek oT 60% oT ofmHs cpok Ha TOIHOCT;
Y4aCTHUKET € [IPe/ICTABHII BCHIKH U3UCKYEMH OT BB3JIOKUTENS JOKYMEHTH, 2 HMEHHO:
*  3a ogepupanume meduyuHcky usdenus e npedcmasena & 3asepen npesod EC
Oexnapayus 3a cvomsemcmeue u ,CE“ mapxuposka 6 cwomsemcmeue c
usuckeanuama Ha 4n. 14 wyn. 15 om 3MH;
®  npedcmaseny ca U3UCKyeMume Kamano3u / npooyKmoea Iucma;
®  NPe0oCmMaseH ca USUCKYEeMUME HO 6UO U KONUYECTNGO MOCIPU;
® npeocmaeen e OOKYMEHM 30 OMOPUSAYUS/OMOPUIAYUOHHO NUCMO OM
npou3e00umen, YOOCmO6epABaj0 nNpasa 3a npedCmAsUmencmso U muposus Ha
mepumopusma ua Penybnuxa bvneapus om Turklab, Typyus;,

Komucusra HanpaBu mpoBepka Ha ChIBPKAHHETO HA TEXHHYECKOTO TpEIIOKEHHE
CbOOpa3sHO H3MCKBAHMATA HA IIPOLEAypaTa M YCTAHOBH, Y€ IOKYMEHTHTE HA Y4YacTHHKA
OTrOBapsT Ha U3MCKBAHMUITA Ha MPOLIeAypaTa i 3aKOHa.

OdepupanuTe MEIUIIMHCKH H3/IE/IMs CHOTBETCTBAT HAa H3MCKBAHMATA HA TeXHHUCCKATA
cerr(puKanus KbM TOKyMEHTAIHATA 33 YJacTHEe B MPOIE/ypara, HOAPOOHO OMHCAHH IO
HOMEHKJIAaTypH B 00ocobenara MO3MITHS W KOMHCHSATA IPEMHHA KBM OILIEHKA 110 TOKa3aTess
,»Ka9eCTBO”, CHIJIACHO METONHMKATa 3a OLEHKA OMMCAHA B JOKYMEHTAIHATA 33 YYacTHE B
IIpOIeIypaTa.

Ilpu TecTBaHETO Ha NPENOCTABEHHTE MOCTPH CE YCTAHOBM, Y€ BCSKA IUIOYKA €
HajucaHa 3a ChOTBETHHA Bui usciensane (HbsAg (Tecr 3a xemartut B), HCV (Tect 3a
xenatut C) wum HIV 1&2 (Tect 3a CITWMH).

IIpu makanBaHe Ha IpobarTa ce OTYETe HESICHO MO3UTHBHPAHE HA PE3yiITara ¢ TPYIHO
Pa3IMYUMU TECT THHUH.
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Ilpm mampaBena koHTpoma ¢ momoxkureneHn marmuenT Ha HbsAg (3a xematur B) ce
HOJNYYH HEJAOCTATHYHO PA3JIMYUM U SICEH IOIOKUTENICH pe3yTar.

OneHkara Ha TEXHHYECKOTO IPEJUIOKEHUE € M3BBpIIeHa U oTpazeHa B [IpunoxeHue
Nel KbM HACTOSAIIHS MPOTOKOIM.

Ha 0a3a ropeu3/I0KeHOT0 KOMHCHATA HAMHPA TeXHUYECKOTO NpeNIosKeHHe HA
YYACTHHKA 33 OTTOBAPSIN0 B IbJHA CTEMEH HA HIUCKBAHUATA HA Bb3JIOKHTES,
32J103KeHH B TeXHM4YecKaTa cnenuduxkanus Ha JokymeHTapusta. C orien Ha ToBa,
KOMHCHSATA eIHHOIYIIHO pell, 4e qonmycka yuyactHuka "I'amugop bearapus' OO0]1 xo
cJIeABANN eTal B MPoleIypaTa — 0OTBAapsiHe HA LEHOBOTO Npe/ljio:KeHHe o obocobeHara
TO3HIINS.

OITNe32 Koncymamugu 3a KIUHUYHA RAMON02UA U CbOeOHA MEOUUUHA.

TexHU4YeCKOTO NpeIIoKeHHe OTroBaps Ha H3WCKBAHUATA Ha BB3IOKUTENS IO
OTHONIEHHE Ha ChAbpxKaHue H Gopma U e u3rorBeHo 1o [Ipunoxenne Ne3 ot obpasnure KM
nponenypara u [Ipunoxenue Nel, mpecTaBeHO Ha XapTHEH U ONTHYEH HOCUTEIL.

[Ipemioxenu ca:

e CpOK 3a JlocTaBKa J10 72 (cemeMeceT U 1Ba) Yaca, a IPH CIEIIHH cIydan g0 24
(nBaseceT W YeTHPH) Yaca OT MOJydaBaHe Ha 3asaBKa;
e OCTaThueH CPOK Ha TOJHOCT HA JOCTABEHUTE MENUIMHCKH H3JENUsi HE IIO-
Massk 0T 60% 0T 00IMs CPOK HA TOTHOCT;
VYYacTHHKBT € MPeACTABAI BCHUKH H3UCKYEMH OT BB3JIOKHTENS JOKYMEHTH, 8 HMEHHO!
e  3a ogepupanume MeOUYUHCKYU Uz0enus e npedcmasena 6 sasepen npesod EC
Oexnapayus 3a cvomeemcmeue u ,CE” mapxupoexa 6 cwvomeemcmeue ¢
usucksarusma Ha wi. 14 wun. 15 om 3MH;
®  Mpedcmaseny ca UsUCKyeMmume Kamaiosu / npooyKnoea nucma;
® ppedcmasen e OOKYMEHM 3d OMOPUSAYUA/OMOPUSAYUOHHO NUCMO  OMm
npou3eo0umen, yOOCMoeepasawo npasa 3a NPeOCMAsSUMENCmEo U Mbp08Us Ha
mepumopusima na Penybnuxka bvizapus om Medite, I'epmanus;

Komucuara HampaBe MPOBEpKa Ha CHABPKAHUETO HA TEXHMYECKOTO IPEIIOKECHHE
chOOpa3sHO HM3HCKBAHMATA HA MpOIENypaTa M YCTaHOBH, Y€ JNOKYMEHTHTE Ha yYaCTHHKA
OTrOBapsT Ha H3UCKBAHUATA HA MPOLIENAYpaTa H 3aKOHA.

ITo momenknarypa 32016 Muxporomuu HoxdeTa (HHckonpodmism) x 500p. S-35 e
odepupano meaumnuHcko u3aenue Cut tissue blades, auckonpodumnu x 506p. R-42,

KoHCTaTHpaHOTO Ipe/ICTaBIsABA HAPYIIGHHE H € CAMOCTOSTENIHO OCHOBaHHE 3a
orcrpansBane Ha ydacTHUKBT "'Tamuaop buarapusa' OO/l nmo obocobenara mozuuus Ha
ocHosanue wi.107, 1.2, 6ykea a) ot 3011 — npeacrasuna e odepra, KOSTO He OTrOBaps Ha
NpeaBapUTEeHO 00ABEHHTE YCJI0BHA 32 H3NbJIHEHHE HA MOPbYKATA.

[To oTHOIIEHHE Ha IpeACTaBeHHTe NOKyMeHTH 1o wi.39, an.3, 1.1 ot IIII30II or "3
MEN" EOO/ mo:

OIINe17 Cyxu mecmoge
TexHUYECKOTO IPENIOKCHAE OTroBaps Ha M3UCKBAHUATA Ha BB3JIOKHTENA MO
OTHOIIEHHE HA ChABPYKAHUE U (opma ¥ e H3roTBeHo 1o [Ipunoxenne Ne3 or obpasuuTe KM
nponeaypara u [lpunoxxenne Nel, mpefcTapeHo HA XapTHEH M ONMTHYEH HOCHTEL.
[Ipennoxenu ca:
® CpOK 3a jJocTaBka 0 72 (cemeMpecer U JBa) Haca, a IIPU CHELIHM Cliydau [0 24
(IBaieceT W YETHPHU) Yaca OT II0IyYaBaHe Ha 3asdBKa,
® OCTaThueH CPOK HA TOMHOCT HA JIOCTABEHWTE MEIMIIMHCKH H3ACITHS HE M0-
Manek oT 60% oT ofIIHs CPOK HA I'OJIHOCT;
V4YaCcTHUKBT € MPEACTABHII BCHUKY H3UCKYEMH OT BB3JIOKATENS JOKYMEHTH, @ UMEHHO:
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* 30 ogepupanume meOUYUHCKY u30eaus e npedcmasena 6 saseper npeod EC
Oexnapayus 3a cvomeemcmeue u ,,CE“ mapxupoeka 6 cwomsemcmeue c
usuckeanuama va un. 14 uyn. 15 om 3MH;

®  MPeOCmaseHu ca UUCKyeMume Kamanosu / npodykmoea nucma;

® npedcmasen e OOKYMEHM 30  OMOPUAYUS/OMOPUSAYUOHHO NUCMO OM
RpOU3E00UMEN, YOOCMO6EpA6aI0 Npasd 3d NPeOCMASUMeNcE0 U MbPe06Us HA
mepumopusima wa Penybnuxa bvazapus om Xanesxoy OnTecm Buomex Ko. JImo,
Kumaii;

®  npedcmaseHU ca U3UCKyeMume no 6uod u KOIU4ecmeo MOCmpu,

Komucusirta Hampasu mpoBepka Ha CHIBPKAHHETO HA TEXHHYECKOTO MPEITONKESHHE
cb00pasHO M3MCKBAHMATA HA NPOLEAYpaTa H yCTAHOBH, 4de NOKYMEHTHTE HA YYaCTHHKA
OTroBapsT Ha H3UCKBAHMATA Ha IIPOLEYpaTa i 3aKOHA.

OdepupanuTe MeIHIHHCKH H3/E/Hs CHOTBETCTBAT HA H3MCKBAHMSTA HA TEXHMYECKATA
crenruKanus KbM JOKYMEHTALHSTA 38 yYACTHE B TIPONELYPATA, HOAPOGHO OMHCAHH TIO
HOMEHKJIATypd B 000co0€eHaTa MO3HIH W KOMHCHSTA IPEMHUHA KbM OLIGHKA II0 ITOKA3ATEIs
»Ka4eCTBO”, CBHITIACHO METOJMKATa 3a OLEHKA OMHCAHA B NOKYMEHTANUATA 33 YYACTHE B
Imponenypara.

llpu TecTBameTo Ha mpenocraBeHute MocTpu mo 17006 Tect mentm Combi - 2
(rmokosa+keronn) u 17007 Tecr sentn Combi -11 ( 33 KOMBI-SCAN-11) ce YCTaHOBH, 4Ye
pesynTatuTe TpsbBa 1a OBIAT OTYMTAHH Ipe3 ONpeJIENieH HHTEPBAN OT BPEMe 3a BCCKH eIiH
TECT, KOETO Ch3aBa HeyJ0OCTBO IIPH M3BLPINBAHE HA H3CIIE/[BAHETO.

Onenkara Ha TEXHMYECKOTO NPEIJIOKESHHE € M3BBPIIEHA M OTpaseHa B IIpuiokeHHe
Nel xBM HaCTOSIIHS TPOTOKOIL.

Ha 6a3a ropens/io;keHOTO KOMHCHSTA HAMHPA TeXHHYECKOTO NMpE/JI0/KeHHEe HA
YYACTHHKA 32 OTroBapsili0 B IbJHA CTENeH HAa H3NCKBAHHATA HA BbH3JI0KMTES,
32/I0KkCHH B TeXHH4YeckaTa cnenudukanusi Ha goxkymentaunusTa. C orjex Ha ToBa,
KOMHCHSTA €AHHOAYIIHO pemH, e Aonycka ydacrtauka "3 MEJ" EOO/ no caexsam
€Tall B IpoueaAyparTa — 0TBapsiHe Ha NIEHOBOTO MPeIoKeHHe 110 000c00eHaTA MO3HIIHS.

OIl1Ne25 Peakmugu u KOHCYMAMUGU 3a MUKPOGUONO0ZUYHA 1AGOPAMOp U
TexumyeckoTo IpeinoKeHHe OTrOBaps HAa H3WCKBAHMSTA HA BB3IOXKHTENS 110
OTHOMICHME Ha ChIbpXkaHue W HOPMa U € U3TOTBEHO 10 IIprioxenue Ne3 oT 06pasIuTe KbM
npouenypara u Ipunosxerue Nol, mpeictaBeHo Ha XapTHEH H OINTHYEH HOCHTEIL.
[Ipemnoxenu ca:
® CpOK 3a JiocTaBKa 10 72 (celeM/IEceT H [[Ba) daca, a [P CIEIIHH cIydan 1o 24
(OBameceT M YETHPH) Yaca OT MOJTydaBaHe Ha 3asBKa;
® OCTaTh4€H CPOK HA TOJHOCT HA JOCTAaBEHUTES MEIHIMHCKH H3IEIHS HE IIO0-
ManbK 0T 60% oT 061U CPOK HA TOAHOCT;
YYaCTHAKBT € MPE/ICTABAI BCUUKH H3UCKYEMH OT BB3JIOKUTENS TOKYMEHTH, @ HMEHHO:
* 30 ogepupanume meduyuncku uzdenus e npedcmasena 6 saseper npesod EC
Oexnapayusi 3a cvomeemcmeue u ,CE“ yapkuposka 6 cwomsemcmeue c
usuckeanuama va yn. 14 uyn. 15 om 3IMH;
®  npedcmasenu ca UIUCKYeMUme Kamanosu / npodyKmoea nucma;
npedcmaeen e OOKYMEeHm 3d OMOpU3ayUs/OMOPUIAYUOHHO HNUCMO Om npoussooumen,
yoocmosepsiéaujo npasa 3a npedCcMAagUMencmeo U MuposuUs HA MEPUMOPUAIA HA
Penybnuxa bvneapus om Xanzsxoy OnTecm Buomex Ko. JImo, Kumaii;

Kowmucusara nanpasu mpoBepka Ha ChIBPKAHMETO HA TEXHMYECKOTO IPEIIOKCHHE
ChOOpa3HO WM3MCKBAHMATA HA MPOIENypaTa M YCTAHOBH, Y€ TOKYMEHTHTE HA YJaCTHHKA
OTrOBapsT Ha M3UCKBAHUATA Ha MPOIIEAypaTa | 3aK0Ha.

O¢epupannTe MeJUIMHCKA H3MIEHS CHOTBETCTBAT HA H3HCKBAHMATA HA TEXHHIECKATA
crenupuKanyus KbM TOKYMEHTAIUATA 32 Y4acTHE B IPOLEAypara, MOAPOGHO OIMHCAHH IO
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HOMeHKJIarypu B o0ocoOeHara MO3HIUI M KOMHUCHATA IPEMHHA KbM OLEHKA 110 MoKasarels
,,Ka4eCTBO™, CBIVIACHO METOJHKATa 3a OIEHKA ONWCAaHA B JOKYMEHTALMITA 3a y4acTHE B
pouenypara.

Omenkara Ha TEXHHYECKOTO IpeUIoJKeHHe ¢ M3BbpIIeHa U oTpazeHa B [Ipunoxkenue
Nel xBEM HaCTOAIINS IPOTOKOIL

Ha 6a3a ropeu3/I0’KeHOT0 KOMHCHATA HAMMPAa TeXHUYEeCKOTO NMPENI0KeHHEe HA
YYACTHHKA 32 OTTOBApSII0 B NbJHA CTeNEH HAa H3HCKBAHHATA HA Bb3JI0KHTE,
32JI03KeHH B TeXHH4Yeckara crnenudmkanud Ha goxkyMeHTanuaTa. C orjeg Ha ToBa,
KOMHCHATA €IVMHOAYIIHO pemH, e gqonycka ydactuuka '3 ME/" EOO/ no ciaenpam
eTan B MPoIeIypaTa — 0TBapsHe HA IIEHOBOTO Mpe/IoKeHHe 1o 000co0eHaTa MO3HIHS.

[To oTHOINEHHWE HA TMPEeACTABEHHTE JOKYMeHTH no 439, am.3, 1.1 or IIII30II ot
"Emak Jluzuur'" EOO/I no:

OITNo18 /Ipyzu koucymamugu

TeXHMYECKOTO INPeUIOKEeHHe OTroBaps Ha HM3UCKBAHUATA Ha BB3JIOKHUTENS IO
OTHOIIEHHE HA CHABPXKaHHe U (opMa u e H3roTBeHo 1o [Ipunoxenne Ne3 ot obpasiuTe KbM
nporeaypara u [Ipunoskenue Nel, mpezicTaBeHO Ha XapTHEH M ONTHYEH HOCHTEL.

[Tpemnoxenu ca:

e CpOK 3a jocTaBka 210 72 (cefeMpueceT U [1Ba) Jaca, a IIPH CHELIHK CIydau Jo 24

(mBajeCceT W 9eTHPH) Yaca OT I0JIyYdBaHE Ha 3asBKa,
e OCTAaThYeH CPOK Ha TOJHOCT HA [OCTABEHHUTE MEAMIMHCKH H3JEJHsA HE II0-
ManbK 0T 60% oT 00I1Ms CPOK Ha TOAHOCT;

VYacTHHKBT € IPSICTABHI BCHYKH H3UCKYEMH OT BB3JIOKHUTEISA JOKYMEHTH, & HMEHHO!

®  3a ogepupanume MeOUYUHCKU U30enua e npeocmasena 6 3asepen npesod EC

Oexnapayuss 3a cvomeemcmeue u ,,CE" Mmapkupoéka 6 cbomeemcmeue ¢

uzucxkeanusma va wi. 14 wyn. 15 om 3MH;

e npedcmaseny ca uUCKyeMume Kamanosu / npooykmoea nucma,

®  npPedCmaseHu ca U3UCKyeMume no U0 1 KONU4eCmeo MOCMpuU;

o npedcmasen e OOKYMEHmM 3a OMOPUIAYUL/OMOPUSAYUOHHO HUCMO O
npoussooumen, yYOOCHMOGEPABAUO NpA6A 34 NPEOCMASUMENCMEO U MbpP2o8Us HA
mepumopusma na Penybnuxa Bvneapus om Accumax Lab Technology, Hnous u FL
Medica Srl., Hmanus;

KomucusiTa HampaBd TPOBEPKAa Ha CBHIBLPKAHMETO HAa TEXHHYECKOTO MPEITIOKESHHE
cho0pasHo HM3MCKBAHHMATA Ha IIPOLEAypaTa M YCTAHOBM, 4Ye NOKYMEHTHTE HA y4YacTHHMKa
OTroBapsT HA H3UCKBAHUATA HA IIPOLIEAypaTa H 3aKOHA.

O¢epupainTe MEIUITMHCKA H3/IENHs ChOTBETCTBAT HA M3MCKBAHMATA HA TEXHHIECKATA
crenu(pUKangs KbM JOKYMEHTAIHATA 3a y4acTHe B IpOLedypaTa, MOAPOOHO ONUCAHH IIO
HOMEHKJIATYpH B 000coOeHaTa MO3UIHS # KOMUCHATA IIPEMUHA KBM OLICHKA 10 IIOKa3aTelist
,,KauecTBO”, CHIVIACHO METOJMKATa 3a OLEHKA OIMCaHa B JOKYMEHTaluATa 3a y4JacTHe B
TpouLenypara.

Ilpu TecTBaHeTOo Ha TnpenocTaBeHMTe MocTpu mo 18003 Hakoneununum 3a
aproMatuuHd TameTH (KBaATH) M 18004 HakoHedyHWIH 32 aBTOMATHYHH ITHNETH (CHHH) Ce
YCTaHOBH, Y€ ¥ JBATA BHJA BPBXUeTa 3a ITMIIETH I1acBaT MHOTO H0Ope U JIECHO Ce M3TJIACKBAT
npu pabota ¢ naboparopan munets TH Ependorf u tun Lenpipette.

OrlenKaTa Ha TeXHUYECKOTO IHPEUIOKEHHe € H3BBhpIIeHa H oTpaseHa B [Ipumoxenue
Nel xBM HacTOAIIMS TIPOTOKOIL.

Ha 6a3a ropeHsJioKeHOT0 KOMHCHSITA HAMHPA TEXHHYECKOTO MpELI0KEeHHe HA
YYACTHMKA 32 OTroBapsilio B I'bJHA CTeleH HA H3MCKBAHHMATA HAa BB3JIOKHTEs,
3a/10keHH B TeXHHYecKaTa cnenmpukanus HA goxymeHTtanmuara. C oriex Ha ToBa,
KOMHCHSATA €IUHOIYIMIHO pemH, 4e Aomycka ydactHuka "Emmak Jlmsunr'" EOO no
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cjIeaBam €Tam B Npoueaypara — 0TBapsiHe Ha INEeHOBOTO MPpeNJI0oKeHHe 10 oDocobenara
MO3HUITHA.

OITNe22 Koncymamuesu 3a_napazumonozuyna aabopamopua 3a anapam "Urit 660-
ELISA"

TexHudeckoTo IHpe/UIOKEHHE OTroBaps Ha W3MCKBAHWATA HA BBL3JIOKHTENA IO
OTHOIIEHHE HA CHABPAKAHUE U GOpMa U € H3roTBeHO 110 [Ipunoxenue Ne3 ot obpaszuute KpM
npouenypara u IIpunoxenune Nel, mpeactaBeHo Ha XapTHEH W ONITHYEH HOCHTEIL

IIpennoxenu ca:

® CpOK 3a J0CTaBKa 10 72 (cemeMaeceT W JBa) 4aca, a [IPU CIELIHH CiIydaH 10 24
(mBameceT W YETHPH) Yaca OT IOJTy4aBaHe Ha 3asBKa;
® 0OCTaThY€H CPOK HA TOAHOCT Ha JIOCTABEHUTE MEIMIMHCKH H3JEIUsI HE II0-
Marsk oT 60% oT 001Hs CPOK HA TOTHOCT;
YYaCTHHKBT € IIPEACTABUI BCHUKH H3UCKYEMH OT BB3JIOXKUTES JOKYMEHTH, 4 HMEHHO:
® 30 oghepupanume MeOUYUHCKU Uzdenus e npedcmasena ¢ sasepen npesod EC

Oexnapayus 3a cvomeemcmeue u ,,CE” mapxupoexa € cvomeemcmeue c

usuckeanuama na yia. 14 uyn. 15 om 3IMH;

®  npedcmaseHu ca U3UCKyeMume Kamano3u / npooyKkmoea Aucma;

®  npedcmaeer e OOKYMEHm 34 OMOPU3AYUS/OMOPUIAYUOHHO HUCMO  OM
npou3600umen, yYOOCmoEepaAcauo npasa 3d MNpPeoCmAasumencimeo U Mupeosus Hd
mepumopusama na Penybnuxa bvnzapus om Urit medical Elektronic Co. Ltd, Kumaii;

Komucusta HampaBH NpoBepKa Ha CHIBPKAHHETO HA TEXHHYECKOTO MPEIJIOKEHHE
cp00pa3HO M3HMCKBAHHUATA Ha IMPOIENypara W YCTAHOBW, Y€ JOKYMEHTHTE HA Y4YaCTHHKA
OTroBapAT Ha U3MCKBAHUATA HA MIPOIEAypaTa U 3aKOHa.

OdepupannuTe METUITMHCKHN W3/ICTHS CHOTBETCTBAT Ha H3UCKBAHMSATA HAa TEXHHUYECKATA
cnenuHUKaIs KbM JOKyMEHTAIHATA 33 ydacTHe B MPOIEAypaTa, MoApoOHO OIMCAHH IO
HOMEHKJIaTypH B 00oco0eHarTa Mo3ulKs W KOMHCHATA IPEeMHUHA KbM OIEHKA [0 IIOKa3aTeIs
,»KagecTBO”, CBIVIACHO METOJMKATa 3a OLCHKA ONHCAHA B JOKYMEHTAIMATA 33 y4acTHC B
IIpoIeIypaTa.

Onenkara Ha TEXHMYECKOTO MPENIOKEHHE € M3BBpINCHA U OTpaseHa B lIpuioxeHue
Nel XBM HaCTOSIITHS POTOKOIL.

Ha 6a3a ropems/io;keHOTO KOMHCHSTA HAMHPA TEXHHYECKOTO NpeNIoKeHHe Ha
YYaCTHHKA 3a OTroBapfli0 B NBJHA CTeNeH HAa H3HCKBAHHATA HA Bb3JI0KHTEs,
3aJ0K€HH B TeXHHYeckaTa cnenuukanus Ha nokymeHTanumara. C oriex Ha ToBa,
KOMHCHSITA €JHHOAYIIHO pemH, 4e gonycka yqacrHuka "Emmak Jlmsuar" EOOJ oo
cjleBam] eTan B NPoLeAypaTra — 0TBapsiHe HA [EHOBOTO IpeIJIolKeHHe 0 o0ocobeHaTa
MO3HLINS.

OIINe25 Peakmusu u KOHCYMAMUBH 30 MUKDOOUONOZUYHA J1aDopamopus
TexHudeckoTo mpemIoXKeHHEe OTroBaps Ha H3HCKBAHMATA HAa BBH3JIOKHUTENI IIO
OTHOIIECHHE HA CBABP)KaHHE H GopMa H e H3roTeeHo 1o [Ipunoxenne Ne3 oT obpasmure KoM
npouexypara ¥ [Ipunoxenue Nel, nmpencraBeHo Ha XapTHEH B ONTHYSH HOCHTE.
[Ipennoxenu ca:
® CpOK 3a JocTaBKa 10 72 (ceieMJieceT U JiBa) 4aca, a IpH CIENTHH ciTydad 10 24
(mBameceT W YeTHpH) Yaca OT II0JIy4aBaHe Ha 3asBKa;
® OCTaThUY€H CPOK HA TOJHOCT Ha JOCTABCHHTES MEIUIIMHCKH H3IEIHsS HE I0-
Mansk oT 60% oT ofmms cpok Ha TOAHOCT;
YYacTHHKBT € IPEACTaBUII BCHUKH H3UCKYEMH OT BB3I0KUTENS JOKYMEHTH, & HMEHHO:
®  3q ohepupanume MeOUYUHCKY U30enus e npedcmasena 6 3aeeper npesod EC
Oexnapayus 3a cvomeemcmeue u ,CE" wmaprxuposka 6 cwomsemcmsue ¢
usuckeanuama na yi. 14 uun. 15 om 3MH;
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®  npedCcmasenl ca U3UCKYyeMume Kamanosu / npooyKmosa iucma,

e npeocmasen e OOKYMeHm 34 OmOpU3Ayus/OmopusaylioHHO HUCMO OM
npouse00umen, YOOCMOGEPAEAO NpABA 3a NPeOCMABUMENCIBO U Mbp208us HA
mepumopuama na Penybauxa bvneapus om Biomaxima S.A., Ilonwa;

Komucudra Hanmpasd IpoBepKa Ha CHIBPKAHHETO HAa TEXHMYECKOTO NPEIOKEHHE
cp00pa3sHO M3WCKBaHMATA HA IIPOLENypaTa M YCTAHOBH, Y€ MNOKYMEHTHTE Ha yJacTHHKA
OTIOBapsAT Ha M3MCKBAHUITA Ha IpOIlelypaTa U 3aKoHa.

OdepupanuTe MEIUIIMHCKE U3CTHS CHOTBETCTBAT HA M3MCKBAHUATA HA TEXHUYECKATA
cnel@uKaysg KbM IOKYMEHTAIlMATa 3a y4acTHe B IpOoLeAypaTa, noJpo0HO OIMCAHH IO
HOMEHKJIATYpH B 000coOeHaTa MO3HLUA M KOMHCHITA IPEMUHA KBM ONEHKA MO TOKa3aTess
,,Ka4ecTBO”, CBITIACHO METOAMKATa 3a OIEHKA ONMCAaHA B JOKYMEHTAIMSTa 338 YYacTHE B
nporeaypara.

Omnenxara Ha TEXHHYECKOTO IpEIIOKEHHE € H3BBpIneHa W orpaszeHa B [Ipunoxenue
Nel xBM HacTOAIIUS IPOTOKOIL.

Ha 06a3a ropemns/iokeHOTO KOMHCHATA HAaMHPa TeXHHYECKOTO MpelIoKeHHe Ha
YYacTHHKA 3a OTroBapsilio B IbJHA CTeleH Ha H3HCKBAHHATA HAa BbH3JIOKHTe,
3aJI0KeHH B TeXHHYecKaTa cnenudukanus Ha Aokymenranusara. C oryienq Ha TOBa,
KOMHCHATA €IUHOAYIHO pemu, 9e Aomycka ydacTHuka "Eanmax Jlwzuar" EOO/ no
cleABaml eTal B NponegypaTa — oTBapsiHe Ha IEHOBOTO Mpe/JIoKeHHe 10 o0ocodenara
H03H 1 HSL.

OIINo26 Peakmusu 3a OTX

TexHwgeckoTo NpeAIoKeHHE OTroBaps HA H3UCKBAHUATA HA BB3NIOKHTEIS IO
OTHOITIEHHE Ha ChAbpiKaHue ¥ Gopma u € u3rorseHo 1o [Ipunoxenne Ne3 ot obpasnure KM
mporueaypata u [Tpunoxenue Nel, mpe/icTaBeHO Ha XapPTHEH U ONITHYEH HOCHUTEIL.

[Ipenmnoxenn ca:
® CpOK 3a JocTaBKa 110 72 (cememueceT | JBa) Jaca, a pH CIeNIHH CIydau 10 24
(mBameceT ¥ YETHPH) Yaca OT IOIy4YaBaHe Ha 3asBKa;
® OCTarbueH CPOK HA TOJHOCT HA [OCTABEHUTE MEIMIIMHCKH HM3JENHS HE MO-
Marsk 01 60% oT obIIHA CpOK HA TOTHOCT;
VY4YacTHHKBT € MPeACTaBIII BCHYKH H3UCKYEMH OT BB3TIOKUTEIS JOKYMEHTH, 8 HIMEHHO:

e 30 oghepupanume MeOUYUHCKU U30enus e npedcmasena 6 saseper npesod EC
Oexnapayus 3a cvomeemcmeuve u ,CE™ mapxuposka 6 cvbomeencmsue c
usuckeanusma Ha 4n. 14 wqn. 15 om 3MH;

®  npedCmaseHy ca U3UCKyemume Kamanosu / npooyKkmosa 1ucma;

o  npedCcmaseHy ¢a U3UCKYeMUme no U0 U KONUYECmE0 MOCMpPU;

e mpedcmasen e OOKYMEHm 34 OmMOPU3AyUs/0MOPU3AYUOHHO NUCMO Om
npou3eooumen, YOOCHOSepssawo nNpasa 3a Npeocmasumencmeo U mbvpo6us Hd
mepumopusma na Penybnuxa Bvneapus om CE-Immunodiagnostika, Iepmanus u
SPINREACT SAU, Henanus,

KoMucusTa HanpaBH NPOBEpKa Ha CHABPKAHMETO HAa TEXHHUECKOTO HpEIOJKEHHE
ch00pa3Ho M3UCKBAHWATA HA IPOLEAypaTa M YCTaHOBH, Y€ JOKYMEHTHTE Ha yYacTHHWKa
OTroBapsT Ha M3UCKBAHUATA Ha IIPOLIEAypATa H 3aKOHA.

Odepupannte MeTHIIMHCKA M3CTHS CHOTBETCTBAT HAa H3HCKBAHUATA HA TEXHHYECKATA
cenuUKALIES KbM JIOKyMEHTAIUsTa 3a YJacTHE B IpOIeLypara, HOAPOOHO OIMCAHH I10
HOMEHK/IaTypH B o0ocobeHara NO3UNKS ¥ KOMHCHSITA IPeMHHA KBM OLEHKA II0 [MOKA3aTeIs
,,KadecTBO”, CHIVIACHO METOAMKATA 3a OIEHKA ONMMCAHA B JOKYMEHTAalMiTa 33 YYacTHE B
nmpoueaypara.

Ornenkara Ha TEXHHYECKOTO MPEAIOKEHHE € M3BBpIIeHa W oTpaseHa B [Ipunoxenue
Nel xBM HacTOSIIMSL TPOTOKOIL.
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Ha 6a3a ropemsiio:xeH0TO KOMHCHSTA HAMHPA TEXHHYECKOTO MPEIIOKEHHE HA
Y9aCTHAKA 32 OTrOBAPSIMIO B NBJIHA CTENEH HA H3HCKBAHHATA HA Bb3JOKHTEIH,
JAI0KEHH B TeXHUYeCKaTa croenudukanus Ha JoKyMeHTanusta. C oriex Ha ToBa,
KOMHCHSITA €MHONYIIHO pemH, Ye qonycka yaacThuka "Emmax Jlusuar" EOOJL mo
CJIcABam €Tan B MpoUeIypaTa — 0TBAapsiHe HA NEHOBOTO HpeIJIoKeHHe 1Mo 06ocofeHaTa
MO3U LM,

OITNe33 Penmeenosu gunmu 3a uyecmeumenuu ponuu /3e/1eHa 8bIHA/.

TexHMYECKOTO TIpENNOKEHAE OTroBaps HA H3HCKBAHHATA HA BH3JIOKHTEIS 110
OTHOIICHHE HA ChABPKAHHE X HOpMa U € H3roTBeHO 1o [Ipuinoxenue Ne3 ot o6pasiuTe KbM
npouegypara u lIpunosxkenne Nel, nmpeacraBeno Ha XapTHEH U ONTHYCH HOCUTE].

ITpennoxenu ca:

® CpOK 3a IoCTaBKa /10 72 (celeMIeceT 1 J[Ba) 4aca, a MPH CHEITHH CIyyau 1o 24
(mBafeceT M YETHPH) Yaca OT MOJTyYaBaHe Ha 3asBKa;

® OCTaTh4Y€H CPOK Ha I'OJHOCT HAa JIOCTABEHWTE MEIUIMHCKH W3JETHS HE II0-
ManreK 0T 60% 0T 061K CPOK Ha F'OIHOCT;

Y4acTHUKBT € IPECTaBHII BOHYKH H3UCKYEMH OT BH3I0KHTEII JIOKYMEHTH, @ AMEHHO:

® 30 oghepupanume MeOUYUHCKYU U30eNUs e NPedCmasend 6 3aeepen npegod EC

Oexnapayus 3a cvomeemcmseue u ,CE*“ MAPKUPOBKA 8 CBLOMEEMCIEUE C

usuckearuama na uin. 14 uwyn 15 om 3MH;

®  npeocmasenu ca usUCKyeMume Kamanosu / npooyKmoea Iucma;

® npeocmasen e OOKYMeHM 34 OMOPUSAYUA/OMOPUSAYUOHHO NUCMO O
npou3e00umen, YOOCMOGepsISauo npasa 3a MpedcmasUmencmeo u Mbp2o6Us HA
mepumopusima na Penybonuxa Bvnzapus om Colenta Labortechnik GmbH & Co KG,

Aecmpus;

Komucusta Hanpapu TpoBepka Ha CHIABPKAHHETO HA TEXHHYECKOTO MPEIOKEHUE
CbOOpa3sHO M3MCKBAHMATA HA TIPONEJypaTa W YCTAHOBM, Y€ NOKYMEHTHTE HA yYACTHHKA
OTrOBapsT HA M3MCKBAHUATA HA IPOIEAypaTa | 3aKOHA.

OdeprpannTe METAITMHCKY W3LETAS CHOTBETCTBAT HA H3HCKBAHUSTA HA TEXHUUECKATA
celuduKaids KbM TOKYMEHTAlHsTa 3a y4acTHe B IPOIELYparta, O/IpOOHO ONHCAHH TIO
HOMEHKJIAaTypH B 00ocofeHaTa NO3HUUST ¥ KOMHCHSTA IIPEMHHA KBM OIEHKA [0 MOKA3aTes
»Ka4eCTBO”, CBHITIACHO METOJMKATA 3a OLEHKA ONKCAHA B JIOKYMEHTALMATA 3a ydacTtue B
mponenyparta.

Onerkata Ha TEXHHYECKOTO NPEUIOKEHNAC € M3BLPIIEHA W OTPA3CHA B [Tpunoxenue
Nel xpM HacTOSIIHS TIPOTOKOIL.

Ha 6a3a ropemsioseHOTO KOMHCHATA HAMHPA TEXHHYECKOTO NPELI0KEHHe HA
YHaCTHHKA 32 OTroBapsfIN0 B HbJIHA CTeNeH HA HM3HCKBAHHATA HA Bb3JIOKHTES,
3aJ10’KCHH B TeXHMYECKaTa cnenHpuxanus Ha Nokymentamusra. C orjex Ha ToBa,
KOMHCHHTA C€IHHOAYIIHO pemH, de Jonycka ydactHuka "Emmax Juwsuer'" EOO xo
CJIeABAIN eTall B HMpoOLeAyPaTa — 0TBapsgHEe HA LEHOBOTO MpPeNJI0KEHHe o 06ocobeHaTa
MO3H LML

Ilo orHomenme Ha mpencTaBenuTe AOKYMeHTH mo wi39, amn.3, 1.1 or IMMI30I or
"Menunnncka Texunka Unskenepunr OO/ no:

OIlNel Peaxmusu 3a_Iiwokoananusamop KABE-GA-2 + GA-3 - 3ameopena
cucmema
TexuuueckoTo mNpEIIONEHHEe OTroBaps HA M3HCKBAHUATA HA BH3JIOKHTEIS IO
OTHOLICHHE Ha CBABPKAHHE W HOpPMA U € U3roTBeHO 1o IIpunoxenne Ne3 ot o6pasmute KBM
nponenypara u [Ipunoxenue Nel, mpeZicTaBeHO Ha XapTHeH U ONTHYESH HOCUTE].
[Ipennoxenu ca:
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e CpOK 3a JocTaBka o 72 (cemem/ieceT U 1Ba) 9aca, a IpH CIEMHN cydan 10 24
(mBajeceT M YeTUPH) Yaca OT [OJIy4YaBaHe Ha 3asBKa;
e OCTATHYEH CPOK HA TOJHOCT HA JOCTABEHUTE MEAWIUHCKH H3/EIHsd HE IO0-
Mansk oT 60% oT of1Ius CPOK Ha FOJHOCT,
V9acTHHKBT € IPEACTABAI BCHYKH H3UCKYEMH OT BB3/I0KHTENS JOKYMEHTH, 2 UIMEHHO:

o 30 oepupanume MeQuyuUHCKY u3denus e npedcmasena 6 sasepen npesod EC
Oexnapayus 3a cvomeemcmeue u ,CE” Mmapxupoéka 6 cvomeemcmeue C
uzuckeanuama na 4n. 14 uun. 15 om 3MH;

o mpedcmasenu ca UsUCKyeMume Kamanosu / npooyKmosa 1ucma;

e npedcmasen e OOKyMeHm 34 OMOPU3AYUA/OMOPUIAYUOHHO NUCMO OM
npouseooumen, YOOCmosepsaeauo npasa 3a npeocmasumencmeo U mvp2osus Ha
mepumopusma na Penyénuxa Bvnzapus om KABE Labortechnik, I'epmanus;
KomucusiTa HampaBW TPOBEpKa Ha CHIBDIKAHHETO Ha TEXHHYCCKOTO NPEUIOKEHHE

ChOOpa3HO WM3MCKBAHHUATA HA IIPOLENYpara W yCTAHOBH, Ye JOKYMEHTHTE HA Y4acCTHHKA
OTTOBapsT Ha U3UCKBAHMATA Ha MPOIIEAypara i 3aKOHa.

OdepupanuTe MEIUIIMHCKH H3/IelHs ChOTBETCTBAT Ha H3UCKBAHUATA Ha TEXHHYCCKATA
crenEdUKamES KbM JOKyMEHTAIUsITa 3a ydacTHe B Ipoleaypara, HOAPOOHO OIMCAHHM MO
HOMEHKJIATYpH B 000coOeHaTa MO3KMIMS H KOMUCHUSTA [IPEMUHA KbM OLEHKA 110 TIOKA3aTEIL
,KadecTBO”, CHIIACHO METOMKATa 3a OIeHKa ONMCAHA B JAOKYMEHTAaIlUATa 3a y4acTHE B
poueaypara.

Onenkata Ha TEXHHUECKOTO MPEIVIOJKEHHE € M3BbpINeHA M oTpaseHa B [Ipunoxenue
Nel KBM HACTOSIIMSA ITPOTOKOIL

Ha 6a3a ropems/iojKeHOT0 KOMHCHATA HAMHPA TEXHHYECKOTO NPEII0KEHHE HA
YYACTHHKA 32 OTrOBapsill0 B NbJIHA CTeNeH HA H3NCKBAHMATA HA BBL3JIOKHTEN,
3aJ0jKeHH B TexHHUYecKaTa cnenudukanus Ha Jokymenranmara. C orjej Ha ToBa,
KOMHCHATA €IHHOOYNIHO pemH, 4¢ /Jomycka yuacTHuka ''Menuuuncka TexHuka
Wmxenepunr" OO/ mo cjeasam eTam B NpolelypaTta — OTBapsAHe Ha IEHOBOTO
npemioKeHue no 06ocobeHaATa MO3ULHS.

OITNe3 Peaxmusu 3a Xemamonozuuen anaausamop SYSMEX KX 21N - sameopena
cucmema
TexHHYECKOTO TMPEUIOKEHHE OTToBaps Ha H3MCKBAHWATA HA BB3JIOKHTENL IO
OTHOIIIEHHUE Ha ChIbpKanue u Gopma u e u3roreeHo o [Ipunoxenne Ne3 ot obpasuuTe KbM
npouenypara u [Ipunoxkenne Nel, npeacTaBeHO Ha XapTHEH H ONTHIEH HOCHTEIL.
[Mpexnoxenu ca:
® CpOK 3a JIoCTaBKa 0 72 (cemeMaeceT U JIBA) Yaca, a Py CIEIIHA cIydan 1o 24
(mBameceT W YeTHUpPH) Jaca OT [OJTy4YaBaHe Ha 3asBKa;
e OCTaThyYeH CPOK HA TOAHOCT HA JOCTABEHHTE MEIMUIUHCKH H3/IEIHd HE IIO-
MarbsK 0T 60% 0T o0mMs CpOK Ha FOTHOCT,
VUaCTHHKET € IPEICTABAI BCHUKH U3HCKYEMHU OT BB3JIOJKHTENS JOKYMEHTH, 8 MMEHHO!
o 30 oghepupanume MeOUYUHCKU U30eNUs e NPeOCmasena 6 3a6eper npecoo EC
dexnapayus. 3a cwomsemcmeue u ,,CE™ mapxupoeka 6 cvomeéemcmeue c
wzuckeanuama Ha yin. 14 wun. 15 om 3MHU;
e npedcmasenu ca U3UCKyeMUme Kamanosy / npoOyKmosa nucma;
e mpedcmasen e OOKYMeHM 3a OMOPUSAYUS/OMOPUSAYUOHHO NUCMO  OM
npouseoOumen, yOOCmoGepAsauio npasa 3a Npeocmasumencmso u mpp2osus Ha
mepumopusma na Penybnuxa Bvnzapus om Avantor, Honua.
KomucusiTa HanpaBd NPOBEPKA Ha CHABPIKAHUETO HA TEXHUYECKOTO IMPEIOKEHHE
ch06pa3HO M3MCKBAHWATA HA IPOIEypaTa W YCTAHOBH, 4€ JOKYMEHTHTE HA yYaCTHHKA HE
OTTOBApAT Ha M3UCKBAHKUATA HA NPOIEypaTa u 3aKOHa.
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VYuacTHUKBT € odepupan 1yOnuKaTH (CBC CHITHAT M CXOJCH XMMHUYECKH ChCTaB) Ha
pEaKTHBHTE M XUMHKaIHUTE 3a anapara Xemamonozuuen ananruzamop SYSMEX KX 21N, Ho
HE € MPEJCTaBHJl NMHUCMEHHO paspelleHHe OT IPOM3BOAUTENS Ha OPHUTHHANHHUS IIPOAYKT
(peakTuB) u cepTH(UKAT 3a MPOCIETUMOCT A0 AU(DHHHTHBEH METOM, KOETO H3UCKBAHE €
II0OCOYEHO B JOKYMEHTAIMATA 3a YYaCTHE B IIPOIEIypaTa.

KoncratupaHoTo InpeicTaBisiBa HApYIIEHHE H € CAMOCTOSTENHO OCHOBaHHE 3a
oTcTpaHsBaHe 10 oOocobeHara mo3uuus HA y4acTHUKBT '"Memuuuncka TexHuka
Huxenepunr'" OO0/l na ocHoBanue w107, 1.2, 6ykBa a) or 30Il — mpencraBua e
ofepTa, KOATO He OTTOBAPH HA MPEIBAPHTETHO 00SIBEHHTE YCIOBHSA 32 H3NbJIHEHHE HA
nopbIKaTa.

OIINe6 Peaxkmueu 3a RA 1000

TexHHYeCKOTO TpeNIoKEHHE OTTroBapd HA HM3HCKBAHHATA HA BBE3IOKHTEIL II0
OTHOIIEHHE Ha ChIbpXKaHue U (opMma u e u3rotseHo 1o [Ipunoxerne Ne3 ot obpasimre KM
npouenypata u [Ipunoxenue Nel, npeacraBeHo Ha XapTHEH H ONTHYEH HOCHTEL

[Ipemnoxenu ca:

® CpOK 3a JOocTaBKa 10 72 (cemeMzaeceT U /Ba) 4aca, a IIPY CIEIIHH ciiydau 10 24
(IBajieceT M YETHPH) Yaca OT MOJIy4aBaHE Ha 3asABKa;

® OCTarbueH CPOK Ha TOAHOCT Ha JIOCTABEHUTE MEIHIIHHCKH W3JETHS He II0-
MarpK 0T 60% oT 00Imus CpoK HA TOAHOCT;

Y9acTHUKDBT € IPEICTaBUIT BCHYKU H3UCKYEMH OT BB3JIOKUTENS JOKYMEHTH, 4 HMEHHO:

® 30 oghepupanume MeOUYUHCKU U30enUs e npeocmasena 6 asepen npesoo EC

oexnapayus 3a cvomeemcmeue u ,,CE" wmapkuposka 6 cvomeemcmeue c

usuckeanusma na ui. 14 wyn. 15 om 3MU;

®  MpeOCMABeHU Ca UUCKYeMUme Kamanosu / npooyKmosa Jucma;
® npeocmaser e OOKyMeHm 3a OMOpU3AYUA/OMOPUSAYUOHHO NUCMO Om

HpOU3800UmMeN, YOOCHMOBEPAGAIO NpABA 34 NPeOCMABUMENCBO U MbpP2o6Us HA

mepumopusma na Penybiuxa bvneapus om MTD Diagnostics, Hmanus;

Komucusta nanpaBu IpoBepka Ha CHIBPKAHHETO HA TEXHHYECKOTO INPEATIOKCHUE
CcbOOpa3HO M3UCKBAHUATA HaA TIPOIEAypaTa ¥ YCTAHOBM, Y€ JOKYMEHTHTE Ha Y4YaCTHHKA
OTroBapAT Ha H3UCKBaHMUATA HA MPOLIEypaTa | 3aKOHa.

ITpencraBenn ca pa3paboTeHM IporpaMH 3a BCHYUKH IIOKazaTelH 3a odepupaHus
amapat RA 1000.

OdepupanuTe MEIUIMHCKH H3ETHs ChOTBETCTBAT HA M3HCKBAHMUATA HA TEXHHUICCKATA
celuduKanugd KbM TOKYMEHTAIMSITa 3a y4acTHe B IIpole/ypara, MOAPOOHO OMHCAHH I10
HOMEHKIIaTypH B o0ocoOeHaTa MMO3UIHUS W KOMHUCHATA IIPEMHHA KBM OIEHKA IO IOKa3aTels
,,Ka4ecTBO”, CBIVIACHO METOAMKATa 3a OIleHKa ONMHCcaHa B JOKyMEHTAIIHATA 3a YYacTHE B
Ipoueayparta.

OneHkaTta Ha TEXHHYECKOTO IPEUIOKEHUE € HU3BBLPIIeHA M OTpazeHa B [IpuiiokeHue
Nel xBM HaCTOSIIHS IPOTOKOIL.

Ha 6a3a ropem3sioseHOT0O KOMHCHSTA HAMHPA TEXHHYECKOTO Npe/JI0KeHHe Ha
YYaCTHHKA 32 OTroBapsili0 B IIbJIHA CTeNeH HAa H3NCKBAHUNTA HA Bb3JI0KHTEI,
32JI0K€HH B TeXHHYecKaTa crnenuukanus Ha AoxkyMmeHTamusaTa. C orjieq Ha TOBA,
KOMHCHATA €IUHOAYIIHO pemH, 4e Aonmycka yudacTHHKa ''Memunnacka TexHHKa
Hnxenepunr'" OOJ[ no caexnpam eram B mpomeIypaTra — OTBapsiHe Ha I€HOBOTO
npeAIokeHHe no 000codeHaTa MO3UIHS.

OIlINe17 Cyxu mecmoge
TeXHHUeCKOTO NpPeUIOKEHHEe OTroBaps HA HM3HCKBAHUATA HA BBITOXKHTEIA IO
OTHOIIEHHE Ha ChIbPIKaHUE U (popMma H e u3rorseHo no [Ipunoxenune Ne3 ot obpasimre KM
npornenypata u Ilpunoxenue Nel, ipe/icTaBeHO HA XapTHEH B ONITHYECH HOCHTEIT.
IIpennoxxenu ca:
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® CpOK 3a JI0CTaBKa /10 72 (ceeMIeceT  [1Ba) Jaca, a IIPH CIIeNIHY CIIyJad 10 24
(mBajeceT u 4eTHPH) yaca OT IMOJIydaBaHe Ha 3asIBKa;
® OCTaTbYeH CPOK HAa I'OJHOCT HA JIOCTABEHHTE MEIUITMHCKH H3IENHSI HE II0-
Marbk oT 60% ot obmus cpok Ha TOTHOCT;
Y4YacTHUKBT € NIPECTABUI BCHUKH U3UCKYEMH OT BB3JIOKHUTENS JIOKYMEHTH, 4 HMEHHO:
* 30 ogepupanume MeOUYUHCKU u3denus e npedcmasena 6 3asepen npecod EC
odexnapayus 3a cvomeemcmeue u ,,CE" Mmapxkuposka 6 cbomeéemcmeue ¢
usuckeanuama Ha 4i. 14 v yn 15 om 3MH;
®  npedcmaseny ca UsUCKyemMume Kamaniosu / npooyKmosa aucma,
® ppedcmasen e OOKYMeHm 3a OMOpu3ayus/omopusayuoOHHO HUCMO Om
npousso0umel, yOoOoCmosepasaujo npasa 3a npeoCcmasumencmeo U mvpeoeus Ha
mepumopusma wa Penybnuxa bwneapus om MTD Diagnostics, Hmanus u
Analyticon, I'epmanusi;
®  nupedcmasent ca usUCKyemume no U0 U KONUYECME0 MOCMPU,

KomucusiTa HampaBH IpoBepKa Ha ChIABPKAHUETO HA TEXHHYECKOTO IPEUIOKEHHE
ch0Opa3sHO M3HMCKBAHMATA HA TPOIEAypaTa W YCTAHOBH, Y€ MOKYMEHTHTE Ha YJ4aCTHHKA
OTroBapsIT Ha M3MCKBAHUATA HA IPOLIEAYPATA U 3aKOHA.

Odepupanure MEUIIMHCKY U3/ENUS CbOTBETCTBAT HA U3HCKBAHUAITA HA TEXHHUECKATA
crenuduKans KbM JOKYMEHTAIMATA 32 YJacTHE B IIPOIEAYypaTra, MOAPOOHO OIHCAHH IO
HOMEHKJIaTypH B o0ocobeHaTa MO3HUIIHA W KOMHCHATA IIPEMUHA KBbM OLIEHKA I10 [MOKa3aTels
,,Ka4ecTBO”, ChITIACHO METOJMKATA 34 OIEHKa ONHCAHA B JIOKYMEHTALMATA 34 y4acTHE B
IIpoIeypara.

IIpu TectBameTo Ha mnpemocraBenute Moctpu mo 17006 Tecr nemtm Combi - 2
(rmokozat+keronn) U 17007 Tect nentu Combi -11 ( 3a KOMBI-SCAN-11) ce ycranosu, de
Pe3yATATUTE ca ICHH, TOYHH, ¢ MHOTO A0OpO MO3HTUBHUpAHE Ha pe3ynraTta 6e3 oOBbp3BaHe Ha
OTYUTAHETO MY C BPEMEBH HHTEPBAJl.

OmneHkara Ha TEXHHYECKOTO IIPEUIOJKEHHE € U3BBbpIIeHa W oTpaseHa B [IpuiioxeHue
Nel KBM HACTOSIIHUS IIPOTOKOIL.

Ha 6a3a ropem3/o:keHOTO KOMHCHATA HAMHPA TEXHUIECKOTO MpeaiosKeHHe Ha
YYACTHHKA 32 OTroBapsili0 B NbJHA CTENeH HA H3UCKBAHHUATA HA Bb3JIOMKUTES,
3a/JI0jKeHH B TeXHH4YecKara crnenuukanusa Ha JokyMmeHTranusara. C orjex Ha ToBa,
KOMHCHAITA €JUHOJYUIHO pemH, 4e Jomycka ydacTHuka ''Meauuubncka Texuuxa
Unxenepunr' OO/l go caexBam eranm B IponeAypara — OTBapsHe HA IeHOBOTO
NpeAIokeHHe o 000codeHATA NO3HLHS.

OII Nel8 /Ipy2u KoHcymamusu
TexHUYecKOTO Tpe/IoKeHHe OTroBaps Ha M3MCKBAaHUATA Ha BB3IOXKHUTENS IO
OTHOIICHHE Ha ChIbpikKaHue u Gpopma U e u3rorseHo 1o [Ipunoxenne Ne3 o1 obpasumre KbM
npouexypata u [Tpunoxerue Nel, npencTaBeHo Ha XapTHEH M ONTHYEH HOCHTEI.
[Ipennoxenu ca:
® CpOK 3a JiocTaBKa /10 72 (cefeMIeceT U JjBa) Jaca, a [Py CIEITHH ciIydau /10 24
(nBamecer U YETHPH) Yaca OT IOJIyYaBaHE Ha 3asBKa;
® OCTAaThUCH CPOK HA TOJHOCT HA JOCTABEHWUTE MENHIIMHCKH H3IENHsS HE IO0-
ManeK 0T 60% 0T 00mus Cpok Ha FOAHOCT;
VYacTHHKBT € NPEACTaBHII BCHUKHA H3UCKYEMH OT BB3JI0KUTENS JOKYMEHTH, a8 HMCHHO:
®  3a oghepupanume MeOUYUHCKYU U30eTUs e npeocmasenda 6 zasepen npeeod EC
Oexnapayus 3a cwvomeemcmeue u , CE" mapxupoexa & cwvomeemcmeue c
usuckeanuama na 4n. 14 wyn. 15 om 3IMH;
®  mpedcmaseHy ca UsUCKyemume Kamanosu / npooyKmoea iucma;
e npedcmasen e OOKYMEHmM 3d OMOPU3AYUS/OMOPUIAYUOHHO NUCMO OM
npouzeo0umen, YOOCMOSEPABAO Npasa 3a NPeOCMAGUMEICme0 U Mbp2o6UL HA
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mepumopusma na Penybnuxa bwneapus om Biosigma, Hmanus, Heinz Herenz,

I'epmanus, KABE Labortechnik, I'epmanus, MTD Diagnostics, Hmanus u BioGnost,

Xvpsamus;

®  Npedcmaseny ca usUCKyeMume no 6UO U KOTUYECHBO MOCIPU;

KomucnsaTa Hanmpasu mpoBepka Ha CHBDKAHHETO HA TEXHHHYECKOTO MPEILIOKEHHE
CbO0OPasHO HM3MCKBAHHATA HA NPOLEAYPATA M YCTAHOBM, 4e JOKYMEHTHTE Ha y4acTHHKA
OTroBapsAT Ha M3MCKBAHHUATA HA IPOLleypaTa | 3aK0HA.

OdepupannTe METMIUHCKM W3NENMs CBOTBETCTBAT HA  WM3MCKBAHMATA HA
TEXHAYECKATA CTCLH(HKALKMA KbM JOKYMEHTAIMITA 3@ YYACTHE B MPOIEAypaTa, HOIPOGHO
OIMCAHHM II0 HOMEHKIATYpH B 000co0eHaTa MO3UIMS M KOMHCHSTA IPEMHHA KbM OICHKA TIO
TIOKa3aTeld ,,KaueCTBO ', ChIJIACHO METOJWKATA 33 OIEHKA OIMCAHA B JOKYMEHTAIHATA 3a
y4acTHE B IIpoLeaypara.

[lpu TecTBamero Ha mpemocraBenute MocTpu mno 18003 Hakomeunwim 3a
apToMaTHiHM munetd (keaTd) H 18004 HaxoHeWHMIM 3a aBTOMATHYHH MHIETH (CHHH) Ce
YCTaHOBH, Y€ H [iBaTa BH/[a BPHXUYETa 3a IIMIIETH [1ACBAT MHOTO J00pe M JIeCHO ce M3TIacKBaT
npu pabota ¢ naboparopuu munetd tan Ependorf u tun Lenpipette.

Onenkara Ha TEXHHYECKOTO NPE/UIOKEHHE € H3BBPIIEHA M OTpaseHa B IIpuioxerue
Nel xBM HACTOSIMHS IPOTOKOIL.

Ha 0asa ropensioskeHoT0 KOMHCHSITA HAMHPA TEXHMYECKOTO NpeJI0KeHHe HA
YYacTHHKA 3a OTroBapsil0 B IbJHA CTENEH HAa H3NCKBAHUATA HA BbH3JI0KHTES,
3aJ105K€HH B TeXHM4YecKaTa cmenupukanua Ha nokymenraunmsita. C orien Ha ToBa,
KOMHCHATA eIHHOAYNIHO pelH, 4Ye Jonycka ydacTHuka '"Meguumacka Texnuka
Hmxenepunr” OO/ no cieasam eran B npomenypata — OTBapsiHe HAa IEHOBOTO
npeioKenne no o6ocobeHaTa MO3HIHA.

OIINe19 Monogemu 3a_83eMane HA 6eHO3HA KPb8 C KOHEKMOD 3G CHPUHUOEKA MUN
"

"J]‘]!eg

Texnu4eckoTO NPENNOKEHHE OTroBaps Ha M3HCKBAHHATA HA BBIOKHTEIL IO
OTHOLICHHE Ha ChAbpiKaHue U hopMa H € H3roTBeHo 1o Ilpunoxenne Ne3 or o6pasnurte KbM
npouenypara u [Ipunoxenne Nel, mpencraBeno Ha XapTHEH M OITHYEH HOCUTEIL.

IIpennoxenu ca:
® CpOK 3a JOCTaBKa 10 72 (CemeMIECeT U IBa) Yaca, a IPH CIEIIHH CIIydad 10 24
(BazeceT W 4ETUPH) Yaca OT MMOIyYaBAHE HA 3asBKA;
® OCTarThb4€H CPOK HA TOJHOCT HA JOCTABEHUTE MEIHUITHHCKH H3JelHs HE IIo-
Manrbk 0T 60% oT o6mms CpoK Ha FOJIHOCT;
YYacTHUKBT € IPENCTABHI BCHIKH H3UCKYEMH OT BH3JIOKHUTENS JOKYMEHTH, & UMEHHO!
*  3a oghepupanume MeOUYUHCKY usdenus e npedcmasena é sasepen npecod EC
oexnapayusi 3a cvomeemcmeue u ,,CE“ mapxupoexa 6 cvomeemcmeue c
usuckeanuama Ha wn. 14 wyn. 15 om 3MH;
®  npedcmaseny ca USUCKyeMume Kamanosu / npooykmoea nucma,
® npeocmasen e OOKYMENM 30 OMOPU3AYUA/OMOPUSAYUOHHO NUCMO Om
npoussooumen, yooCcmosepaeauo npasa 3a nNpedCMAagUmencmeo u mbp06us Ha
mepumopusma na Penybiuxa Bvneapus om KABE Labortechnik, I'epmanus,
®  NPedCcmaseny ca USUCKyemume no 8ud U KOIUMECmE0 MOCMpPU;

Komucusta HampaBu TpoBepka Ha CHILPIKAHUETO HA TEXHHUYECKOTO IPEIUIOKEHHE
Cb00pa3HO M3HCKBAHWATA Ha IPOIEIypaTa W YCTAHOBM, 4Ye NOKYMEHTHTE HA YYACTHHKA
OTrOBapAT Ha H3MCKBAHMATA Ha MIPOLEAYpATa U 3aKOHA.

Odepupanute MEIUIMHCKE W3JEIMs CHOTBETCTBAT HA M3UCKBAHHNTA HA
TeXHHYECKaTa CHeUU(UKAMA KbM JOKYMEHTAUATA 38 Y4YacTHe B IPOLEAypara, IoApoOHO
OIMCaHU 110 HOMCHKIIATYpH B 000co0eHAaTa MO3HUIMS ¥ KOMHCHSTA IPEMHHA KEM OIEHKa 10
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[oKa3aTens ,,KauecTBO”, CHIVIACHO METOJMKATA 32 OIeHKA OIMcaHa B JOKYMEHTALMsATa 32
y4dacTue B IIpoleaypara.

OueHkara Ha TEXHWUYECKOTO MPEJIOKCHAC € M3BBPIIeHa W oTpaseHa B [Ipunoxkenwe
Nol KbM HACTOSILIHES IIPOTOKOIL.

Ha 06a3a ropeus/j0KeHOT0 KOMHCHATA HAMHMPA TEXHHYECKOTO NMpELIoKeHHe HA
Y4aCTHHKA 32 OTroBapsiii0 B IbJIHA cTelleH HA M3HCKBAHWNTA HA BH3JIOKHTE,
3a105KEHH B TeXHHYecKaTa cmenmdukanus Ha JokyMeHTapusita. C orjiel Ha TOBa,
KOMHCHSITA €IHHOAYIIHO pemu, dYe jomycka ydacTHHka ''Memuumbcka Texnuka
Huokenepunr'' OO/l 10 caeaBam eram B Npoueaypara — OTBapsgHe HA IEHOBOTO
npeioKenne mo 00ocobeHaTa NO3ULHSL. '

OIIN220 Bakomeiinepu 3a 63emane Ha 6eHO3HA KPbE

TexXHWYECKOTO INPEIOJKESHHE OTroBaps Ha M3HCKBAHHATA HA BB3JIOKHUTENS IO
OTHOIIEHHE HA ChABPKAHKE U (opma U e u3roTeeHo 1o [Ipunoxenne Ne3 or obpasuuTe KM
npounemypara u [Tpunoxenue Nel, mpecTaBeHO Ha XapTHEH M ONTHYEH HOCHTE]L.

[Ipemroxenu ca:
e CpOK 3a JI0cTaBKa 1o 72 (CemeMieceT U JBa) daca, a IIPU CIELIHM CIy4au JIo 24
(mBameceT W YETHPH) Yaca OT I0JIyYaBaHE Ha 3asIBKa,
® OCTATBYEH CPOK HA TOJHOCT HA JOCTABCHHTE MEIMLIMHCKH H3JE/IHMSA HE IO-
Manbk 0T 60% oT o0IIHs CpOK HA TOHOCT;
VYacTHHKBT € MIPe/ICTABIII BCHUKH H3UCKYEMH OT BB3JIOKHTENS JOKYMEHTH, & HMCHHO!
®  3a ogepupanume MeOUYUHCKU U3enus e npedcmagena 6 saseper npeeod EC
oexnapayus 3a cvomeemcmeue u ,CE" mapxupoexa 6 cwomsemcmeue ¢
usuckeanusma na wi. 14 wyun. 15 om 3MH;

e  npedcmasenu ca U3UCKyeMume Kamanosu / npooyKmoea 1ucma,

e npedcmasen e OOKYMeHM 3a OmMOPU3AyUAs/OMOPUIAYUOHHO NUCMO  OMm
npouzsooumen, YOOCMOBepa8awj0 npasa 3a HNPeoCmasumencmeo U MmMuposus Ha
mepumopusma na Penyonuxa bvieapus om KABE Labortechnik, I'epmanus,;

KoMmucHsATa HampaBW IIPOBEPKA HA CHIBPKAHUETO HA TEXHHYECKOTO NPENTOKEHHE
ch00pa3sHO M3WCKBAHMATA Ha IPONEAypaTa H yCTaHOBH, Y€ NOKYMEHTHTE HA YyYacTHHKA
OTIOBAPAT HA H3UCKBAHMATA Ha IIPOLEAypaTa H 3aK0OHa.

OdepupaHuTe MEIMIMHCKHA H3[ENIHAA CHOTBETCTBAT Ha HM3MCKBaHHUATA Ha
TexHWYecKaTa crenuduKanus KbM JOKYMEHTAIMITA 33 Yy4acTHe B IpoIedypaTa, IoApoOHO
OIMCAHH 10 HOMEHKJIATYpu B 000co0eHaTa O3NS M KOMHCHSTA [IPEMHHA KBbM OICHKA IO
moKasarejs ,,Ka4ecTBO~, ChITIACHO METOJHKATa 3a OLIEHKAa ONKCaHa B JOKyMEHTALMATA 3a
y4yacTue B IIpoleaypara.

OLeHKaTa Ha TEXHHYECKOTO IIPeAIoKeHHe € M3BbpIIeHa U oTpaseHa B lIpuinoxenue
Nel xBM HACTOSNIIUA IPOTOKOI.

Ha 6asa ropeus/iokeHOTO KOMHCHATA HAMUPA TeXHHYECKOTO NpeLI0KEeHHe HA
YY4aCcTHMKA 332 OTroBapsili0 B IbJHA CTeleH HAa H3HCKBAHHATA HA Bb3JIOKHUTEN,
3a/I0KEHH B TeXHHM4YecKaTa cnenupukandst Ha gokymenTtamusaTta. C orjel Ha TOBa,
KOMHCHATA €IMHOAYIIHO pemH, 4He jgonycka y4dacTHHka ''Meaunmnacka Texnuka
Hwxenepunr'" OO/ mo ciaexBamy eranm B NpouelypaTa — OTBapsiHeé HA IEHOBOTO
npeaioKeHue mo 06ocobenara No3uuHA.

OIIN24 Peakmueu u KOHCYMAMUEH 34 CEPOAOZUYHA Nadopamopus
TexHUUYECKOTO TPEIOKCHAE OTroBaps Ha M3UCKBAHHATA HA BBL3IOKHUTEIA IO
OTHOIIEHHE Ha Chabpkanue u (hopma u e u3rorseno no [Ipunoxenne Ne3 ot obpasuuTe KM
npoueaypara u [Tpunoxenue Nel, IpecTaBeHO HA XapTHEH M ONTHYCH HOCHTETL.
[Ipennoxenu ca:
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® CpOK 3a JI0CTaBKa 10 72 (CejieM/IeceT U JIBa) yaca, a IIPH CIIEINIHHA caydan 10 24
(ABaZmECET M YeTHPH) Yaca OT II0TyYaBaHe Ha 3asBKa;
® OCTaThb4€H CPOK HA TOJHOCT HA JOCTABEHUTE MEOHIMHCKH H3IETHA HE II0-
Mansk oT 60% oT 00LIHSs CPOK Ha TOAHOCT;
Y4YacTHUKBT € IPECTABHII BCHYKH H3UCKYEMH OT BB3JIOKHUTE/II JIOKYMEHTH, & HMEHHO:
*  3a oghepupanume MeOUYUHCKY u30enus e NPedCmasend 6 3aeeper npesod EC
Oexnapayus 3a cvomeemcmeue u ,CE“ MApPKUpOBKa 6 CbOmEemcmesue ¢
usuckeéanusma na yi. 14 uyn. 15 om 3MH;
®  Npe0CcmAseHu ca usUCKyeMume Kamanosu / npooyKmoea nucma;
® npedcmasen e OOKYMEHM 3d OMOpusayus/Omopusayuonio nucmo om
npoussooume, YOOCmOSepAGA0 Npasa 3a npedcmasUmencingo u MbP20BUSL HA
mepumopuama na Penybnuxa benzapus om MTD Diagnostics, Hmanus;

Komucnsita Hampasu mpoBepka Ha CBIBPKAHHETO HA TEXHHUECKOTO IPEIOKECHHE
Cb00pasHO M3MCKBAHHUSTA HA IPONELYpaTa W YCTAHOBH, de OOKYMEHTHTE Ha Y4YaCTHHKA
OTroBapsT HA M3UCKBAHUATA Ha IPOIEAyPaTa H 3aKOHA.

Odepupannte MEIUIMHCKE W3JelHS  CHOTBETCTBAT HA  M3MCKBAHUSTA HA
TEXHUYECKaTa CTCHH(HUKALNS KbM TOKYMEHTAIMATA 33 yYacTHe B TPOIEAypara, HOAPOGHO
OIHCAHM TI0 HOMEHKIATYPH B 000co0Oenara MO3HIMHS H KOMHCHSATA IPEMHHA KbM OI[EHKA TI0
TIOKA3aTels ,,Ka4eCTBO”, CHIVIACHO METOAMKATAa 3a OIEHKA ONMCAHA B JOKYMEHTAIHATA 32
y4JacTHE B IpoIleIypaTa.

Orenkara Ha TEXHHYECKOTO MPEIIOKEHHE € H3BLPIIEHA W OTpaseHa B [IPHIIOKEHHE
Nel kXBM HaCTOSIIHS TPOTOKOIL.

Ha 6a3a ropensio:keHOTO KOMHCHATA HAMHMPA TEXHHYECKOTO MpeLIO/KeHHe HA
YYaCTHHKA 32 OTroBapsAii0 B MbJHA CTeNeH HA M3HCKBAHHATA HA Bb3JI0KHTEN,
3a/I0’KeHH B TeXHHYeCKaTa coenHpHKanus Ha JokyMmeHtauusita. C oriel Ha ToBa,
KOMHCHATA eIHHOAYNIHO pemH, 4Ye Aonmycka ydacTHuka "Meguumbacka Texuukxa
Huxenepunr” OO/ o ciaeasam eran B npomeaypara — OTBapsiHe HA IEHOBOTO
npeioxKenne mo 060codeHaTa MO3HLHA.

OIIN230 Peaxkmueu 3a KIUHUYHA RAMOAOZUA U CHOCOHA MEOUNUNA
TexnuueckoTO MpeUIOKEHHE OTTOBaps Ha M3UCKBAHHATA HA BH3IOKHTEIS IO
OTHOLIEHHE Ha ChABPIKAHHE U (popma | € u3roTeHo 1o IIpunoxkenue Ne3 oT obpasiuTe KbM
nporexnypara u [punoxenue Nel, npecTaBeno Ha XapTHeH U ONTHYEH HOCHTEI.
[Ipennoxenn ca:
® CPOK 32 JIocTaBKa J10 72 (CemeMIeceT U JBa) Jaca, a [PH CIENIHA CIydan 0 24
(mBajeceT M YETHPH) Yaca OT 0IyYaBaHE Ha 3aSBKA;
® OCTaThueH CPOK HA TOJHOCT Ha JOCTABEHUTE MEIUIMHCKH H3[eTud He II0-
ManeK 0T 60% oT 0b11Hs CpOK Ha TOAHOCT;
YYaCTHHKBT € IPEICTABHII BCHUKH H3HCKYEMH OT BB3JIOJKHTENIS JOKYMEHTH, & IMEHHO:
*  3a ogepupanume meduyuncKky usdenus e npedcmasena 6 3asepen npesod EC
Oexnapayus 3a cvomeemcmeue u ,CE“ mapkuposka 6 cwomeemcmeue
usucksanuama Ha 4. 14 wyn. 15 om 3MH;
®  MpedCmAaeeny ca U3UCKyeMume Kamaiosu / npooyKmoea aucma;
® npedcmasen e OOKYMEHm 34 OMOPUIAUYUS/OMOPUIAYUOHHO HUCMO OM
npousgooumes, YOOCMOGEPABAUO NpaABA 3d MPeOCMAGUMENCBO U MBbP2OGU HA
mepumopusma na Penybiuxa bvnzapus om Avantor, Iomua, BioGnost, Xvpeamus,
Carl Roth, I'epmanus,
®  npedcmaeeny ca usUCKyeMume no U0 U KOIUYECME0 MOCIPU;
Komucusta Hampasu nposepka Ha CHIBPKAHHETO HA TEXHUYECKOTO IPINOKEHHE
CBOOPa3sHO M3MCKBAHHATA Ha NPOLEAYPATa W YCTAHOBH, Y€ NOKYMEHTHTE HA YYACTHHKA
OTrOBapsT HA M3MCKBAHHSTA Ha IPOIENAYPATa U 3aKOHA.
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Odepupannte MeJUIMHCKA HM3eNMs ChOTBETCTBAT Ha  M3HCKBaHMATA Ha
TeXHMYECKaTa Crer(UKans KbM TOKYMEHTAMATA 33 Y4acTHe B IIPOIeypara, MOAPoOHO
OIIMCAHM IO HOMCHKJIATYPH B o0ocobenara MO3UIHM M KOMHCHATA IIPEMUHA KBHM OLIEHKA 110
moKas3arens ,,KayecTBO , CHIVIACHO METOJ¥KaTa 3a OLEHKa OmMcaHa B JIOKYyMEHTAIHsTa 3a
y4acTHE B IPOLEAypaTa.

OreHKaTa Ha TEXHMYECKOTO TIPEVIOKEHUE € H3BBPIIEHa B OTpaseHa B [Ipunoxenue
Nel xBM HacTOSNIMA TPOTOKOIL

Ha 6a3a ropeus/ioKeHOT0 KOMHCHATA HAMHPA TEXHHYECKOTO HpPEJIOMKEeHHe HA
YYACTHHMKA 32 OTrOBAapslI0 B IbJIHA CTelleH HA M3HCKBAHHATA HA BBL3JIOKHTES,
3a/10’KeHH B TeXHHUYecKaTa cnenmuxaums Ha goxymeHTanmaTra. C orjex HA TOBa,
KOMHCHSITA eIMHOAYMHO penn, 4Ye momycka ydacTHHka ''Menuuuncka Texnuka
Unxenepunr’’ OOJ[ mo ciaexBam eran B Npolelypara — OTBapsiHe HA IEHOBOTO
npe/JiosKeHHe Mo 000co0eHaTa MO3HIHS.

OITNo31 Kumoege u 6ou 3a ousemasame

TexXHHUECKOTO Mpe/UIOKeHHEe OTTOBaps Ha H3MCKBAHHWATA HA BB3JIOXKHTENA IIO
OTHOIIEHWE HA ChABbPIKaHHE U GopMa U € H3roTeHo 1o [Ipunoxenune Ne3 ot obpasuuTe KbM
npoueaypara u [Tpunoxenne Nel, mpencTaBeHo Ha XapTHCH H ONTHYEH HOCHTEL.

IIpennoxend ca: '
e CpOK 3a JocTaBKa 0 72 (CelieM/ieceT U Ba) aca, a IpH CICIIHY Ciiy4au 1o 24
(nBameceT U 4eTHPH) Yaca OT IIOIy4aBaHe Ha 3asiBKa;
e OCTATBUEH CPOK Ha TOJHOCT HA JOCTABEHHUTE MCIWIMHCKH W3/EIHs HE II0-
Manek 0T 60% oT obmmus CpoK Ha TOAHOCT;,
VUacTHHUKBT € IPEICTABMI BCHYKK U3MCKYEMH OT BB3JIOKHTE/S JOKYMCHTH, 4 HIMEHHO!

o 30 ogepupanume meduyuHCKY u3denUs e npedcmaseHa 6 3aceper npeeod EC
dexnapayus 3a cvomsemcmeue u ,,CE™ mapruposka 6 cvomsemcmeue ¢
uzuckeanusma Ha 4. 14 wwn. 15 om 3IMH;

o npedcmaseHu ca u3UCKyeMume Kamanosu / npooyKkmosa iucma;

e npeocmasen e OOKYMeHM 30  OMOPUAYUS/OMOPUSAYUOHHO HUCMO  OMm
npouseodumen, YOOCmOSepA6au0 npasa 3a NPeoCMAgUmencmeo U mvp2osus Ha
mepumopusma na Penybnuxa bvreapus om BioGnost, Xvpeamus;

KoMucusiTa HampasW MpOBepKa Ha CHIBPKAHHETO HA TEXHHYECKOTO NPEANOKEHHE
ch0Opa3sHO WM3MCKBAaHHATA Ha TpOIefypaTa M YCTAHOBH, 4€ IOKYMEHTHTE HA yJacTHWKA
OTTOBApsT Ha H3UCKBAHUATA HA IIPOLEAypaTa 1 3aKOHA.

Odepupanute MCIUIOMHCKM M3JENMA CHOTBETCTBAT HA H3HCKBaHHATA HA
TeXHUYeCcKaTa CrelHduKanus KbM TOKYMEHTALMsITa 3a y9acTHe B IPOLeypaTa, IoapoOHo
OTHCAHM 110 HOMEHKJIATYpH B 0obocobeHara MO3ULMS U KOMHCHATA IPEMHHA KBM OIEHKA 110
MOKa3aTeNs ,,KA4eCTBO™, CHIVIACHO METOJMKAaTa 3a OLIEHKA OIMCaHa B JOKYMEHTalMATa 3a
y4acTHe B IIPOLEAypaTa.

OreHKaTa HA TEXHUYECKOTO IpeIOKEHHe ¢ H3BbPIIeHa W oTpaseHa B IIpuioxkerue
Nel KBM HACTOAIINS IPOTOKOI.

Ha 6a3a ropens/ioKeHOTO KOMHCHATA HAMHPA TeXHHYECKOTO NPeJJI0MKEHHE HA
YYACTHHKA 32 OTrOBapsimio B IbJIHA CTENeH HAa H3HCKBAHHATA HAa BB3JIOKHTENIH,
32JI0JKEHH B TeXHHUeCKaTa cnenudmkanus Ha nokymenramuara. C oriex Ha ToBa,
KOMHCHSITA €IMHOYIIHO pemH, 4Ye nomycka ydactHuka ''Menununcka Texmuka
Hnxkenepunr'” OO0/ mo ciaeasam eranm B IpolleAypara — OTBapfHE Ha IEHOBOTO
npeaiokenne mMo 060codeHaTa mo3UIHM.

OITNe32 Koncymamuguy 3a KIUHUYHA NAMOA0ZUA U CbOCOHA MEOUYUHA

TeXHHUECKOTO MpEeIOKEeHHe OTroBaps Ha M3MCKBAaHWATA HA BB3IOXKHTENL IO
OTHOLIEHHE Ha ChABPXKAHHE U Gopma U e u3roTBeHo 110 IIprrokerne Ne3 ot 0OpasiuTe KbM
npoueypara u Ilpuoxenue Nol, mpecTaBeHO HA XapTHEH H ONTHYEH HOCHUTEIL.
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IIpennoxenu ca:
® CpOK 3a JI0CTaBKa 10 72 (CemeMeceT | 1Ba) Jaca, a IIPY CHELIHHU Ciiydan JI0 24
(BazeceT M YETHPH) Yaca OT II0Iy4aBaHe Ha 3asBKa;
® OCTaThueH CPOK HA TOJHOCT HA JIOCTABEHHTE MENMIMHCKH H3JeNusi HE I0-
MansK 0T 60% oT 001K CpoK Ha FOJHOCT;
VYYacTHUKBT € MPEICTABKIT BCHUKH H3UCKYEMH OT BB3IIOKUTENS JOKYMEHTH, 8 HMEHHO:
® 30 ohepupanume MeOUYUHCKYU U30enUsl e NPeOCmasena 6 3asepen npesod EC
Oexnapayus 3a cvomeemcmeue u ,CE" mapkupoexa 6 cvomeemcmeue ¢
Usuckeanuama Ha wi. 14 uyn. 15 om 3MH;
®  npedcmaseny ca u3UCKyemMume Kamanosu / npooyKmosa JUcma;
® mpedcmaeen e OOKYMeHm 34 OmOpU3Ayus/0mopu3ayuoOHHO HUCMO Om

Hpouzeooumesn, yOOCHOEepABAO NpA6a 3a NPeOCMAasUmencmeo u mvpeo6us HA

mepumopusma Ha Penybnuxa bvneapus om Biosigma, Hmanus, BioGnost, Xvpeamus

u Carl Roth, I'epmanus,

®  NpPeOCMABEHU CA USUCKYEMUME NO 610 U KOIUYECME0 MOCHPU;

Kowmucuara HampaBu NpoBEepKa Ha ChABPKAHMETO HA TEXHHYECKOTO IPENJIONKEHHE
CcH00pa3sHO W3WCKBAHMATA Ha IIPOLEAypaTa UM YCTAaHOBH, U€ ITOKYMEHTHTE HA YJYacTHHKA
OTrOBapsAT Ha U3UCKBAHUATA Ha IIpOLeaypaTa | 3aKOHa.

Odepupanute MEIUIIMHCKH M3JeNHs CHOTBETCTBAT Ha  H3HUCKBaHMATA Ha
TeXHHYeCKaTa CrenndrKanms KbM JOKYMEHTALUATA 32 y4acTHe B Ipoleaypara, IoApoOHo
OIHMCAHH 110 HOMEHKIAaTypu B obocobeHaTa MO3MIMs M KOMHCHATA IPEMHHA KbM OLIEHKA 10
TTOKa3aTens ,,Ka9eCTBO”, CHIVIACHO METOJHKATA 3a OLEHKA ONHCaHa B JIOKyMEHTAllUATa 3a
y4JacTHe B IPOIEIypaTa.

OreHkaTta Ha TEXHHUYSCKOTO MPEIIOKEHHE € M3BBpIIeHa W oTpaseHa B IIpuiiokenue
Nol XBbM HACTOAIIHS IPOTOKOM.

Ha 0a3a ropeus/ioskeHOT0 KOMHCHSITA HAMUPA TeXHHYECKOTO MpeJo’KeHHe Ha
YYACTHHKA 32 OTroBapsii0 B NIBJHA CTeNeH HAa H3MCKBAHHUATA HAa BB3JI0KHTENId,
32/10)KEHH B TeXHHYecKaTa cnenudukamust Ha noxkymeHtanmsita. C orjex Ha ToBa,
KOMHCHAITA €JUHOAYIIHO pemH, 4Ye Jomycka ydacrHuka ''Megunubcka Texnuka
Hnxenepunr'" OO po caegpam eranm B IpoleAypara — OTBapfaHe Ha IEHOBOTO
npenIoKeHHe Mo 000c00eHATA MO3HIIHSA.

ITo oTHomeHuWe Ha mpencTaBeHUTe NOKyMeHTH mo w139, am.3, 1.1 ot IIII30II or
"Inamen' OO/ mo:

OIINe17 Cyxu mecmoege
TexHU4eCcKOTO MNpeMIoKEeHHE OTTOBaps HAa M3UCKBAHMATA HA BB3IOKHUTEIS IIO
OTHOINEHHWE HA ChABPKaHHE U hopma u € u3roTeeHo mo [Ipunoskenue Ne3 ot obpasuure KbM
nporenypara u [lpunoxenue Nel, mpencraBeHo Ha XapTHEH U ONTUYEH HOCHTEIL.
[Ipennoxenu ca:
® CpOK 3a JocTaBKa 7o 72 (cemeMueceT U [1Ba) yaca, a IPH CIEIIHH ciIydau Jo 24
(IBameceT W 4ETHpH) Yaca OT IOTydaBaHE Ha 3asBKa;
® OCTaThueH CPOK HA TOJHOCT HA JOCTABEHHTE MEIUIMHCKH H3[C/HA HEe IIo-
Mairbk 0T 60% oT 061IMs CpOK Ha I'OJIHOCT;
YYacTHHKBT € MPEICTaBHIT BCHUKH U3HCKYEMH OT BB3IOKHUTENS JOKYMEHTH, & IMEHHO:
®  3a oghepupanume MeOUYUHCKU U30enUs € npedcmasena 6 sasepen npesod EC
Oexnapayuss 3a cvomeemcmeue u ,CE“ wmapxuposeka 6 cvomeemcmeue ¢
usuckeanusma Ha ya. 14 uyn. 15 om 3IMHU;
®  npedcmaseHy ca U3UCKyeMume Kamanosu / npoodyKkmosa nucma,
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e mpedcmaseH e OOKYMEHM 304 OMOPUSAYUS/OMOPUIAUUOHHO NUCMO OM
npouseooumen, yOOCMOEEPACAU0 NPABA 3a NPEOCMABUMEICMEO U MbP208Us HA
mepumopuama na Penybnuxa bwneapus om CTK Biotech, USA,

Komucusara HanpaBd MpOBEpKa HA CHABPHKAHHETO HA TEXHHYECKOTO NPENIOKEHHE
cb0Opa3sHO M3WCKBAHMATA Ha IPONEAypaTa H YCTAaHOBH, U¢ NOKYMEHTHTE HA YYaCTHHKA
OTrOBapAT Ha MU3MCKBAHUSTA HA IIPOLEAyPAaTa U 3aKOHA.

Odepupannrte MEIUIAHCKH H3JCIHS CHOTBETCTBAT HA HM3WCKBAHWATA HA
TEXHUYECKaTa Crenu(puKanus KbM IOKyMEHTAIlUATa 33 y4acTHe B MpOIeAypara, moapobHo
ONHUCAHH II0 HOMEHKJIATypu B ob6ocoOeHaTa NO3MIUS W KOMHCHATA IPEMHHA KBM OLIEHKa 110
IOKa3aTels ,,Ka9ecTBO , CBITIACHO METOJHMKATa 32 OLICHKA ONHMCaHa B JOKYMEHTAIUATa 34
ydacTue B Ipolieaypara.

Onenkara Ha TeXHHYECKOTO MPEUIOKEHHE € M3BLPINEHA W OoTpaseHa B [IpuiiokeHue
Nel xBM HacTOSIIHS TPOTOKOIL.

Ha 6a3a ropemns;10:keHOTO KOMHCHATA HAMHPA TEXHHYECKOTO MpeNIOMKeHHe Ha
YYACTHHKA 33 OTrOBAPAII0 B NBJAHA CTelleH HA H3HCKBAHHMATA HA BBH3J0KHTE,
3a/10'K€HH B TeXHHM4YecKaTa crmenHukanusa Ha JokyMmeHTtaumstTa. C orjiel Ha ToBa,
KOMHCHATA ¢IHHOAYIIHO peilH, 4e Aonycka ydacTHuka "'Quamen" OOJl mo caexpam
eTal B IpoueAypaTa — 0TBapsHe HA [EHOBOTO MPe/JIoKeHHe M0 000co0eHaTa IMO3HIHSA.

OIINo25 Peaxmueu u KOHCyMAMUGU 30 MUKPOGHONOZUYHA N1a6OPAMOpUA

TexHu9ecKoTO IpEeNIOKEHHWE OTroBaps Ha HM3MCKBAHUSTA HA BB3IOKHTEIS IO
OTHOIIEHHE HA ChIbpiaHue U (hopMa H e u3rorBeHo o [Ipunoxkerne No3 o1 obpasuuTe KM
npouenyparta u Ilpunoxenue Nel, mpencraBeHo Ha XapTHEH H ONITHYEH HOCHTEJ.

[Ipennoxenu ca:
® CPOK 3a JocTaBKa 110 72 (cememueceT U JBa) Jaca, a IPH CIHCIITHH CIydan 1o 24
(mBameceT u YeTHPH) Haca OT IOTyJaBaHE Ha 3asIBKa;
® OCTaThbYeH CPOK Ha I'OJHOCT HA JIOCTABEHHTE MEIUITMHCKH H3NENHSA HE TI0-
Manbk oT 60% ot of6mms cpoK Ha TOTHOCT;
VYaCTHHKBT € IPEeCTABAI BCHYKY U3UCKYEMH OT BB3IIOKHUTENS JJOKYMEHTH, 2 HMEHHO!
® 30 ogepupanume MeOUYUHCKYU u30eaus e npedcmasena é 3asepen npeeod EC
Oexnapayus 3a cvomeemcmeue u ,,CE" Mmapxkuposka 6 cvomeemcmeue ¢
usuckeanuama Ha 4n. 14 uyun. 15 om 3MH;
®  npedcmaseHy ca UUCKyemume Kamanosu / npooyKmoea 1ucma;
®  npedcmasenu ca UsUCKyeMume Mocmpuy no U0 U KONUYUCHBO,
® npedcmaser e OOKYMEHm 3a OMOPUIAYUS/OMOPUZAYUOHHO HUCMO OM
npouseooumen, YOOCmOEepASa0 npasa 3a NPeOCMABUMEICmB0 U Mbp208Us HA
mepumopusma na Penybnuxa bwnzapus om CTK Biotech, USA u BD, USA,

Komucudara HampaBu IpoBepKa Ha CHALPIKAHHETO HA TEXHHYECKOTO MPEIOKEHHE
cb00pasHO HM3WCKBAaHUATAa Ha MpOLEAypaTa W YCTAaHOBM, Y€ JIOKYMEHTHTE Ha YYaCTHHKA
OTIOBApPSIT HAa M3MCKBAHUATA HA IPOLIELYPaTa H 3aKOHA.

Ilpu TecTBaHeTo Ha MpPEJOCTABEHUTE MOCTPH MO HOMEHKIATYPH CE YCTaHOBH,

ge:

o [lo nomenxnamypa 25014 Columbia Blood Agar - ¢ nempu, 90mm ouamemuvp c
osnewxa kpwe. [locsBkaTa e ¢ oUaKBaH pa3Telk W IIpaBHIIHA JIEMOHCTpanusd Ha
OMOXMMHYHHTE CBOHCTBA Ha OaKTEpHHTE;

e [lo Homenrxnamypa 25016 Xpomazap 3a Candida - & nempu, 90mm ouamemuop.
ITocsiBkaTa € ¢ OYakBaH pa3Telk ¥ IPaBHIIHA JEMOHCTpAllUs Ha OHOXUMHYHHTE
cBOlicTBa Ha DaKTepUUTE;

e [lo nomenxnamypa 25017 Xpomazap 3a ypunu- 6 nempu, 90mm Ouamemwp.
[TocsiBkaTa € ¢ OYaKBaH pas3Tek W IpaBHIHA AEMOHCTpalHs Ha OHOXUMHYHHUTE
CBOMCTBA HA OaKTEepUUTE;
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o [lo nomenxnamypa 25021 Xpauqeapaa cmagpunoxoxu, 90mm. TlocsBkara € ¢
OYaKBaH pasTe’ ¥ MpaBHIHA JEMOHCTparys Ha OHOXWMHYHATE CBOMCTBA Ha
Daxrepuure; :

OdepupaHuTe METUIMHCKH H3IEIHS [0 OCTAaHATUTE HOMEHK/IATypH CHOTBETCTBAT Ha
HW3WCKBAHUATA Ha TEXHHUYESCKaTa CcHenudHUKamus KbM JOKYMEHTAIHATa 3a Yy4YacTHE B
npoleaypata, moJApoOdHO OMUCaHU 10 HOMEHKJIATYpH B o0ocoOcHaTa MO3UIHS U KOMHCHATA
IpeMUHa KBbM OIEHKa IO MoKa3aTens ,,KauecTBO , ChIVIACHO METOAMKATa 3a OIleHKa OIMcaHa
B JIOKYMEHTAIHATA 32 YUIaCTHE B IPONEIypaTa.

Onenxara Ha TeXHHYECKOTO IPE/IIOKCHUE € M3BBpIICHa U oTpaseHa B Ilpunoxenue
Nel xBM HACTOSINUS MPOTOKOJL. :

Ha 6a3a ropen3s/io:KeHOTO KOMHCHATA HAMHPa TEXHHYECKOTO NpeJI0’KeHHEe HA
YYACTHHKA 34 OTroBapsi0 B IBJIHA CTENeH HA H3IHCKBAHHUATA Ha Bb3JIOKHTE,
32/10’KEHH B TeXHHYecKaTa cnenmudpuxanust Ha JokymeHtamusara. C orsex Ha ToBa,
KOMHCHATA eTHHOAYIIHO pemu, 4e Jomycka ydacTHuka '"'Imamen" OO/ no caensam
€Tam B NpoleaypaTa — 0TBAPSHE HA IIEHOBOTO Mpe/JIo:KeHHe 110 00ocodeHaTa Mo3uLH.

OITNe28 Bop3u MuHymHu mecmoee

TexXHHUYECKOTO MPEIJIOKEHHE OTroBapsi Ha M3MCKBAaHHATA Ha BB3NOXKHTENL IIO
OTHOIIEHHE HA ChabpXaHHe U Gopma u e u3rorseHo 1o [Tpunoxenne Ne3 ot obpasmure KM
nponemypata 1 [Ipunoxenue Nel, npe/icTaBeHO Ha XapTHEH H ONITHYECH HOCHTEI.

IIpennoxenu ca:
e CpOK 3a JocTaBKa 10 72 (cemeMeceT U [Ba) yaca, a IIPH CIeITHHU cIydad 1o 24
(1Bajecer u YeTHPH) Yaca OT MOTyIaBaHE Ha 3asBKa;
e (OCTaThUEH CPOK HA TOJHOCT HA JOCTABEHHTE MEIULUHCKH H3[EIHS HE IOo-
Marbk 0T 60% oT 001K CPOK HA TOAHOCT;
YYacTHHKBT € IPEACTABAI BCUYKH H3UCKYEMH OT BB3IIOKUTEI JOKYMEHTH, @ HIMEHHO:
®  3q ohepupanume MeOUYUHCKU Uzdenus e npedcmasena 6 3asepen npesod EC

Oexnapayus 3a cvomsemcmeue u ,CE” mapxupoexa 6 cvomeemcmeue ¢

usuckéanusma na . 14 uun. 15 om 3IMH;

e npedcmaseny ca U3UCKyeMume Kamanosu / npoOykmoea iucma;,

®  MpedCmaseHy ca UBUCKYeMUmMe MOCIPU RO 6UO0 U KONUYUCIEO,

e npedcmasen e OOKyMeHml 34 OMOPU3AYUA/OMOPUIAYUOHHO NUCMO Om
npou3eo0umen, YOOCHOEEPABAUI0 NpaABaA 3a NPeOCMASUMEICMEO U MbP208Us Ha
mepumopuama na Penybnuxa bvneapus om CTK Biotech, US4,

KomucusaTa HanpaBd MpoBepka Ha CBABPKAHHETO HAa TEXHHYECKOTO MPEIIOKCHHE
choOpa3sHO WM3HMCKBAHUATA HA MHpOLENypara M YCTaHOBH, 4€ JOKYMEHTHTE Ha y4aCTHHKA
OTrOBapsT Ha M3UCKBAHUATA Ha IIPOLeAypaTa | 3aKOH4.

Odepupanute MEIUIHMHCKH W3AENHA CHOTBETCTBAT Ha  M3HMCKBAaHHATA Ha
TEXHHYECKaTa cIenuHKalHd KbM JOKYMEHTAUATA 38 y4acTHe B Mpolexypara, HoApoOHO
OIIHCAHH 10 HOMEHKIATYpH B 060co0eHaTa MO3UIUs U KOMHUCHATA IIPEMUHA KBbM OLIEHKA 110
TTOKA3aTeNs ,,KageCTBO”’, CHIVIACHO METOJUKATa 3a OLEHKA OlMCaHa B JIOKYMEHTAlMATa 33
y4acTHe B IpolieypaTa.

IIpu TecTBaHETO HA MPEJOCTABEHHTE MOCTPH CE YCTAHOBHM, Y€ TECTOBETE Ca C MHOTO
M00Bp IH3aMH M3KITFOYBAI BE3MOKHOCTTA 3a I'PEIllKa IIpH HaKalBaHe Ha IpoOHTe.

Ilpun makamBane Ha mpofaTa ce OTYETE ACHO IO3UTHBHpAHE HA pe3ysrTara C sCHO
pa3NMHYMMHU TECT JIUHUH.

[Ipu mHampaBena KOHTpONA C MOTOXHTeNeH manueHT Ha HbsAg (3a xematur B) ce
TIOJIYYM MHOTO ICEH TIOJIOJKHUTENIEH PE3yIITaT.

OneHkaTa Ha TEXHHYECKOTO MPEUIOKEHHE € M3BLpIIeHa W oTpaseHa B [Ipunoxenne
Nel kBbM HacCTOAIINS IIPOTOKOII.
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Ha 6a3a ropemn3s/ioseHOTO KOMHCHATA HAMHUPA TEXHMYECKOTO NHpelIo:KeHHe HA
YYACTHHKA 32 OTTOBAPHINO B NObJHA CTEeNeH HA H3UCKBAHHUATA HA BBH3JI0MKHTE,
3aJI00KEHH B TeXHUYecKarTa cnenuduxanys Ha Jokymenranusra. C orjen Ha ToBa,
KOMHUCHSATA €IMHOXYIMHO pemH, 2e jomycka yuactHuka '"Imamen” OO/l g0 caensam
€Tall B NPOLeAypaTa — OTBAPHHEe HA eHOBOTO Npe/JioKeHue 1o 000co0eHaTa mMo3HLHUS.

ITo otHOmeHKe Ha mpexcTaBeHHTe NOKYMEHTH 10 w39, an.3, 1.1 ot IIII30II or
"Pupakom" EOO/L mo:
OIINe25 Peakmugu 1 KOHCYMAmMuGu 3a MUKpOOUOI02UYHA 1a00Pamopus
TexHHueckoTO TpEANOKEeHHE OTroBaps HA W3UCKBAHMATA HA BB3JIOKHUTENS IIO
OTHOINCHHE Ha ChAbPKaHue U popMa U € U3roTBeHO 1o [Ipunoxkenue Ne3 or obpasuute KM
nponenypara u [Ipunoxenuae Nel, mpencraBeHo Ha XapTHEH W OIITHYEH HOCHTEIL.
IIpemioxenu ca:
® CpOK 3a IoCTaBKa 10 72 (celeMIeceT | JBa) 4aca, a Py CIeNTHH cilyyau 10 24
(IBazmecer u YeTHPH) Yaca OT MONyYaBaHE Ha 3a5BKa;
® OCTaTh4YeH CPOK HA IOJHOCT Ha JOCTABEHHTE MEIMIMHCKH HM3IEIHSI HE IIO0-
Mansk 0T 60% oT obIHs CpOK Ha TOHOCT;
VYYacTHUKBT € IPEACTABMI BCHUKU U3MCKYEMHU OT BB3JOKHTENS JOKYMEHTH, 8 HMEHHO:
* 30 oepupanume MeOUYUHCKU uszdenus e npedcmasena 6 3aeeper npe6od EC
Oexnapayus 3a cvomeemcmeue u ,CE" mapxuposka 6 cwomeemcmeue c
usuckeanusma na 4. 14 uyn. 15 om IMH;
®  npedcmaseny ca UUCKyemume Kamanosu / npooyKmosa iucma;
®  npedocmaseHu ca UIUCKYeMUume no 6Ud U KOTUYECBO MOCHPU;
® npedcmasen e OOKYMeHM 3a OMOPU3AYUS/OMOPUIAYUOHHO NUCMO OM
npou3E00umen, YOOCmoGePAsaw0 Npasda 3d NPeOCMABUMENCHIBO U MbPIOGUL HA
mepumopuama Ha Penydnuxa bvieapus om HiMedia, Huous, FL MEDICAL, Hmanus,
MKB, Cnosaxus, CAPP, Hanua, NAL VON MINDEN, I'epmanus, SIFIN, I'epmanus u
ERBA, Yexus;

Komucuara HampaBu mnpoBepka Ha ChABPKAHHETO HA TEXHHYECKOTO
OpeIoAKEeHHe ChoOpa3sHO M3HCKBAHHUATA HA IPOIEAypata ¥ YCTaHOBH, e
JNOKYMEHTHTE Ha yJYaCTHHKA OTrOBapsAT Ha M3MCKBAHHATA HA IIPOIeIypaTa u 3aKOHa.

Ilpu TecTRaHETO Ha NPENOCTABEHHTE MOCTPH II0 HOMEHKIIATYPH CE YCTAHOBH,

ge:

e [lo nomenxnamypa 25014 Columbia Blood Agar - 6 nempu, 90mm ouamemup ¢
oeneuika kpw6. llocsaBkarta € ¢ ouakBaH pasTeX M NPaBHIHA TEMOHCTPAIHS Ha
OHOXMMHUYHHUTE CBOMCTBA HA OaKTEPHHTE;

e [lo nomenxnamypa 25016 Xpomazap 3a Candida - ¢ nempu, 90mm ouamemsp.
[ocsBkara e ¢ o4akBaH pa3TeX W IpPABHJIHA JEMOHCTPALUS HA OMOXHMHYHHTE
CBOMNCTBA Ha DaKTepuuTe;

o [lo nomenxnamypa 25017 Xpomazap 3a ypunu- 6 nempu, 90mm Ouamemsp.
[locsaBkaTa e ¢ ouakBaH pa3TeX W NPABHIHA JEMOHCTpAIyi HAa OHOXMMHYHHTE
CBOiicTBa Ha DAKTEPHUTE,

o [lo nomenxnamypa 25021 Xpomazap 3a cmagunoxoxu, 90mm. IlocsiBkara e ¢
OYaKBaH pa3TeXX W IIPaBHIIHA JEMOHCTpAIMs Ha OHOXMMHUYHHTE CBOWCTBA HA
Oakrepuure;

OdepupannTe MeIHIMHCKA H3TEUS [0 OCTAHAINTE HOMEHKJIATYPH ChOTBETCTBAT HA
H3MCKBAHUATA HA TEeXHHMYECKaTa crenuuKamms KbM [IOKYMEHTAIlMSITA 3a ydYacTHe B
npoueaypara, HoapoOHO ONUCaHK IO HOMEHKIIATYPH B 000co0eHaTa TIO3HMITHS W KOMHCHATA
IIpeMHHAa KBM OIIEHKa MO MOKa3aTels ,,KauecTBO ™, ChIIaCHO METOAMKATA 3a OIeHKa OMHCcaHa
B IOKYMEHTALIMATA 38 YUaCTHE B IIPOIIE/IypaTa.
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OrenkaTa Ha TEXHHYECKOTO MPEJIOXKEHHE ¢ U3BLPIIEHA U OTpaseHa B [IpHIIOKeHHe
Nel xbM HacTOSTIIHS MTPOTOKOIL. :

Ha 6asa ropeusiokeHOTO KOMHCHSITA HAMHPA TEXHHYECKOTO NpEII0XKEHHE HA
YdacTHHKA 3a OTrOBapsAll0 B MbJHA CTEeNeH HA H3UCKBAHHATA HA Bb3JIOMKHTENI,
3aJ10)KeHH B TeXHHYecKaTa cnenudukanus Ha XoxkymenrtamusTa. C oriex Ha ToBa,
KOMHCHATA €IMHOYIIHO Pemy, 4e qomycka yyactauka ""Pugakom EOOJI 1o caeapam
€Tall B IPOLeIypaTa — 0TBapsiHe HAa IEeHOBOTO MPEIIoKeHHe 10 000c00eHaTa MO3HIMS.

OIIN228 Bvp3u munymmu mecmose

TexnawdeckoTo nNpeAnoKEHHE OTroBaps HA M3HCKBAHMSTA HA BB3JIOKHTENS II0
OTHOIICHHE Ha ChABPKAHME M (hopMa H € H3roTeeHo 1o [Ipunoxkenue N3 oT 06pasmuTe KbM
nporenypara u lpunoxenue Nel, IpecTaBeHO HAa XapTHEH U ONTHYEH HOCHTEIL

ITpentoskenu ca:

® CpOK 3a OCTaBKa 10 72 (ceqeMIeceT U [Ba) Yaca, a IIpH CTIENTHH ciIydan 10 24
(IBazeceT U YeTHpPH) Yaca OT MOJIy9aBaHe Ha 3asBKa;
® OCTaTh4Y€H CPOK Ha TOJHOCT Ha JOCTABEHHTE METUIMHCKH H3ICIUS HE I10-
MallbK 0T 60% 0T 00K CPOK Ha FOLHOCT;
YYaCTHUKBT € MPE/ICTABKII BCHIKA U3UCKYEMH OT BB3OKHTENS HOKYMEHTH, & HMEHHO'
*  3a ogepupanume meduyuncku uzdenus e npedcmasena 6 sasepen npeod EC
Oexnapayus 3a cvomeemcmeue u ,,CE“ mapkuposka 6 cwoméemcmeue
usuckeanuama Ha 4n. 14 uun. 15 om 3IMH;
®  MPeOCmasenu ca U3UCKyeMume Kamanosu / npodyKmosa ucma;
®  MPeOOCMABEHU Ca USUCKYEMUME RO BUO U KOAUYECTE0 MOCDU;
® npedcmaeen e OOKYMEHM 3d OMOPUAYUS/OMOPUSAYUOHHO NUCMO  OM
npouse00umes, YOOCMOGEPAGAU0 NPABA 3a MPeOCMASUMeNcmeo U Mbpeosus HA
mepumopusma na Penybiuxa bBvneapus om NAL VON MINDEN, I'epmanus;
KomucuaTa HampaBH IIpoBepka Ha CHIBPKAHHETO HA TEXHHYECKOTO

OpEJUIOKEHHE ChOOpasHO M3MCKBAaHUATA HA IIPONEAypara ¥ YCTaHOBH, de

JOKYMCHTHTE Ha YYaCTHMKA HE OTrOBapsAT Ha M3HCKBAHMATA Ha MOPOIEAYpaTa H

3aKOHA.

YuacTHuksT B [Ipunoxkenue Nol KbM TeXHHYECKOTO Mpe/IOKEHHE 110:

* HomeHkiatypa Ne28001 HbsAg (Tect 3a xematur B) e odepupan MeauuuHCKO
M3JIEJINE C TBPrOBCKO HauMeHoBaHue HbsAg (Tecm 3a xenamum B) u c
npouseooumen NAL VON MINDEN, I'epmanus, a npeicTaBEHOTO MEIMLIMHCKO
U3/IENIME, KaTO MOCTpa € C TBPrOBCKO HawmeHoBauue HbsAg TEST u c
npouseodumen Turklab, Typyusa;

* Homerkmatypa Ne28002 HCV (Tect 3a xematur C) e odepupan MeaMLMHCKO
H3[CIHE C TBProBcko HaumeHoBanuwe HCV (Tecm 3a xenamum C) u c
npoussooumen NAL VON MINDEN, epmanus, a NpeJcTABEHOTO MEIMIIHHCKO
H3/IC/IME, KaTO MOCTpAa € C TBhProBCcKO HaumeHoBauue Anti-HCV TEST u c
npoussooumen Turklab, Typyus;

* Homenknatypa Ne28003 HIV 1&2 (Tecr za CIIMH) e obepupan MeauMIHHCKO
M3JICIME C TBProBCKO HaumeHosanwe HIV 1&2 (Tecm 3a CIIHH) u c¢
npouseooumen NAL VON MINDEN, I'epmanus, a npeicTaBEHOTO MEIMLIMHCKO
H3/IeNTUE, KAaTO MOCTpa € C THProBekO HaumeHoBanme Awnti-HCV ¥ TEST u ¢
npouszeooumen Turklab, Typyus,

KoHcTatwpanoto mnpencTaBisBa HapylieHHE W € CAMOCTOSTENHO OCHOBAHME 32
OTCTpaHsBaHe 110 000co0enHaTa No3uIMs Ha yuacTHUKET "Pugakom' EOOJI Ha ocHoBaHme
91.107, 1.2, GykBa a) or 30Il — npeacraBua e odepra, KosTO He 0TroBaps Ha
NpeIBAPHTENHO 00SIBEHHTE YCJOBHA 32 H3IIL/IHEHHE HA MOPbYKATA.

Ilo orHOmeHue Ha IpencTaBeHHTe HOKyMenTd no w139, am3, 1.1 ot ITI30II or
"NIunacucremc" EOO/ no:
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OII Ne6 Peaxmueu 3a RA 1000

TexHMYECKOTO Npe/UIoKeHHe OTroBaps Ha M3HCKBAHUATA HA BB3IOKHTCII II0
OTHOILCHUE HA ChAbPKaHue u hopma u e usrorseno 1o llpuioxerne Ne3 ot oOpasuure KM
nponeaypara u Ilpunoxenne Nel, npejicTaBeHo Ha XapTHEH M OIITHYEH HOCHTEI.

[Ipennoxenu ca:
® CpOK 3a JocTaBKa Jio 48 (4eTupuieceT U 0ceM) Yaca, a IIPU CHELIHM CIyYaH 10
24 (mBazeceT W Y€TUPH) Yaca OT IOIydaBaHe Ha 3asBKa;
e OCTarbueH CPOK HA TOJHOCT HA JOCTABEHUTE MEIMIMHCKHM H3JENHS HE II0-
Maibk 0T 60% OT 0OIIHs CPOK HA TOIHOCT;
Y4acTHHKBT € MPEACTABII BCHYKH H3HCKYEMH OT BE3JIOKHTENS JJOKYMEHTH, & HMEHHO!
®  3a oepupanume MeOUYUHCKY U30enUs e npedcmasena 6 3aeeper npesod EC
Oexnapayus. 3a cvomeemcmeue u ,CE” mapkuposka 6 cvomeemcmeue ¢
uzuckeanuama na yi. 14 wyn. 15 om 3MH;

e mpedcmasenu ca UUCKYeMume Kamanosu / npooyKmosea 1ucma;

e npedcmaser e OOKYMEHM 3a OMOPUSAYUA/OMOPUSAYUOHHO NUCMO  OM
npouze00umen, YOOCmoGepsasaujo npasa 3a Npeocmasumencmeo U Mmup2osus Ha
mepumopusima na Penybnuxa bvneapus om AMS, Hmanus u Monlab, Henanus,

KomucHsTa HANpaBH IIPOBEPKA HA CHIBPIKAHHETO HA TEXHHYECKOTO NPEUIOKEHHE
cHo0pasHO HM3WCKBAaHHUATA Ha TIPOLEAypara M YCTAHOBH, 4€ MOKYMCHTHTE Ha YYacTHHKa
OTroBapAT HA H3UCKBAHUATA Ha IIPOIIEAYpaTa i 3aKOHa.

IIpescTaBeHn ca pa3palOTEHH MPOTPaMM 3a BCUYKH IOKA3aTeld 3a O(epHparms
amapat RA 1000.

Odepupannte MeJUIMHCKH H3JIEIHA CHOTBETCTBAT HA  M3UCKBAaHWATA Ha
TeXHUYecKaTa cleluduKanus KbM IOKYMEHTAIUATA 3a yUacTHe B NpoIeaypara, HoapodHo
OIIMCAHH 10 HOMEHKJIATYpH B oboco0enara No3uius W KOMHCHATA IIPEMUHA KBM OIIeHKa I10
noKasarens ,,KauecTBO”, CHITIACHO METOAMKATA 3a OLIEHKAa OMNKCaHa B JOKyMEHTalusTa 3a
y4acTHe B IIpolLeaypara.

OueHkaTa Ha TEXHHYECKOTO IPEUIOKEHHE € U3BBPIIeHa U oTpa3eHa B lIpunoxenue
Nel xpM HacTOANIMSA TIPOTOKOIL

Ha 62a3a ropeus/ioKeHOTO KOMHCHATA HAMHPA TeXHHYECKOTO HpeNIoKeHHE HA
YYACTHMKA 32 OTTOBApsimO B IbJIHA CTENCH HA H3HCKBAHHATA HA BB3JIOKHTEIH,
3aJI05KeHH B TeXHHYeCKaTa cneumpukanus Ha AoxymeHTanuara. C oryex Ha ToBa,
KOMHCHNTA €IMHOAYIIHO pemH, 4Ue aomycka ydactHuka ''Imacucremc” EOO no
cIeNBAM €TaN B MpolleAypaTa — OTBAPsiHE HA HEHOBOTO MpeliokeHue 1o obocobenara
O3NS,

OITNo17 Cyxu mecmose

TexHUYECKOTO NPEUIOKEHHE OTroBaps Ha HM3MCKBAHUATA HA BBINOKHTENL IO
OTHOLICHHE Ha ChAbPXKaHue u hopma u e u3rorseHo no [Ipunoxenue No3 ot 0Opasuute KbM
npouenypata u [Ipunoxenue Nel, npe/icTaBeHO HA XaPTHEH U ONTHYECH HOCHTEIL

[Ipennoxenu ca:
® CpOK 3a JIOCTaBKa 70 48 (YEeTHPHIECET H OCEM) Yaca, a IIPH CIICITHH CIIydaH J10
24 (mBazgeceT W UETHPH) Yaca OT M0IIyYaBaHe Ha 3asBKa;
e OCTaTHYEH CPOK HA TOAHOCT Ha JOCTABEHHTE MEIWLMHCKH HM3JCNHSI HE IIO-
MaabK 0T 60% oT 0OIMus CPOK HA I'OJHOCT;
YYaCTHUKBT € IPeICTABHII BCHUKH H3HCKYEMH OT BB3JIOKHTENS TOKYMEHTH, & UMCHHO!

e 3a oghepupanume meduyuncku uzdenus e npedcmasena ¢ 3asepen npesod EC
Oexnapayus 3a cwvomeemcmeue u ,CE" mapxuposkxa 6 cvomeemcmeue ¢
usuckeanusma na wi. 14 u un. 15 om 3MH;

e npedcmasenu ca USUCKyeMume Kamanosu / npooykmosa iucma,

o  npedCmAaseHy ca UUCKyeMume no 610 U KONUYeCmeo MOCHPU;
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® npedcmasen e OOKYMEHm 3d OmMOpU3Ayus/Omopu3ayuoHHO HUCMO Om
npoussooumes, YOOCMoBepsBauj0 npasa 3a NpedCMABUMEeNcmE0 U Mbpoeus Ha

mepumopuama Ha Penybnuxa bwvneapus om Realy Tech, Kumai, Koroglu, Typyus u

Monlab, Henanusi,

KommcusaTra HampaBd NpoBepka Ha CHABPKAHHETO HA TEXHHYECKOTO IPEUIOKEHHE
Ch00pa3sHO HM3MCKBaHMATA Ha IIPONIEAypaTra M YCTAHOBH, 4Ye JOKYMEHTHTE Ha y4aCTHHKA
OTroBapsT Ha H3UCKBaHUATA HA NIPOLEAypaTa H 3aKOHA.

Odepupannte MEIMIMHCKH M3eIHS CHOTBETCTBAT HA H3MCKBAHHATA HA
TEXHHYECKaTa crnenuduKkanys KM JOKyMEHTAlHATa 33 ydyacTHe B IIpoleaypara, moapo0HO
OIKCAHH N0 HOMEHKJIATypH B ob6ocobeHaTa NO3MIUS U KOMHCUSTA TIPEMHHA KBM OIEHKA I10
MOKa3aTest ,,KauecTBO™, ChITIACHO METOJMKAaTa 3a OIEHKA ONMCAaHA B JOKYMCHTAIHATa 3a
y4acTHe B IpoLeypaTa.

Onenkarta Ha TEXHUYECKOTO IpeJUIOKeHHe € H3BbpIIeHa H OTpaseHa B [Ipunoxenue
Nel xbM HacCTOAMHS TPOTOKO.

Ha 6a3a ropen3no:keH0TO KOMHCHATA HAMHPA TEXHUYECKOTO NpPEIIOKEHHE HA
YYaCTHHKA 32 OTroBApSAII0 B NbJIHA CTENEH HA HM3HCKBAHHATA HA Bb3JIOXKHTEJs,
3aJI0’KeHH B TeXHU4ecKaTa cnenuuxanus Ha okyMmMeHTtanmsara. C orjex Ha TOBa,
KOMHCHSITA €JHHOAYIIHO pemH, 4e Jonycka ydacTtHuka '"'Iuacucremc" EOQO/ nmo
clieBaNl eTall B MPOLEIYpPATA — OTBAPHHE HA IEHOBOTO NMpelIoKeHHe Mo obocobeHara
MO3HIIHUS.

OITNe18 /Ipyu koHcymamueu

TexHudeckoTo IpeJIoKEHHE OTTOBapsd Ha HM3UCKBAHMATA HA BB3JOKUTENS IO
OTHOUICHME Ha Ch/IbpiKaHue 1 GopMa H e u3roTBeHo no [Ipunoxerune Ne3 ot obpaznure KbM
npoueaypara u Ipunoxenune Nol, mpenctaBeHO Ha XapTHEH H ONTHYEH HOCHTEIL.

IIpennoxenu ca:
® CpOK 3a JocraBka J1o 48 (4eTHpUIeceT W oceM) Haca, a [IPH CIIEIIHH CIIy4YaH 0
24 (nBajieceT M YETUPH) 4aca OT MOJIydaBaHe Ha 3asiBKa;
® OCTaThbu€H CPOK HA TOJHOCT HA JOCTABEHHUTE METUITMHCKH HW3IENHUsS HE IIO0-
MansK 0T 60% OT 00ImEs CPOK HA TOTHOCT;
YYaCTHHKBT € NIPEACTABHI BCHYKH H3HCKYEMH OT BB3JIOKHUTENA JOKYMEHTH, a8 HMEHHO:
* 30 oghepupanume MeOuUYUHCKU U30enus e npedcmasena 6 3asepen npesod EC
Oexnapayus 3a cvomeemcmeue u ,,CE" mapxuposxa & cvomeemcmeue ¢
usuckeanuama na yn. 14 v yn. 15 om 3IMH;
®  npedcmaseHu ca UsUCKyeMume Kamanosu / npooyKkmosa iucma,
®  npedcmasen e OOKYMEHM 30 OMOPU3AYUS/OMOPUSAYUOHHO NUCMO OM
nPOU3600Umen, YOOCMOBEPABAUI0 NPABA 34 NPEeOCMABUMENICINE0 U MbP2oGUs HA

mepumopusma Ha Penybauxa Bvreapus om SC Sanguis Counting, I'epmanus u

Monlab, Hcnanusi;

Komucusita Hanpasu HpoBepka Ha CHIBPKAHHETO HA TEXHHYECKOTO MPEIIOKECHHUE
cbo0pa3HO M3HCKBAHWATA HA TIPOLEAypaTa W YCTAHOBH, Y€ NOKYMEHTHTE Ha YYacTHHKA
OTrOBapsT Ha H3UCKBAHUATA Ha IIPOLIEAYPATa U 3aKOHA.

Odepupanure MEOMIIMHCKH H3JIEJIMs CHOTBETCTBAT HA  M3HCKBAHMATA HA
TeXHHYecKaTa creluuKanus KbM J0KYMEHTAMATA 38 Y4acTHE B MPOLEAypaTta, moapoOHO
ONHCaHHU II0 HOMEHKJIATYpH B 00ocoOeHaTa MO3UIMS M KOMHCHATA IIPEMUHA KBM OIICHKA 110
noKasatens ,,Ka4ecTBO , CBITIACHO METOAMKATa 3a OICHKA ONMHCcaHa B JIOKYMEHTaluATa 3a
y4acTHe B IpoLeaypaTa.

OueHkaTa Ha TEXHHYECKOTO IPeAIOKEHHE € U3BLpIIeHa U oTpa3eHa B [Ipunoxenue
Nel kbM HACTOSIIHS POTOKOI.

Ha 6a3a ropensio:keHOTO KOMHCHATA HAMHPA TEeXHUYECKOTO MpeJI0KEeHHE HA
YYaCTHHKA 32 OTrOBAPHNIO B IIbJIHA CTeNeH HA H3MCKBAHUATA HA Bb3JIOKHTE/IN,
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3aJI0KEHH B TeXHMYeckaTa cnenudmianua Ha goxkymeHntanuuara. C orJienq Ha ToBa,
KOMHCHATA €IHHOAYIIHO pemd, 4e gomycka yqacrauxa ''Iuacucremc" EOOI mo
cileBalll eTall B NpolelypaTa — OTBAPAHE HA IEHOBOTO NpeNIoKeHHe M0 00ocodenara
MO3H LS.

OITNo24 Peakmugu U KOHCYMAMUGH 3d CePO102UYHA J1aH0pamopus

Texmuueckoro mnpennokeHue OTTOBaps HA H3UCKBAHHATA HA BB3JIOKHTEIS II0
OTHOIIEHHE Ha ChIBPKaHKE U GopMa U e u3roTBeHo 1o [punoxkenue Ne3 ot obpasiure KM
npouenypara u [punoxenue Nel, mpencraBeno Ha XapTHEH W ONITHYCH HOCHTEIL

[penmnoxenu ca:
® CpOK 3a ZocTaBKa /10 48 (YeTHpHUAECET M 0CeM) Jaca, a IIPH CIIELIHH CIyYaH JI0
24 (mBameceT M YeTHPHU) Yaca OT IOTYYaBaHe Ha 3asiBKa;
® OCTaThb4YeH CPOK HA TOJHOCT HA JOCTABCHHTE MEIUIIMHCKH H3ICIHA HE II0-
Marbk 0T 60% oT oOmws cpok Ha TOIHOCT;
VYaCTHUKBT € IPEICTABUII BCHIKH H3UCKYEMH OT BB3MOKHUTENS JIOKYMEHTH, 8 HMEHHO:
® 30 ogepupanume MeOUYUHCKYU U30eaus e npedcmasena 6 3a6epen npeeod EC
oexnapayus 3a cvomeemcmeue u ,,CE" maprxuposka 6 cvomeemcmsue ¢
usucxkeanusma Ha 4. 14 uun. 15 om 3MHU;
®  npedcmaseny ca UUCKyemume Kamanosu / npooyKkmosa iucma;
® npedcmasen e OOKYMEHM 3d OMOPU3AYUS/OMOPUIAYUOHHO NUCMO OMm
npoussooumen, YOOoCmosepaeawjo npasa 3d NpeOCMABUIMEICMEO U MbP2OGUS HA
mepumopuama na Penybauxa Bvneapus om Monlab, Henanus;

Komucusgra HanpaBu IpoBEepKa HA CHABPKAHUETO HA TEXHHUSCKOTO MPEIUIOKEHHE
cp00pa3HO M3MCKBAHMATA Ha IIpOIELypaTa M YCTAaHOBH, Y€ JOKYMEHTHTE Ha Y4YacTHHKA
OTroBapAT Ha M3MCKBaHUATA HA IIPOLEAYypaTa U 3aKOHa.

Odepupanute METUIMHCKH M3IEIHs CHOTBETCTBAT HA M3HCKBAHHATA Ha
TeXHHYECKaTa clenHUKaIyg KbM JOKYMEHTAHATA 33 Y4YacTHe B Ipoleaypara, moapo0HO
OIIUCAHM 110 HOMEHKIIATypu B 0boco0eHara mo3ums M KOMHCHSITA MIPEMIHA KbM OIIEHKA II0
IoKasaress ,,KauyecTBO”, ChINIACHO METOJMKATA 3a OIEHKA OIMCaHa B JOKYMEHTAIHATA 3a
y4YacTHe B IIPOIeIypara.

OmenkaTa Ha TEXHHYECKOTO IIPe/UIOKEHHE € M3BBPIICHA U OTpaseHa B [Ipuioxenne
Nel xbM HacTOANINS IPOTOKOI.

Ha 6a3a ropem3io:keHOTO KOMHCHUATA HAMHPA TEXHUYECKOTO NpeIJIOKEHHEe HA
Y9ACTHHKA 32 OTTOBAPAINO B NbJHA CTENeH HA H3HCKBAHUATA HA BB3JI0KHUTE,
32J10’KkeHH B TeXHHMYecKaTa cnenudukanus Ha HokymeHTtanusara. C oriem Ha ToBa,
KOMHCHSITA €IWHOAYIIHO pemH, 4de Aomycka ydactHuka '"'Juacucremc" EQO/ no
cJeBall eTall B MpoLeAypaTa — OTBapsiHe HA IEHOBOTO NpeNJIosKeHne mo odocodeHaTa
MO3HIIHS.

OIINe25 Peakmugu U KOHCYMAMUGHU 34 MUKDOOUOI02UYHA 1aBopamopus
TexXHHUYEeCKOTO MpEANOKEHHE OTroBaps Ha W3UCKBAHUATA HA BB3IOKHTEN IO
OTHOIICHHE Ha ChAbpKanue u hopma H e u3rorseHo 1o [Ipunoxenue No3 ot obpasumrte KeM
nponenypata u [Ipunoxenue Nel, mpencraBeHo Ha XapTHEH U ONTHYEH HOCHTE!.
[Ipennoxenu ca:
® CpOK 3a AocTaBKa 10 48 (ueTmpuaeceT U oceM) daca, a IIPH CIEUIHH CITydau J0
24 (gBazmeceT W YeTHPH) Yaca OT IOTydYaBaHE Ha 3asBKa;
® OCTaThbuUeH CPOK Ha TOJHOCT Ha JOCTABEHUTE MENUIIMHCKU H3MENIHs HE TO-
ManbK oT 60% oT 00IIHs CPOK HA TOTHOCT;
VYacTHUKET € IPeCTaBWII BCHYKH H3UCKYEMH OT BB3JIOKHUTENA JOKYMEHTH, & HMEHHO:
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®  3q ogepupanume meOuyuHCKY u30enus e npedcmasena 6 3aseper npesod EC
Oexnapayua 3a cvomeéemcmeue u ,CE“ mapxuposxka 6 cwomeemcmeue ¢
usuckeanuama na yi. 14 uyn. 15 om 3MH;

®  npedcmaseny ca UsUCKyeMume kamanosu / npooykmosa nucma;

®  npedcmacen e OOKYMEHM 3a OMOPUSAYUS/OMOPUSAYUOHHO NUCMO OMm
npouseooumel, yOOCMOEepABaui0 Npasad 3a NPeOCTMAsUMENcmeo U mupo6us Ha
mepumopusima ua Penybnuxka bwneapus om OG Biotech, Kumaii u Realy Tech,

Kumaii;

Komucusita HampaBH NpoBepKa HA CHIBPKAHKETO HA TEXHMYECKOTO IPEIOKCHHE
cb00pasHO HM3MCKBAHMATA HA NPOLEAYypaTa M YCTAHOBH, Ye JOKYMEHTHTC HA YYaCTHHKA
OTTOBapAT Ha H3MCKBAHMATA HA IPOLEAypaTa | 3aK0Ha.

Odepupanute MEIMUMHCKA W3IENHS CBOTBETCTBAT HA  HM3WCKBAHMSTA HA
TEXHHYECKaTa crenuuKanys KbM JOKyMEHTALHATa 38 ydacTHe B NpoIleAypara, HoapobHo
OIIMCAHH TT0 HOMEHKJIATYpH B 000ocoOeHaTa MO3HIUS U KOMHCHATA IPEMHHA KEM OLEHKA 110
mokasartelst ,,Ka4eCTBO , CBIIIACHO METO/MKATa 33 OIEHKA ONMCAHA B JIOKYMEHTAIMATA 3a
y4acTHe B IIPOIleIypaTa.

OnenkaTa Ha TEXHHYECKOTO IIPEUIOKCHHE € M3BLPIIEHa M oTpaseHa B [IpunoxeHue
Nel kBM HACTOSAIIHS TIPOTOKOL.

Ha 0aza ropems/io:keHOT0O KOMHCHSITA HAMHPA TEXHHYECKOTO INpeIIoKEeHHE HA
Y4acTHHKA 33 OTTOBAPAIN0 B IbJHA CTeNeH HA H3HCKBAHUATA HA BhL3JIOKHTEIS,
3aJI0’K€HH B TeXHHYecKaTa cnennuxanus Ha KoxkymeHnranmsara. C orjes Ha ToBa,
KOMHCHAITA €IMHOOYIIHO pemu, 4Ye Aomycka ydactuuka "Quacucremc” EOOJL mo
CJIeJBall €Tam B MpoleAypaTa — OTBApsiHe HA NEHOBOTO NpeIioKeHHe Mo o6ocobenaTa
[O3HIH.

OIIN:28 Bop3u Munymnu mecmose

TexHuYeCKOTO TpennoKeHHe OTroBapsi HA W3WCKBAHHUATA HA BBHIJIOKHTENIL IIO
OTHOIICHHE HA CHABPXKaHHE H (opMa U € H3roTReHo no [Ipunoxenne No3 oT oOpasimTe KEM
nporenypara u [Ipunoxenue Nel, mpencraBeHo Ha XapTHEH H ONTHYEH HOCHTEL.

[Ipennosxenu ca:
® CpOK 3a J0CTaBKa 10 48 (JeTHpHUIECET W 0CeM) Jaca, a IPH CHEITHH CIIydYan I0
24 (mBameceT W YETHPH) Yaca OT IONIyYaBaHe Ha 3asBKa;
® OCTaTBYCH CPOK HA TOJHOCT HA JOCTABCHHTS MEIHMIMHCKH W3JIEIHA HE I10-
Mairek 0T 60% oT 0011Hs CPOK HA FOTHOCT;
YYaCTHHKET € NIPEACTaBHII BCHYKH H3HCKYEMH OT BB3JI0KHTENS JOKYMEHTH, @ HMEHHO!
® 30 oghepupanume meduyuHCKYU u3denus e npedcmasena 6 sasepen npesod EC
Oexnapayus 3a cvomeemcmeue u ,CE“ mapxupoexa 6 cvomeemcmeéue c
usuckearuama na yn. 14 uwyn. 15 om 3IMH;
®  npedcmaseny ca UUCKYeMume Kamanosu / npooyKmosa iucma;
®  npeocmasent ca USUCKyeMume no 610 U KOTUYECHBO MOCHPU;
® npedcmaeen e OOKYMeHm 3d OMOPUIAUUA/OMOPUIAYUOHHO NUCMO Om
npouseooumen, yOOCMOBepA8aW0 Npasa 3ad NPeOCMABUMEICME0 U Mbp2o6us Ha
mepumopuama na Penybnuxa Bvneapus om Artron Laboratories, Kanaoa u Healgen,

CALL;

KomucusaTa HampaBH IOpoBepKa Ha CHIBPIKAHHETO HA TEXHWYECKOTO MPENTIOXKEHHE
Cp00Opa3sHO H3MCKBAHHATA Ha INPOLEAypara W YCTaHOBH, 4Ye JOKYMEHTHTE Ha yJacTHHKA
OTroBapsAT Ha M3MCKBAHUATA HA IPOIEAypaTa W 3aKOHa.

IIpu TecTRaHETO Ha MPEIOCTABEHHUTE MOCTPH CE YCTAHOBH, Ue TECTOBETE ca ¢ [HU3aliH,
KOMTO yiecHsBa paboTara ¢ TSIX.

IIpn naxanBane Ha mpo0ara ce OTYeTe SICHO IO3MTHBHPAHE HA PE3YITara C SCHO
Pa3IUIUMU TECT JTHHHAH,

43



Ilpu HampaBeHa KOHTpona ¢ monoxuteneH namueHT Ha HbsAg (3a xemarutr B) ce
OTYETE SICSH IOJOKHUTEIICH PE3yIITaT.

Odepupanute MEIWUIUHCKM HM3AENHS CLOTBETCTBAT Ha HM3HUCKBAaHHATA Ha
TEeXHHYECKaTa crenu(uKaus KbM JOKYMEHTalUsTa 3a y4yacThe B Ipoleaypata, noapodHo
OIHMCAHK 110 HOMEHKIATYpH B 00oco0eHaTa Mo3uius W KOMHCHATA IPEMUHA KbM OLEHKA [0
moKas3aTens ,,KaueCTBO, CHIVIACHO METOAHMKATa 3a OICHKa OIMCaHa B JOKYMEHTALWATA 3a
y4acTHe B Ipoleaypara.

Onenkara Ha TEXHHYECKOTO IIPeJUIOJKEHHE € M3BBpIlIeHa U oTpaseHa B [lpunoenue
Nel xBM HaCTOSAIIHS TPOTOKOIL.

Ha 06a3a ropeun3s/iosKeHOTO KOMHCHSTA HAMHDPA TeXHHYECKOTO MpeIJioKeHHe Ha
YYACTHHKA 32 OTrOBapsillic B NBJHA CTENEH HA H3HCKBAHUATA HA Bb3JIOKHTE,
3aJI0KeHH B TeXHHYecKaTa cmenuukanusi Ha XokymeHTamusaTa. C orJjien Ha ToBa,
KOMHCHSITA €HHOJAYIIHO pemu, ye nomycka ydactuuka ''uacmcremc" EQOJ no
c/ieBaml eTan B NPoIeAypaTa — 0TRapsiHe HA HeHOBOTO Mpe/oKeHHe Mo odocodenara
MO3HLLHS.

[To otHomeHue Ha mpeacTaBeHuTe NoKyMeHTH mo wi39, am.3, 1.1 ot IIII30II ot
"Jlabexe Umkenepurr' OO/ mo:

Ol Xel7 Cyxu mecmose

TexHHYECKOTO Npe/UIOKEHHe OTroBaps Ha M3UCKBAHMATA HA BB3JIOKMTENS II0
OTHOITICHHE Ha ChABPKaHue u Gopma u € u3rorseHo 1o Ipuinoxenne Ne3 ot obpasiure KM
npouenypara u [Tpunoxenue Nel, mpefcTaBeHO Ha XapTHEH U ONITHYEH HOCHTEIL.

[Ipemnoxenu ca:
® CpOK 3a JocTaBka 1o 72 (cememieceT W 1Ba daca) daca, a IPH CIIELIHH ClIydaH
10 24 (J1BajieceT U YETHPH) Yaca OT MOTydaBaHe Ha 3asdBKa;
e OCTaThUCH CPOK HA TOJHOCT HA JOCTABEHUTE MEIUIUHCKH H3JeNHs He II0-
ManbKk oT 60% oT 06IIHsA CPOK Ha TOJHOCT;
YYacTHHKBT € NpeICTaBIIl BCUYKH H3UCKYEMH OT BB3JIOKHTEI JOKYMEHTH, 8 HMEHHO:
®  3a oghepupanume MeOUYUHCKU U30eiUs e npedcmasena 6 sasepen npesoo EC
Oexnapayusi 3a cvomsemcmeue u ,CE" maprxuposxa e cwvomeemcmeue c
uzuUckeanuama na 4n. 14 uun. 15 om 3MU;
®  npedcmasenu ca usUCKyemume Kamanosu / npooyKkmoea nucma;
® mpeocmasen e OQOKYMEHmM 3d OMOPU3AYUL/OMOPUSAYUOHHO NUCMO OM
npouzeooumen, YOOCMOSEPA8aAU0 Npasa 3a NPeOCAsUmeIcmeo U mMbp2o6Usl Ha
mepumopusima na Penyonuxa Bvieapus om buopexc, Hpnanous u Kopoany, Typyus,

KomMucusTa HalpaBy MPOBEpKa HA CHIBPKAHMETO Ha TEXHMYECKOTO IpPEeIIOKEHHE
Ch00Pa3HO HM3MCKBAaHHMATA Ha IpoleAypara M YCTaHOBH, Y€ JOKYMEHTHTE Ha y4YaCTHHKA
OTrOBapsIT HA M3HCKBAHUATA HA IIPOLIEAyparTa 1 3aKoHa.

OdepupannTe MEIMIMHCKM H3AEIHA CHOTBETCTBAT HAa HM3MCKBAHHATA HA
TeXHHYECKaTa CIelu(UKams KbM TOKYMEHTAIUITA 3a yUacTHe B HpOIeaypara, HoApobHO
OIMCaHH 110 HOMEHKIATypH B oboco0eHnara MO3UIMs ¥ KOMHCHATA IPEMHHA KbM OII€HKa 110
roKasaTelns ,,KauecTBO , CHIVIACHO METOMKATA 3a OlEHKA OIMCaHa B JOKyMEHTalHATa 3a
y4yacTHe B IIpolleaypara.

OueHkara Ha TEXHHYECKOTO IMPEIUIOKEHUE € W3BbpIIeHa U oTpaseHa B [Ipunoxenue
Nol KbM HACTOSIIHA IIPOTOKOIL.

Ha 6a3a ropen3/jiojkeHOTO KOMHCHATA HAMHPA TeXHHYECKOTO MpeIIoKeHHE Ha
YYACTHMKA 33 OTrOBApSI0 B NbJHA CTelleH HAa H3NCKBAHMATA HA Bb3JIOKHTEH,
32/105K€HM B TeXHHYecKaTa cmenudukanus Ha JokyMenTanusTa. C orjex Ha TOBa,
KOMHCHSITA eIMHOMYIIHO pemH, ye momycka yuacrHuka "JlaGexc Mmkenepunr' OO/
M0 chaeJBall eTan B MPOHeAypaTa — OTBapsiHe Ha IEHOBOTO NPENIOMKEHHe II0
obocobenaTa mo3uIMA.
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OIINe28 Bvp3u MUHYHIHU MECH08¢ ‘

TexXHUYECKOTO NPEVIOKEHHE OTroBaps Ha H3UCKBAaHUATA HA BBL3JIOKHTENIA IIO
OTHONIICHHE Ha ChIbpXKaHue U popMma H € u3roTseHo 1no [Ipunoxenue No3 ot obpasnuTe KbM
nporenypara u [punoxenue Nel, mpecTaBeHO HAa XapTUEH U ONITUYEH HOCUTEIL

[Ipennoxenu ca:
® CpOK 3a JiocTaBKa 70 72 (celeMAeceT U /iBa yaca) 4aca, a IIpd CHELIHM CIIy4an
1o 24 (nBajeceT U YeTUPH) Yaca OT II0Iy4aBaHe Ha 3asBKa,
e OCTarbyueH CPOK HA TOJHOCT HA JIOCTABEHHTE MEIUIMHCKH H3JCIHA HE TIO-
Marek 0T 60% oT 00mus CpoK Ha TOIHOCT;
YYacTHHKBT € IPEICTaBAII BCHUKH U3UCKYEMH OT BB3IIOKUTEI JOKYMEHTH, 8 IMEHHO:
®  3q oghepupanume MeOUYUHCKYU Uzdenus e npedcmasera 6 sasepen npesod EC
Oexnapayuss 3a cvomeemcmeue u ,CE” mapxkupoexa 6 cwvomsemcmeue ¢
uzuckeanusma Ha 4n. 14 uun. 15 om 3IMH;

®  NPeOCmaseHu ca u3UCKyeMume Kamanosu / npooykmoea iicma,

®  npedcmaseHuy ca USUCKYeMUME No U0 U KOIUYECNB0 MOCHPU,

e  mpedcmaeeH e OOKyMeHm 3a OmMOpu3ayus/OMOPUsAYUOHHO NUCMO OM
npoussooumen, yOOCMOBEPAGAU0 NPAGA 30 NPEOCMABUMENCME0 U Mbp2osus HA
mepumopusma Ha Penybnura Bvneapus om Kopoany, Typyus;

KoMmucuara HampaBH TpOBEpKa HA CHIABPMKAHHETO HAa TEXHHYECKOTO IPEUIOKESHHE
choOpa3sHO W3UCKBAHUATA Ha IpOIEAypaTa M YCTAaHOBH, 4€ NOKYMCHTHTE Ha Y4acTHHKa
OTTOBApAT Ha M3UCKBAHUATA Ha IIPOIEeAypaTa i 3aKOH4.

IIpy TecTBaHETO Ha MPEIOCTABEHHTE MOCTPH CE€ YCTAHOBH, Y€ TECTOBETE Ca C JM3aiiH,
KOHTO onecusiBa paboTara ¢ TAX.

IIpw nakanpane Ha mpobara ce OTYeTE SCHO IO3WTHBHpPAHE HA pe3yirara C SICHO
Pa3TMYAMH TECT JTHHHH.

[Ipu HampaBeHa KOHTpola ¢ momoxuTteneH narmedT Ha HbsAg (za xematur B) ce
OTYETE SICeH MONIOKUTENCH pe3yITar.

OdepupanuTe MEIUIMHCKH H3AENHS CBHOTBETCTBAT HA  HM3WCKBaHHATA Ha
TeXHWYecKaTa crenupHuKanys KbM IOKYMEHTAIHITa 338 yIacTHe B IPOIlelypara, IoApoOHO
OIIMCAHH 110 HOMEHKJIATYpH B o0ocobeHaTa MO3UIUSA ¥ KOMHUCHATA IIPEMUHA KbM OTICHKA 110
[IOKa3aTess ,,KauecTBO’, ChIVIACHO METOIMKATa 3a OLIEHKAa OIMcaHa B JOKYMCHTalMATa 3a
ydJacTHe B Ipoleaypara.

OueHkaTa Ha TEXHHYECKOTO MPEUIOKEHUE € U3BBbpIIeHa M oTpaseHa B lIpuimoxeHue
Neol ¥BbM HACTOSINHS MPOTOKOIM.

Ha 6a3a ropeusnoeHOTO KOMHCHATA HAMHPa TEXHHYECKOTO NMpelIOKeHHe Ha
YYACTHHKA 32 OTrOBapfllo B IbJHA CTelNeH HA H3HCKBAHUATA HA Bb3JI0KHTEI,
3aJ105K€HH B TeXHM4YecKaTa cmenuuKanus Ha JokyMeHTanusra. C orjiel Ha ToBa,
KOMHCHSITA €IMHOAYIIHO pelIH, 4e aAomycka ydacrauka ''Jlabexe Hmxenepunr' OO0/
A0 cjaeaBam eTan B IpolexypaTa — OTBapsiHeé HA IEHOBOTO TMPENIOKEHHE IO
ofocobenaTa mo3HLMSL.

[lo oTHOIIEHHWE Ha HpeicTaBeHHTe NOKyMeHTH mo wi.39, an.3, 1.1 or III30II or
"Onrum Ko'" O0/] no:

OITNe16 /Ipyzu pazmeopu
TexHUYECKOTO NPEIOKSHHE OTroBaps Ha H3HCKBAHHMATA HA BB3IOKHTEIS 10
OTHOIIEHNE Ha ChIBpKAaHuE | (opMa ¥ € u3roTBeHo 1o [Ipunoxenne Ne3 ot 00pa3udTe KoM
npouenypara u [lpunoxerne Nel, npescTaBeHO Ha XapTHEH U OITHYEH HOCHTEIL.
[Ipennoxenu ca:
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® CpOK 3a jocTaBKa 0 72 (celleMIECeT U /IBa Yaca) 4aca, a IpH CIEIIHH CIydau
10 24 (OBajfieceT M YeTHPH) Jaca OT IOJIyYaBaHe Ha 3asBKA;
® OCTaTbYCH CPOK HA TOJHOCT Ha JOCTABEHHTE MEIMLUHCKH M3JEMHd He TIO-
Manbk 0T 60% oT 001w CpOK Ha TOAHOCT;
YYacTHUKBT € NPEICTABMII BCHYKY H3UCKYEMU OT BB3NOKUTENS JIOKYMEHTH, & HMCHHO:
* 30 ogepupanume meduyuncku uzdenus e npedcmasena 6 sasepen npeod EC
oexnapayus 3a cvomeemcmeue u ,CE“ mapkupoéka 6 cvomeemcmeue c
usuckeanusma Ha yn. 14 wun. 15 om 3MU;
®  npedcmaseHy ca UUCKYeMume Kamaiosu / npodyKkmoea nucma;
® npedcmasen e OOKYMEHM 3a  OMOPU3AYUS/OMOPUIAUUOHHO HUCMO OM

NpOU3BOOUMEN, YOOCMOBEPARAUO NPABA 30 HPeOCMASUMENCME0 U MbP2O6Us HA

mepumopusma na Penybruxa Bweneapus om BIOLAB Inc., Yueapus u APTACA,

Hmanus,

Komwucusita Hanpasu nposepka Ha CHIBPKAHKETO HA TEXHHYECKOTO IPEUIOKEHHE
CBEOOpasHO HM3MCKBAHWMATA HA NPOlEJypaTa W YCTAHOBH, 4Ye JOKYMEHTHTE Ha YYaCTHHKA
OTroBapAT Ha M3MCKBAHUATA HA MIPONEAypaTa | 3aKOHA.

Odepupaanute MeTMIHHCKH W3IEMHMs CLOTBETCTBAT = Ha  HM3HCKBAHMATA Ha
TEeXHUYECKATa CTCIU(UKAIKSA KbM JOKYMEHTAIMITA 32 y4acTHE B MPOLEypaTa, IoapoOHo
OIIMCAHH IT0 HOMEHKIIATYPH B 000co0eHaTa MO3UIHS M KOMHCHSITA IPEMHHA KBM OICHKA TI0
moKasaress ,,Ka4eCTBO”, CBINIACHO METOJMKaTa 3a OLCHKA ONMCaHa B JOKYMEHTAIMATa 3a
ydJacTHe B IPOLEAypaTa.

Onenkara Ha TEXHHYECKOTO MPE/IOKCHIE € H3BBPINEHA W OTpaseHa B IIpuioxkeHne
Nel xBM HacTOSANIHMS TPOTOKOIL

Ha 6aza ropems;I0:xeHOTO KOMHCUSTA HAMHPA TEXHHYECKOTO MPEIIOKEHHE HA
YYACTHHKA 32 OTroBapsill0 B IbJHA CTelleH HA M3HCKBAHUMTA HA Bh3JIOKHTENIM,
3a/I0%KeHH B TeXHH4YecKaTa cneuudukanus Ha JokyMmeHrtanusrta. C orges Ha ToBa,
KOMHCHATA eIMHOAYUIHO pelnH, 9¢ Jomycka ydacTuuka "Ontum Ko" OO/ go cieasam
€Tamn B NpPoIexypaTa — 0TBapsiHe HA LIEHOBOTO MPe/JIokKeHHe 110 060co0eHaTa Mo3uiHs.

OIlNe18 Ipyzu Koncymamueu
Texuugeckoro npennOXEeHHE OTTOBaps HA HW3MCKBAHHSTA HA BBINOKHTENS TI0
OTHOIIECHHE HA ChAbPKaHUE U opMa H € H3roTeeHO 10 [punokenne Ne3 or o6pasmure KM
npouenypata u [Ipunoxenne Nol, mpencraBeHo Ha XapTHEH U ONTHIEH HOCHTEIL.
IIpennoxenu ca:
® CpOK 3a 0CTaBKa Jio 72 (CeaeMIeceT U JiBa 4aca) Yaca, a IIPH CIEIHHA CIydan
JI0 24 (1BazeceT M YeTHPH) Yaca OT NOJIyuyaBaHe Ha 3asBKa;
® OCTATBhYEH CPOK Ha TOJHOCT HA JIOCTABEHHTE MEIMIIHHCKH H3EHs HE II0-
Mairek 0T 60% 0T o0IHsI CpoK Ha TOHOCT;
YYaCTHUKBT € IPEeJCTABII BCHUKH H3UCKYEMH OT BB3JI0IKHUTENS JOKYMEHTH, 4 HMEHHO:
*  3q oghepupanume MeOUYUHCKY U3derus e npedcmasena 6 3asepen npesod EC
Oexnapayus 3a cvomeemcmeue u ,CE" mapxupoexa e cvomeemcmeue c
usuckeanuama Ha yn. 14 w un. 15 om 3MH;
®  npedcmaseny ca UUCKYyeMume Kamanosu / npooyKmosa iucma;
®  npedcmasenu ca U3UCKyeMume MOCMpU HO 8UO U KOTUYECNEO;
®  npedcmaseH e OOKYMEHM 34 OMOPU3AYUSL/OMOPUIAYUOHHO NUCMO OM
ApOU3600umen, YOOCmMOGePA6AU0 Npasa 3a NPeOCMABUMEICHB0 U MbP20SUs HA
mepumopusma na Penybnuxa Bwneapus om BIOLAB Inc., Vweapus u APTACA,
- Hmanus;
KomucusTa HalpaBu IpoBepKka HA CHABPKAHHETO HA TEXHWYECKOTO MpEeIOKEHHE
Ch00pasHO HM3MCKBAHHATA Ha IIPOIEAypara M yCTaHOBH, 4e IOKyMEHTHTE Ha yJacTHHMKA
OTIrOBapsT Ha U3MCKBAHUSATA HA IIPOLIC/IypaTa i 3aKOHA.
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OdepupanuTe MCIMUMHCKH W3NENHsl CHOTBETCTBAT HA  M3MCKBAHHATA Ha
TEXHMHYECKATa CHCHUpUKays KbM TOKYMEHTAIMATA 32 YYACTHE B [IPOIEYPATa, IOAPOGHO
OIHCAHHU TI0 HOMEHKJIATYpH B 000coOeHaTa MO3UIMA ¥ KOMHUCHATA IPEMHHA KBM OLIEHKA 110
TOKa3aTels ,,KayecTBO”, ChIJIACHO METOIMKATa 3a OIEHKA ONMMCAaHA B JOKYMEHTALMITA 3a
yJacTHe B IpoIelypaTa.

IIpu TectBaneTo Ha mpenocTaBeHute MocTpH 1o 18003 HakoHedHUIM 38 aBTOMATHYHH
nuneTd (keate) 1 18004 HakoHeyHMIHM 3a aBTOMATHYHM IHMIETH (CHHH) CE YCTAHOBH, 4e H
NiBata BUJIa BPBXUCTa 3a MUIIETH 1acBaT J0Ope H JIECHO Ce M3TIACKBAT IpH paboTa ¢ MHIIETH
tuil Ependorf, Ho mo-tpynno ¢ nunern Lenpipette.

Onenkara Ha TEXHHYECKOTO NPE/IOKEHHE € W3BBPINEHA U O0TpaseHa B [IpHIIOKeHIe
Nel KBM HACTOSIIMS TPOTOKOIL.

Ha 6a3a ropens/1o’keHOTO KOMHCHATA HAMHPA TEXHHYECKOTO NpeNIoiKeHHe HA
YYaCTHHKA 332 OTrOBAPHANIO B NbJHA CTeNeH HA H3IHCKBAHMATA HA Bb3JIOKHTENIS,
3a/10)KeHH B TeXHH4YeCKaTa cmenupukanus Ha nokymedranusra. C oriien Ha ToBa,
KOMHCHATA eIMHOAYINHO peuin, e gomycka yyactiuka ""Oorum Ko" OO/ 1o cnexsamny
€Tan B poLeAypaTa — 0TBapsAHe HA LEHOBOTO NpPEII0KeHHE 0 060c00eHaATa MO3HIH.

OI1Ne23 [Ipyzu peaxmueu u KOHCYMAMugy 3a HAPA3UMOA02UYHA 1a6OPaAMOPUA

TexuuueckoTo mNpeUIOKSHHE OTrOBaps Ha M3MCKBAHHATA HA BB3NOKHTEIL IO
OTHOIICHUE Ha ChAbpiKaHKHe U hopMa H € H3roTBeHo 1o [Ipunoxkenue No3 ot o6pasiuuTe KbM
nponenypara u [Ipunoxenne Nel, npeJicTaBeHO HA XapTHEH W ONTHYEH HOCHTE]L

ITpennoxenu ca:
® CpOK 3a JIOCTaBKa 10 72 (Cce/leM/IECeT U JiBa Yaca) Jaca, a IIPU CIELIHH CTydan
110 24 (ABajeceT U YETHPH) Yaca OT IOJyJaBaHe Ha 3asIBKa;
® OCTarbYeH CPOK Ha TOAHOCT HA JOCTABEHUTE MEIOWIIMHCKH H3JEIHS HE II0-
MareK oT 60% oT 00mus cpok Ha rOJHOCT;
YYacTHUKBT € IPEJICTABIII BCUUKH H3UCKYEeMH OT BB3JIOKHUTENS JOKYMEHTH, 4 HMEHHO:
e 3a ogepupanume meduyurcku uzdenus e npedcmasena 6 saseper npesod EC
Oexnapayus 3a cvomeemcmeue u ,CE“ mapkupoexa 6 cwbomeemcmeue c
usuckeanusma na yn. 14 uyn. 15 om 3MH;
®  mpedcmaseny ca U3UCKyeMUme Kamaiosu / npooyKmoea nucma;
® npedcmasern e OOKYMEHM 34 OMOPU3AYUA/OMOPUSAYUOHHO HUCMO OM
NpouU3s00UmMeN, YOOCMOEepAsaw0 npasda 3a NPeoCaUmencmeo u Mmupeosus Ha
mepumopusima na Penybnuxa buvazapus om BIOLAB Inc., Yweapus u APTACA,
Hmanus; .

Komucusara nanpaBu npoBepka Ha CHIBPIKAHHETO HA TEXHHYECKOTO NpeIIOJKeHHEe
CbOOpa3sHO H3UCKBAHMATA HA IPOIEAypaTa W YCTAHOBH, Y€ JOKYMEHTHTE HA YYacTHHKA
OTrOBapAT HA M3HCKBAaHHUATA Ha IPOLE/ypaTa i 3aK0OHa.

Odepupanure MEIUIMHCKA W3JENHMS CHLOTBETCTBAT HA M3UCKBAHHATA Ha
TEXHHYECKATa CrelU(HKalMs] KbM JOKYMCHTAIUATA 3a y9aCTHE B MPOIEAypara, HOApOOHO
OIIECAHY TI0 HOMEHKIATYPH B 000CO6EHATA TTO3ANUS W KOMHCHSTA IIpeMHHA KBM OIIEHKA I10
IoKasaTesisi ,,Ka9eCTBO , CBIIIACHO METO/HKATa 33 OIEHKA OIMCAHA B JIOKYMEHTAIMATa 32
ydacTHe B IpoIleaypaTa.

Orenkata Ha TEXHHYECKOTO IIPE/UIOKECHHE € M3BBpINEHA H OTpaseHa B IIpuiokeHune
Nel KXBM HaCTOSIUSA TIPOTOKOIL.

Ha 0a3a ropeu3s/io;KeHOTO KOMHCHSTA HAMHPA TEXHHYECKOTO NpeLIoiKeHHe HA
YYacTHHKA 3a O0TTOBAPAII0 B IBJHA CTeNeH HA H3UCKBAHHATA HA Bb3JIOKHTEs,
32/10jKeHH B TeXHHYeCKaTa crnenndukanus Ha gokymeHnramusaTa. C orjen Ha ToBa,
KOMHCHSITA €IHHOXYIIHO pellH, e gonycka yyacTanka "Onrum Ko" OO/I xo cieasam
eTalm B MPoneaypaTa — 0TBapsaHe HA LEHOBOTO MpeAIoKeHHe M0 060co6eHaTa no3HiHs.

OIIN:25 Peaxkmueu u KOHCYMAMUGU 34 MUKPOOUOI02UYHA 1aOOpPamopus
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TexHnueckoTo npeUiokeHre OTTOBaps HAa U3MCKBAHKATA HA BH3MOKHUTENS M0 OTHOIIEHHE
Ha ChABpIKAHKME W GopMa U e U3roTBeHo 1o [Ipunoxenue Ne3 ot ofpasuuTe KM IpoLienypaTta 1
IMpunoxenue Nel, npeacTaBeHO HA XapTHEH W ONITHYEH HOCUTEIL.

[Tpennosenu ca:

® CpOK 3a JocTaBka 10 72 (cemempeceT Y J1Ba) yaca, a [pu CHELIHM ciydau no 24
(mBajeceT M YETHPH) Yaca OT MOTyuaBaHe Ha 3as1BKa;

® OCTaTh4€H CPOK Ha IOAHOCT Ha NOCTABEHWUTE MEAWIMHCKH M3[ENUS HE MO-MalbK
ot 60% oT 00111s CPOK Ha TOJIHOCT;

VYacTHUKBT € NPeCTaBiI BCHUKH U3UCKYEMHU OT BB3IOKUTENS JOKYMEHTH, 8 IMEHHO:

®  3a oghepupanume meduyuHcku uzoenus e npedcmaseHa 6 zasepen npeeod EC

oexnapayua 3a ceomeemcmeue u ,, CE" maprupoexa 6 cbomeemcemeue ¢ UsUCK6AHUAMAa Ha

yn, 14 wun. 15 om 3IMH;

®  ppedcmaseHu ca NPeOCMAasenU Ca USUCKyeMUme Kamaiosu / npooykmoea Jucma;,

®  IPedOCasery ¢a UUCKyeMume no 6U0 U KONUYECINEO MOCIPU,

®  npedcmasen e OOKYMEHm 3a  OMOPUIAYUA/OMOPUIAYUOHHO — NUCMO — OM

npouzsodumen, YOOCHOGEPABAIO NPAGa 3a NPeocmasumenrcmso U mMupeoGUs  Ha

mepumopuama na Penybnuxa Bvizapus om BIOLAB Inc. u Yuneapus, APTACA, Hmanus,

KoMucusaTa HampaBH NpOBepKAa Ha ChABPKAHWETO HA TEXHUYECKOTO NPEIJIOKEHHE
cb00pa3HO H3MCKBAHMATA HA MPOLIEAYpaTa U yCTAHOBH, Y€ JOKYMEHTUTE Ha y4aCTHUKA OTTOBAPAT
Ha W3UCKBAaHUATA HA MpOLeAypaTa 1 3aKOHa.

Odepupanure MeIUIMHCKH M3[ENUS CHOTBETCTBAT Ha M3MCKBAHUATA Ha TEXHUYECKaTa
cnenuduKkans KbM JIOKYMEHTAlMATa 3@ ydacTHe B IIpoLeAypata ¢ M3KIIOYeHHe Ha
MPEIOKEHOTO  MEIAMLMHCKO  M3JIee 1O HOMeHKIamypd 25034  Lysine-Ornitine-
Arginine(LOA)6yavonu ¢ AK. Bb3noxuTenar e 3anoxuil  3a mapka ,,0p”, a yyacTHHMKBT €
odepupan 3a mapka M. KOHCTATUPaHOTO NPENCTAaBNABA HapyLICHHE W € CaMOCTOATENHO
ocHOoBaHWe 3a orcrpaHsizaHe Ha yuacTHUKBT "OnTum Ko" OO/ nmo Homenkiarypara B
o6ocobGenara nmosuuusa Ha ocHoBanue wi.107, 1.2, 6ykea a) ot 30II — npeacraBui e odepra,
KOSITO He 0TroBaps Ha NpeiBapHTe/THO 00sIBeHHTE YC/IOBHS 32 H3MbJIHEHHE HA MOPBYKATA;

TIpu TECTBAHETO Ha NPEAOCTABEHUTE MOCTPH [0 HOMEHKJIATYPH CE YCTAHOBH, Y€:

o [lo nomenxnamypa 25014 Columbia Blood Agar - & nempu, 90mm Oduamemvp c
osnewxa kpwe. llocsiBkata Ha oOudaiiHuTe M301aTU — OaKTEpHaIHHM BHAOBE C
M3BECTHM MOP(ONTOTHYHM CBOMCTBA W XapaKTEPUCTHKH, CE YCTAHOBM, 4e HE ce
JIEMOHCTPHUPAT XEMOIMTUYHHTE CBOWCTBA HA CTPENTOKOKOBH M CTa(UIOKOKOBH
mamose. KoOHCTaTUpaHOTO TIpeJCTaBNsBa HAapyLIEHHE M € CaMOCTOATENIHO
ocHoBaHME 3a oOTcTpaHsBaHe Ha y4acTHHKBT "Omrum Ko" OO/ mo
HOMeHKJIaTypaTa B 06ocobenara mo3uuusa Ha ocHoanue wi1.107, 1.2, Oyksa a)
or 30I1 - mpeacrapuia e odepra, KOATO He OTroBaps Ha MNpeIBaAPHTETHO
o0siBeHHTE YC/IOBHS 32 H3NIbJIHEHHE HA MOPbYKaTa;

e [lo nomenxnamypa 25016 Xpomazap 3a Candida - 6 nempu, 90mm Ouamemsp.
[locsiBkaTta € ¢ OYaKBaH pA3TEK W TIPABWIIHA JEMOHCTpalus Ha OMOXMMHYHHTE
CBOMCTBA Ha DAKTEPHHTE;

o [lo nomenxnamypa 25017 Xpomaeap 3a ypunmu- 6 nempu, 90mm Ouamemwvp.
[TocsiBKaTa € ¢ OuaKBaH pa3Tek M MpPABMIHA IEMOHCTpAIMs Ha OGHOXWMUYHUTE
cBOMCTBa HA OaKTEpUHTE;

o Jlo nomenxnamypa 25021 Xpomaeap 3a cmagunoxoku,90mm. OdepupanuaT
Xpomarap ¢ Tbproscko HanmeHosanue ChromoBio® Staphylococcus He ¢ nipuroneH
3a BHIOBA JUarHocTHKa Ha S.aureus, S.epidermidis, S.saprophyticus, a 3a Joka3paHe
Ha MRSA. KoHcTaTHpaHOTO nNpe/CTaBlsBa HapyLIEHHE W € CaMOCTOSATENIHO
ocHOoBaHMe 3a oTcTpansiBaHe Ha y4dacTHUkbT "Omrum Ko OO/ mo
HoOMeHKJaTypaTa B o6ocofeHaTa mo3uuus Ha ocHoBanue 41.107, 1.2, Gyksa a)
or 30II — npeacraBua e odepra, KOSATO He OTroBapsi Ha MNpPEIBAPHTEHO
o0sIBeHHTE YCJIOBHS 32 H3NTbJIHEHHE HA OPbYKATA;
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Onenkara Ha TEXHMYECKOTO IPEMNOKEHHE TI0 OCTAHAIMTE HOMEHKIATYPH ¢ H3BhpIIeHA
d orpasena B [Ipunosxenue Nol KM HACTOSIIIHSI IPOTOKO.

Ha 6a3a ropeus.io:keHOTO KOMHCHATA HAMHPA TEXHHYECKOTO IPeII0KEHHEe L0
OCTAaHAJIHTE HOMEHKJATYPH HAa YYAacTHHKA 32 OTroBapsiio B NIBJHA CTeleH Ha
H3HCKBAHHATA HA BB3JIOKHTENs, 3aJ05KEHH B TeXHHYeCKATa cHenu(pUKanusa Ha
pokymenTamuara. C orjen Ha ToBa, KOMHCHSTA EIMHOAYIIHO peEIIH, 4e JOMyCKa
yaactHuka "Onrum Ko'' OOJl no ciexBany eram B mpomexypara — OTBapsiHe Ha
LHEHOBOTO MpeII0/KeHHe 110 0CTAHAINTE HOMEHKIATYPH B 000c00eHaTa IMO3HIHSL.

OIIN229 Koncymamueu 3a ondenenue no mpan@y3uoHHa XeMamonozus

TexnuyeckoTo NpeANIOKEHHAE OTroBaps Ha M3HCKBAHHMATA Ha BE3IOKHATENIS IO
OTHOIIIEHHE HA ChAbPKaHHe H GopMa U e u3roTBeHO 10 [Ipunoxkenue No3 ot obpasmmre KBM
npornenypara u [Tpunoxerne Nel, mpeicraBeHoO Ha XapTHEH W OITHYEH HOCHTEIL.

IIpennoxenu ca:
® CpOK 3a JoCTaBKa J0 72 (celeMIeceT M JiBa yaca) Yaca, a IpPH CIEIHH CIy4an
10 24 (nBajieceT U YeTHPH) Jaca OT II0TyJaBaHe Ha 3asIBKa;
® OCTaTh4YeH CPOK HA TOJHOCT HA JOCTABEHHTE MEIMIWHCKH H3[elHs He Io-
Manbk 0T 60% o1 00ImHsA CpOK HA TOOHOCT;
YUaCTHUKBT € NIPEACTABHII BCHUKH H3UCKYEMHE OT BB3JIOKUTEIS JOKYMEHTH, @ HMEHHO:
® 30 oghepupanume meOuyuHcKY uzdenus e npedcmasena 6 saseper npeod EC
Oexnapayua 3a cvomeéemcmeue u ,CE" mapkupoéxa 6 cwvomeemcmeue c
uzuckeanusma na 4. 14 wyn. 15 om 3MH;
®  npeocmaseHy ca U3UCKyeMume KAmano3u / npooyKmoea JUcma;
® npedcmasen € OOKYMEHm 3d OMOpUsayus/OMmopu3ayuonio HNUcCMo Om
npoussoounen, yOOCMOoSepa6auj0 npasa 3a NpedCHasumencmeo u mvp2ous Hd
mepumopuama na Penybnurxa bvneapus om APTACA, Hmanus;

Kommcusara HanpaBu NpoBepKa HA CHIBPKAHHETO HA TEXHUYECKOTO IIPEIOKEHHE
CH00pasHO HM3MCKBAHHATA HA IPOIEAypara W YCTAHOBH, Y€ JOKYMEHTHTE Ha YJaCTHHKA
OTrOBapAT Ha U3HUCKBAHUATA HA MPOIEAyparTa H 3aK0Ha.

Odepupanure MEIUIMHCKHA HW3IEIHA CBOTBETCTBAT HA  HM3MCKBAHHATA Ha
TEXHWYECKaTa crenupuKalus KbM TOKYMEHTAIMITA 338 y9acTHe B NPOIEAypaTa, HOJpoOHO
OITMCAHH 10 HOMEHKJIATYpH B 000ocoDeHaTa Mo3uLIus ¥ KOMHCHSATA IIPEMUHA KBM OIEHKA T10
IOKa3aTens ,,Ka4ecTBO ', ChIJIACHO METOJMKATa 3a OICHKA ONHCaHa B JOKYMEHTAIHATa 3a
y4acTHe B IpoIeaypara.

Onenkara Ha TEXHHYECKOTO IPEIOKEHHE € M3BBpIIcHa W oTpaseHa B [Ipunoxenue
Nel xBM HACTOSIMUS IPOTOKOJL.

Ha 0a3a ropens/10:keHOTO0 KOMHCHATA HAMHPA TEXHHYECKOTO Ipe/IoKeHHE HA
Y4YACTHHKA 32 OTroBapAmo B NbJHA CTeleH HAa H3HCKBAHHATA HA Bb3JI0KHTEN,
3QJI0KEHH B TeXHHYecKaTa cuneuMdpukanusa Ha gokyMeHtamuara. C orjen Ha ToBa,
KOMHCHSITA €HHOAYIIHO pemH, e gomycka yaactHuka "Onrum Ko' OO/I no caexsam
eTam B NMpoue/aypara — OTBapsiHe HA IIEHOBOTO Npe/JIoKeHHe 10 00ocofeHaTa mo3HIHs

OIlNe31 Kumoege u bou 3a ousemsngane
TexuudeckoTo NpemNIOKeHHE OTroBaps Ha HW3WCKBAHHATA HA BL3IOKHTENS II0
OTHOLIEHHE Ha ChABPKaHAE U (popMa H e H3roTBeHo 1o Ilpunoxerne Ne3 ot obpasuure KbM
npouenypata u [Ipunoxenne Nel, npencraBeHo Ha XapTHEH ¥ ONITHYEH HOCHTE]L.
[Ipenmoxenu ca:
® CpOK 3a jiocTaBka 10 72 (cemeMAeceT U IBa Haca) 4yaca, a IPH CIEIIHH ClIydan
1o 24 (nBajsieceT ¥ 4ETHPH) Yaca OT TIOTyJaBaHe Ha 3asgBKa;
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® OCTAaThUCH CPOK HA TOJHOCT Ha JOCTABEHUTE MENULIMHCKA H3NEIHs HE IIOo-
Marek oT 60% oT o0Imus CpOK Ha TOXHOCT;
Y9acTHHKBT € IPeACTaBUI BCHUKH H3HCKYEMH OT BB3JIOKUATENS TOKYMEHTH, 4 IMEHHO:
®  3a ogepupanume meOUYUHCKY Uz0eus e npedcmasena 6 saseper npesod EC

Oexnapayuss 3a cvomeemcmeue u ,,CE" mapruposxka 6 cvomeemcmeue c¢

uzucksarusama Ha ya. 14 wun. 15 om 3MH;

®  npedcmaseny ca UUCKYeMUme Kamanosu / npooyKmosa iucma,

®  npedcmagen e OOKYMEHm 34 OMOpusayus/omopusayuonno nucmo om
npouseooumen, YOOCHOGePASAO Npasa 3a NPeOCMASUMEeICmeo U Mvpeo6us Ha
mepumopuama Ha Penybnuxa buvneapus om BIOLAB Inc., Vueapus u APTACA,

Hmanus;

Komucusita HampaBu IpoBepKa Ha CHIBPKAHMETO HAa TEXHHUYECKOTO HPEAIOKEHHE
ch00pa3HO M3UWCKBAHHATA Ha IIpoledypaTa M YCTaHOBH, Y€ NOKYMEHTHTE Ha yJacTHHKA
OTroBapAT Ha H3MCKBAHHATA Ha [IPOLEAYPaTa | 3aKOHA.

Odepupannte MEOUIIMHCKH  H3JENMsS CBOTBETCTBAT HA  M3MCKBAaHHATA Ha
TEXHUYECKATa CIeNU(UKALIS KbM JOKYMEHTAIUATA 34 YUacTHe B MpoLeaypara, HoApoOHO
OIIMCaHK 110 HOMEHKJIATypH B 00oco0eHaTa MO3UIMs ¥ KOMHUCHSITA IPEMHHA KBM OLICHKA II0
ToKa3aTens ,,KauecTBO’, CHIVIACHO METOAMKaTa 3a OIeHKa OIHCaHa B JIOKYMEHTalusATa 3a
ydJacTHe B IIpoleaypara.

Ouenkara Ha TEXHUYECKOTO TPEUIOKEHHE € H3BBbpIIEHA M oTpaseHa B [Ipunoxenue
Nel kBM HacTOSIIHUSA IPOTOKOIL.

Ha 6a3a ropemn3io:keHOTO KOMHCHUSTAa HAMHPA TEXHHYECKOTO HPEIJIOKEHHE HA
YYACTHHKA 32 OTrOBApPSiI0 B IbJHA CTeleH HAa H3HCKBAHHATA HAa Bb3JIOKHTE,
32J103KeHH B TexHu4eckata cuenuukanus Ha JoxkymeHtanusara. C orjiex Ha ToBa,
KOMHCHSATA eIHHOIYIHO pemH, ye qonycka yyacTHuka "Onrum Ko O0/1 no cieasam
€Tan B MPOoLEeAYpPATa — OTBApsiIHe HA [IeHOBOTO Npe/io:KeHHe 10 000codeHaTa MO3HIUS

OIINo32 Koncymamueu 3a KIUHUYHA RAMOI02UA U CbOeOHA MeOUUUHA

TexuuueckoTO NPEMIOKEHHE OTroBapsi Ha MW3MCKBAHHATA HA BB3IOMKHTENL IIO
OTHOIIIEHHE Ha ChABPKaHHEe U GopMma u e u3rorBeHo 1o Ipunoxerne Ne3 ot obpasuure KM
nponenypara u IIpunoxenue Nel, mpenctaBeHo HA XapTHEH U ONITHYECH HOCHTEIL.

[Ipemwnoxenn ca:
e CpOK 3a JlocTaBka /10 72 (cemeMIeceT U IBa Yaca) daca, a IIPH CHCINHH CIIydau
10 24 (y1BajleceT U YeTHPHU) daca OT I0IydaBaHe Ha 3asBKa;
® OCTaThYCH CPOK HA TOJHOCT HA JOCTABEHHTE MEIAWLIMHCKH H3JCIHA HE II0-
MaIbk 0T 60% oT oOIIHs CpOK Ha FOTHOCT;
YUacTHUKBT € IPeICTABHII BCHUKH H3UCKYEMH OT BB3IJIOJKUTEIS JOKYMEHTH, 8 HMEHHO:
®  3q oghepupanume MeOUYUHCKY u30enus e npedcmasena 6 sasepen npesod EC
Oexnapayus 3a cvomeemcmeue u , CE" mapxuposka 6 cwomeemcmeue c
wzuckeauuama na yn. 14 wun 15 om 3MH;

®  HpPedCmAasery ca U3UCKyeMume Kamano3u / npooOyKmoea nucma,

e npedcmasen e OQOKYMEHM 30 OMOPUSAYUS/OMOPUSAYUOHHO NUCMO OMm
HPOU3B00UmeN, YOOCHOEepABAW0 Npaéa 3a NpPeoCmasumencmso U mbvp2osus HA
mepumopusama nHa Penybnuxa bvneapus om APTACA, Hmanus;

KomucusaTa HampaBd IIpOBEpKa HA ChABPKAHMETO HA TEXHHYECKOTO IIPEIIOKEHHE
cp00pa3HO H3UCKBAHMATA Ha IIpoIEeNypara M YCTaHOBH, 4Ye JIOKYMEHTHTE Ha yJaCTHHKA
OTTOBapAT HA M3MCKBaHMATA Ha IIpoLleypara i 3aKoHa.

OdepupannTe MEIUIIMHCKHA  W3JENUs CHOTBETCTBAT HA  M3HCKBAHMATA HA
TEXHHYECKaTa CrelH(HKaIHsd KbM JOKYMEHTAIIHATa 3a yJ4acTHe B IIpoueaypara, NoApoOHO
OIMCAHH II0 HOMEHKJIATYpH B oOoco0eHaTa MO3WIMs ¥ KOMUCHATA IIPEMUHA KBM OIEHKA 10
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IOKa3aTels ,,Ka4eCTBO”, CBHIIIACHO METONMKATa 3a OIEHKA OMKCAHa B JOKYMEHTAIMATA 33
ydacTHe B IpolieypaTa. ot :

OreHKaTa Ha TEXHHYECKOTO MPEIOKEHHE € U3BBPINEHa M OTpaseHa B [Ipuioxenue
Nel xBM HACTOSIIHS IPOTOKOIL

Ha 0a3a ropems.ioskeHOTO KOMHCHSITA HAMHPA TEXHUYECKOTO MPEIJI0KCHHE HA
YYACTHHKA 32 OTrOBAPSANI0 B IbJHA CTelleH HA H3NCKBAHMATA HA Bb3JI0KHTEIM,
3a/10’KeHH B TeXHHYecKaTa cnenupuxanus Ha JokymeHTamusira. C orjen Ha TOBa,
KOMHCHATA €IHHOTYIIHO pemH, 9e Jonycka y9acTHuka ""Onrum Ko' OO/I 1o ciaexpam
eTan B MPoUeaypaTa — 0TBapsAiHe HA IIeHOBOTO MpeJIoKeHHe Mo 000co0eHaTa MO3HIU

Ilo OTHOWCHHE Ha Ipe/CcTaBeHuTe AOKyMeHTH 1o w139, an.3, 1.1 or III30II ot
""Hosa I'pyn MuBecrment CPJI" mo:

OIINel7 Cyxu mecnioge

TexHHYEeCKOTO MpPEIIOKEHHE OTroBaps Ha M3MCKBAHHATA HA BBL3JIOKHUTEIS 110
OTHOLICHHE Ha ChABPKAHHE U GopMa H € W3roTeeHo 1o [Ipunoxerne Ne3 ot obpasuure KM
npouenypata u [Ipunoxenue Nel, npeacraBeHo HA XapTHEH W ONTHYEH HOCHTE.

[Ipennosxenu ca:
® CpOK 3a J0cTaBKa 10 72 (cememecer | J(Ba) 4aca, a IPH CHENIHH CIydan 10 24
(BajleceT M YeTHUPH) Yaca OT MOJIyYaBaHe Ha 3asBKa;
® OCTaThYeH CPOK Ha IOJHOCT HA JOCTABEHUTE MEIUIMHCKH H3IEIHA HE II0-
MaireK 0T 60% oT 001IHs CPOK Ha TOMHOCT;
YYaCTHHKET € IPECTaBUI BCHYKH H3UCKYEMH OT BB3JIOKUTENS JOKYMEHTH, & HMEHHO:
* 30 ogepupanume meduyurcky uzdenus e npedcmasena 6 saseper npeeod EC
Oexnapayusi 3a cwvomeemcmeue u ,CE" mapxupoeka 6 cvomsemcmeéue c
usucKeanusma Ha ya. 14 uwun. 15 om 3IMH;
®  npedcmaseny ca UUCKyeMume Kamanosu / npooyKmosa nucma,
npeocmasen e OOKYMEHM 3a OMOPU3AYUS/OMOPUSAYUOHHO WUCMO OM NPOU3E00Umel,
yoocmoeepasaujo npasa 3a NPeOCHASUMENCME0 U MbpPeo8Us HA MEPUMopuAma Ha
Penybnuxa bBvneapus om Acro Biotech Inc., U.S.A u nal von minden GmbH, Germany;
KomucusTa HanpaBu IpoBepka Ha CHIBPKAHHETO HA TEXHHYECKOTO IPEIOKEHHE
cb0OpasHO HM3MCKBaHWATA Ha TIPOLENypaTa B YCTAHOBH, Ye JOKYMEHTHTE Ha YYacTHHKA
OTroBapAT Ha M3MCKBaHUATA Ha MIPOLEAypaTa H 3aKOHA.

ITo nomenkmarypa Nel7001 TpomonuH (KauecTBEH METOJ) YYAaCTHHKHT HE €
IPEJICTABHI HM3HCKyeMaTa MOCTpa, a € IIPeJICTABWI JeKIapalns, 9e¢ € HEBBH3MOIKHO
IIPEACTABSIHETO Ha 2 Oposi MOCTPH, Thil KaTO TECTOBETE ca HEPa3eliHa YACT OT OIAKOBKA OT
25 Opos Tecta. B noxymenTanusita 3a yuactue pazaen 1l Texuuuecka cneuuukanus, 1.2.5.1
Moctpu, cTp.28 (mocnesnen ab3alr), BE3IOKUTEISAT € IOCOYUIL: ......Mocmpume ce npedcmassm
8 Hau-Mankama npednazana paz@pacoexa/onakoska, ako e mozam 0a Gvdam Oeiumu Ha eOUHUIHY
bpoiixu. ”

Komucusara npeayiara y4acTHHKBT Aa Obje OTCTPaHEH MO0 HOMEHKJIATYpa
Nel17001, na ocHoBanme wi1.107, 1.2, GykBsa a) ot 30TI — npeacTaBui e odepTa, KOSITO He
O0TroBaps HA NpeJIBAPHTEIHO 00SIBeHHTE YC/IOBHS HA MOPHYKATA.

OdepupannTe MEIUIMHCKH H3IETHS 10 OCTAHAIATE HOMEHKIATypH B obocobeHara
TO3UIMS  CHOTBETCTBAT HA M3HCKBAaHUATA Ha TeXHHYECKaTa CHeNH(HKAIES KbM
JMOKYMEHTAllUsATa 3a y4acTHE B HpoIenypara, MOApoOHO ONHCaHH IO HOMEHKIATYPH B
obocoOeHara IIO3MIHS W KOMHCHATA [PEMHHA KbM OLEHKA IIO IIOKAa3aTels ,,KayecTBO”,
CHIVIACHO METOJIMKATA 3a OIICHKA ONUCaHa B JIOKYMEHTaIUATa 32 YIacTHE B IPOLICAYpaTa.

Ormenkara Ha TEXHMYECKOTO IPEIOKECHHUE € M3BBPINEHA W OTpaseHa B [IpuioxkeHwue
Nel xBpM HacTOSIIHS TIPOTOKOI.

Ha 6a3a ropeus/io’keHOTO KOMHCHATA HAMHPA TEXHHYECKOTO NpENIOKeHHE 110
OCTAHAJHUTE HOMEHKJIATYPH HA YYACTHHKA 32 OTrOBAPAI0 B IIBJIHA CTENEH Ha
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H3HCKBAHUATA HA BBIJOKUTENH, 3a/0KeHH B TeXHHYecKaTa cmenudpuKanas HA
nokymenramusita. C orjief Ha TOBA, KOMHCUST2 €IHHOAYIIHO pemH, dHe AOMYycKa
yuactHuka "Hosa I'pyn Musecrment CPJI" n0 eneasam eram B mpouexypara —
OTBApSIHE HA MEHOBOTO MpeNIOKeH#e N0 OCTAHAIHWTE HOMEHKJATYpH B 00ocodeHara
HO3HIHSH.

OITNe18 /Ipyzu koHcymamugu

TexHrYecKOTO TPEIIOKeHHE OTroBaps Ha M3MCKBAHHUATA HA BBIJIOKHUTENS II0
OTHOIIIEHHE Ha CHIBpKaHue U GopMa U € u3roTBeHo 1o Ipunoxenne Ne3 ot oOpasiuTe KpM
mpoueaypata u [Ipunoxerue Nel, npeacraBeHo Ha XapTHEH W ONTHYEH HOCHTEI.

[Ipeanoxenu ca:
® CpOK 3a jiocTaBka 10 72 (cemeMIeceT U ABa) 49aca, a IIpH CIICIIHHU CIydad 1o 24
(ZBajeceT u YeTHPH) Yaca OT II0TyJaBaHe Ha 3asaBKa;
® OCTaThyYeH CPOK Ha T'OJHOCT HA JIOCTABCHHUTE MEAULMHCKH H3JelHs HEe Io-
Marsk 0T 60% 0T 06IIHs CpOK Ha TOAHOCT;
VY4YacTHUKET € MPeICTaBHII BCHUKH U3HCKYEMH OT BB3JIOJKUTENS JOKyMEHTH, 8 HMEHHO:
® 30 oghepupanume MeOUYUHCKY U30enua e npedcmasena 6 sasepern npeod EC

Oexnapayus 3a cwomeemcmeue u ,,CE" mapkuposka 6 cbomeemcmeue

uzuckéanusma Ha 4i. 14 uwyn. 15 om 3MH; -

®  mpedcmasenu ca UUCKyemume kamanosu / npooyKkmoea iucma,

e mpeocmasen e OOKYMEHM 34 OMOPU3AYUS/OMOPUSAYUOHHO HUCMO OM
npouzsooume, YOOCMOGEPAGAW0 Npasa 3a NPeOCMAGUMENCME0 U MbP206UA HA
mepumopusma na Penyonuxa bvneapus om nal von minden GmbH, Germany;,
KoMucHsTa HalpaBd NpOBEpPKAa HA CHIBPKAHHETO HA TEXHUYECKOTO IIPEIUIOKEHHE

¢b00pa3HO M3MCKBAHHUATA Ha MpOLEAypaTa M YCTaHOBH, Y€ JOKYMEHTHTE Ha YYaCTHHKA HE
OTrOBapsT HA U3UCKBAHUATA HA IIPOIIEypaTa u 3aKoHa II0 CIECIHNTE HOMEHKIATYPH:

o [8001 Asmomamuynu nunemu 5;10:20;25;50:75;100; 200;250; 500; 1000 mxn

¢ gpuxcupan obem,

o 18002 Aemomamuunu nunemu om 5,10;20;25;50;75;100; 200;250, 500, 1000

MKIL ¢ npoMeHnus obem,

18003 Haxoneynuyu 3a asmomamudnu nunemu (ocoamu) x 10006p.;
18004 Haxoreunuyu 3a aemomamuynu nunemu (cunu) x 10006p.;
18005 Jlanyemu (cmepuinu);

18008 Muxpoenpysemxu mun Ependorf ¢ xkanaue x 1.5 mn;

o 18010 IIpeomemnu cmuria (He mamupani)

KoMucHaTa KOHCTATHPA, Y€ 10 TOPENOCOYEHUTE HOMEHKIATYpPH HsMa IIPEICTAaBEHH
OTOPH3AIMA/OTOPH3ANHOHHO IMHCMO OT IIPOM3BOJMTEN, YAOCTOBEPABAIIO IIpaBa 3a
NPEICTABATENCTBO ¥ THPrOBHsS Ha Teputopusita Ha PenyGnuka beirapus/Iorosop 3a
aucTpuOyIms/ meximapanus 3a HMHOOPMHUPAHOCT, H3JaJeHa OT  NPOM3BOJMTENS, He
Yy4aCTHMKBT TI€ MojaBa OGepTH 3a ydacTHe B OOINECTBEHH IOPHYKM IO OTHOINEHHE HA
[IOCOYEHOTO B JIEKJIapalusTa MEIUIIMHCKO U3/eJIHe MM APYT HOAXOIAIN JOKYMEHT, IO CBOS
IpeleHKa, H3/1ajIeH OT MPOU3BOIUTENSI I OQUIMATIEH JUCTPHOYTOp, OT KOWTO J1a € BHIHO,
Yye yYaCTHHKBT MOXKe Aa JocTaBd oQepHpaHHTe MEIULMHCKH H3JENHs, MpeAMeT Ha
opBYKaTa.

KoHcTaTHpaHOTO IIPEACTaBIsABA HAPYIICHHE H € CaMOCTOSTEIHO OCHOBaHHE 3a
orcrpansBade Ha ydactHUKBT '"HoBa I'pym HMusecrment CPJI'" mo HomeHKIaTypH
Ne18001, 18002, 18003, 18004, 18005, 18008 1 18010 mHa ocHoBanme 4.1.107, 1.2, OyxBa
a) ot 30II - npencraeui e odepra, KOATO He OTrOBaps HA NPEIBAPHTENHO 00sIBEHUTE
YCJIOBHA 32 H3MbJIHEHHE HA MIOPHYKATA;

OdepupanoTo MeIMIMHCKO H3fenue 1o HoMeHknatypa /8012 CRP - kauecmeen
Memod CBOTBETCTBA HA M3HCKBAHHMATA HA TEXHWYECKaTa CHCIUGHKAIUS — KbM
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AOKYMEHTAlMATA 33 y4acTHE B NPONENypaTa H KOMHCHATA IPEMHHA KBM OICHKA IO
TOKas3aTens ,,KauecTBO”, CHITIACHO METOJMKATA 3a OLEHKA OMHCAHA B IOKYMEHTALMATA 3a
y4acTHe B IpoLeaypaTa.

Onenkara e n3pbpruena u otpasena B Iprnosxenne Nel kpm HACTOSAIIHSA IPOTOKO.

Ha 6a3a ropeus/ioskeHOTO KOMHCHSITA HAMHPA TEXHMYECKOTO NpeNIoKeHHE TI0
HoMeHK/IaTypa 18012 Ha yyacTHHKA 332 0TroBapsAIIO B IBJAHA CTeNeH HA WIHCKBAHMATA
Ha BB3JI0KHTENS, 3J0KEHH B TeXHHYECKATa coenuuKanus Ha JoKyMmeHTanusra, C
OTJIE] HA TOBA, KOMHCHATA €IMHOAYINHO pemid, Ye Aomycka ydactHuka "Hosa I'pyn
Husectment CPJI" po caemBam eram B npouexypara — OTBapsiHe HA IEHOBOTO
IpefsIoKeH e 10 HOMeHKIaTypa 18012.

OIINo20 Baxomeiitnepu 3a 63eMane HA 6eHO3HA KPbE
TexHUYECKOTO IIpEUIOKEHHe OTTOBAPS HA W3UCKBAHMATA HA BB3IOKHTENS IO
OTHOIICHHE Ha ChABPIKAHKE K GOpMa | € U3TOTBeHO 110 Ilpriokenue N3 oT o6pasiuTe KbM
nponeiypara u Ipunoxenne Nol, IpeIcTaBeHo Ha XapTHEH H OIITHYEH HOCHTEI.
IIpennoxenu ca:
® CpOK 3a JiocTaBKa 110 72 (cemeMaeceT u 1Ba) Jaca, a IIPH CIICINHU Cliyuau 1o 24
(ZBazmeceT u YETHPH) Yaca OT MOTydaBaHe Ha 3asBKA;
® OCTaTb4eH CPOK Ha TOOHOCT HA JOCTABEHUTE MENMIIMHCKH H3IENHA HE II0-
Manek oT 60% oT 06IIHs CpoK Ha TOTHOCT;,
Y4YacTHUKBT € IPEICTABHII BCHYKH H3UCKYEMH OT BB3JIOKHTENS JIOKYMEHTH, @ IMEHHO:
*  3a oghepupanume MeOUYUHCKU U3OEIUA e NPeOCABeHa 6 3aeepen npeeod EC
Oexnapayus | 3a cvomeemcmeue u , CE MAPKUPOBKA 6 CbOMEEMCHmBUe ¢
usUckeaHusma na uin. 14 uun. 15 om 3MH:
®  NpedCmasenu ca UUCKyeMume Kamanosu / npooykmosa iucma;

KomucusTa manpaBi nposepka Ha ChIBPKAHHETO HA TEXHHUESCKOTO HPEIOKEHHE
¢pOOpPa3HO M3UCKBAHMATA HA IPOLENypPaTa W YCTAHOBH, Y€ JOKYMEHTHTE HA y4acTHUKA He
OTrOBapAT Ha W3HCKBAHHATA Ha IIPOLEAypaTa M 3aKoHa, 3al0TO0 3a odepupaHHTe
MEIUIUHCKH H3Ienus o obocobenara TIO3UIUS HAMAa IPEJICTaBEHH
OTOPH3AIHMs/OTOPU3ANMOHHO IIHCMO OT [POM3BOMMTEN, YHAOCTOBEPSBAIIO mpaBa 3a
[pe/CTaBUTEICTBO W ThProBHA Ha Tepuropusra Ha PemyGmuka Bearapus/morosop 3a
mactpulbynms/  fmexnapanus 3a HWHPOPMHPAHOCT, W3AafeHa OT NPOU3BOJUTENS, Ye
YYAaCTHHKBT IIE I0JaBa O(epTH 3a ydacTiHe B OOINECTBEHM IIOPLUKH [0 OTHOIICHHE HA
IIOCOYCHOTO B NCKIApAUATa MEAUIHHCKO U3JEIHE M APYT HOAXOIMAIN JOKYMEHT, TI0 CBOS
TIIpENeHKa, M3MaIeH OT MPOU3BOHUTENS WM O(HITHANCH THCTPUOYTOP, OT KOHTO Ja € BHIHO,
4€ YUACTHHKBT MOXKE Ja JOCTaBsi OQepHpaHHTe MEIHLHHCKA H3JEJHs, IIpeAMET Ha
OpPBYKATA.

KoHcTaTupaHoTo IIpesicTaBisiBa HApYIIEHHE H € CAMOCTOSTENHO OCHOBAHHE 34
OTCTpaHABaHe 110 obocobenara mosmmust Ha yyacTHuksT "Hosa I'pyn Musecrment CPJI"
Ha ocHoBaHue W1.107, 1.2, Gyksa a) ot 3011 — npexcraBu e odepra, KosITO He 0TroBaps
Ha NPEIBAPHTEIHO 00SIBEHUTE YCI0BHA 32 H3MbJHEHHE HA MOPHYKATA.

OllNe21 Peakmusu 3a_napazumonozuyna nabopamopun 3a_anapam "Urit 660-
ELISA"

TexHu4eckoTo TpeTOKEeHHE OTroBaps HA W3UCKBAHMATA HA BH3NOKHTEIL IO
OTHOLICHHE HA CBABPIKAHKHE U (OPMa H € H3TOTBEHO 110 Ilpunoxkenue Ne3 oT oGpasmuTe KbM
npouenypata u [punoxenne Nel, mpencTaBeHo Ha XapTHEH W ONTHYEH HOCHTEIL

ITpennmoxenwu ca:
® CpOK 3a JIocTaBKa 0 72 (cezeMeceT U 1iBa 4aca) 9aca, a IpH CIOEITHH CTydYan
10 24 (J1BajIeCeT W 4ETHPH) Yaca OT IONYYaBaHe Ha 3asBKa;
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e OcCTarb4eH CPOK Ha TOJHOCT Ha JOCTABEHWTE MEIMIMHCKH H3JENus HE TIO-
Mairsk 0T 60% oT ofmus Cpok Ha FOJHOCT;
VYacTHHKBT € NPEICTABAI BCHUKA U3UCKYEMHU OT BB3JIOKHUTENS JOKYMEHTH, 2 HMCHHO!

e 3a oghepupanume meOUYUHCKY U30enUs e npedcmasena 6 sasepen npeeod EC
dexnapayus 3a cvomsemcmeue u ,CE" mapxuposka 6 cvomsemcmeue ¢
usuckeanuama na i, 14 uun. 15 om 3MH;

e npedcmasenu ca U3UCKyeMume Kamanosu / npooyKmosa iucma;

e npedcmaser € OOKYMeHM 34 OMOPUSAYUS/OMOPUIAYUOHHO RUCMO  OmM
npouseooumen, YOOCHOGEPAGAUIO NpA6A 3G NPeOCmAsUMENCmeo U Mbp2o6us Ha
mepumopuama na Penybiuxa bvnzapus om Bioactiva Diagnostica GmbH, Germany;
KoMmucHsATa HAIPaBH TPOBEPKA HA CBIBPKAHWETO HA TEXHUYIECKOTO NMPEIUIOKEHHE

chOOPA3HO HM3MCKBAHWSTA HA IMpOLEAypara W yCTAHOBH, Y€ NOKYMEGHTHTE Ha yJacTHHKA
OTroBapsT HA H3UCKBAHMATA HA NIPOLIEAypaTa i 3aKOHa.

OdeprpannTe MEIWUIUHCKA H3JENHA CHOTBETCTBAT HA  H3UCKBaHHATA HA
TexHHUEeCKaTa CeHHUKAINS KbM JOKYMEHTAIMATa 38 YJacTHe B IPOIEIypaTa, nmoapobHo
OIIFCAHM 110 HOMEHKIATYpH B 00ocobeHaTa MO3HIMA U KOMHCHATA MPEMHHA KbM OLICHKA 110
OKA3aTeNs ,,Ka4yecTBO, CHITIACHO METOJMKAaTa 3a OlleHKa OIKCaHa B JOKYMEHTallusATa 3a
y4acTHe B IIPOLEaypaTa.

OreHKaTa Ha TEXHHYECKOTO IPEIJIOKEHUe ¢ H3BbpIIeHa U oTpaseHa B [Ipunoxenune
Nel xBM HaCTOSIIHUSA IIPOTOKOIL.

Ha 6a3a ropeHsioskeHOTO KOMHCHATA2 HAMMPA TEXHHIECKOTO IPeII0KeHHE HA
YYACTHHKA 32 OTrOBapslio B ObJIHA CTelleH HAa H3HCKBAHWATA HAa BB3JIOKHUTENH,
3a/10jKeHH B TEXHHYECKATa cHenH(HKamus HA JoKyMeHTanusTa. C orien Ha ToBa,
KOMHCHATA €IHHOAYIIHO pemHu, 4e momycka yuacrnuka ''Hosa I'pyn HuBecTt™meHT
CPJI" no cjeiBaml eTan B IpOIeEAypaTa — 0TBapsiHe HA IEHOBOTO NpelokeHHe 10
obocobenaTa Mo3HIM.

OITN:23 JIpyzu peakmusu i KOHCYMAMugy 3a nApasumonozuyna 1abopamopusn

TexHW4ecKOTO NpeJIOKeHHe OTroBaps HAa H3MCKBAHUATA HA BB3JIOKUTENL IO
OTHOIIICHAE Ha ChIbpKanue H GopMma U e u3rorseHo no IIpunoxerne Ne3 o 0bpasnuTe KbM
npouenypara u [Ipunoxenne Nel, mpeacTaBeHo Ha XapTHEeH H ONTHYEH HOCHTEIL.

[Ipennoxenu ca:
e CpOK 3a JI0CTaBKa 10 72 (CeleM/IECeT | JIBa) 4aca, a IIPH CIIEIIHM Cllydan 10 24
(mBajmeceT ¥ 9YETHPH) Yaca OT II0JTyJaBaHE Ha 3a54BKa;
e OCTaThUeH CPOK Ha TOJHOCT HA JIOCTABEHHTE MEIUIMHCKH H3JEIHsS HE II0-
Mansk 0T 60% oT 001Hs CpoK Ha TOAHOCT;
VYacTHHUKET € IPeICTABHII BCHIKH U3UCKYEMH OT BB3JIOKUTEIs JIOKYMECHTH, 8 UMEHHO:
o 30 ogepupanume MeOUYUHCKY u30eNUs e Npedcmasena 6 3asepen npe6od EC
dexnapayus 3a cvomeemcmeue u ,,CE" mapruposexa 6 cvomsemcmeue ¢
usuckeaunusima Ha 4n. 14 u un. 15 om 3MH;
o npedcmaseHy ¢a USUCKYyeMume Kamanosu / npooykmosa iucma;

KoMmucHsaTa HanpaBd [IPOBEPKA HA CHIBPIKAHHETO HA TEXHHYECKOTO IPE/JIOKCHUE
chOOPA3HO M3UCKBAHUSATA HA TPOIEAYpaTa W YCTaHOBH, Y€ JIOKYMCHTHUTC HA y4acTHHKA HC
OTroBAapST HAa M3UCKBAHMATA HA [POLEJypara H 3aKOHA, 3all0TO 3a OdepupaHuTe
MEIMIIUHCKA H3JISIUS 1o obocobenara TIO3UIIHUA HAMA IpeICTaBeHH
OTOPH3AIMs/OTOPH3AMOHHO ITHCMO OT [POH3BOAMTEN, YAOCTOBEPSBAIIO IpaBa 3a
IPE/ICTABATENCTBO M THPIOBHMS HA TepuTopusra Ha PemyOmmka Brirapus/moroBop 3a
JqucTpuOyIMs/ jeKnapands 3a MHQOPMHPAHOCT, H3JaJeHa OT  TPOU3BOIMTENL, Y
YYaCTHHKBT II¢ [10faBa odepTH 3a ydacThe B OOIIECTBCHH IOPHYKH IO OTHOIICHHUC HA
[IOCOYCHOTO B JIEKIApAAITa MEIHIMHCKO H3IEHe WK JPYT IOAXOISAIN JOKYMEHT, 110 CBOS
nIpeleHKa, W3/1a/ieH OT IIPOM3BO/IMTENS HIH O(uIMaIeH TUCTPHOYTOp, OT KOHTO Jia € BU/IHO,
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9e y4YacTHMKBT MOJKE Ja JocTaBs oO(epHpaHWTe MEAMIMHCKM H3IENHsA, INpPeIMeT Ha
HOpBUKATA.

Koncratupanoto mpencraBisBa HapylleHHe H € CaMOCTOSTETHO OCHOBAaHHE 3a
oTcTpaHsBaHe o obocobenara mo3uims Ha yyacTHUKBT '"Hosa I'pyn UuBectment CPJI"
Ha ocHOBaHHe w1.107, 1.2, 6yxBa a) ot 3011 — npeacraBui e odepTa, KOATO HE OTTOBAPS
Ha NpeJBapUTe/IHO 00IBEHUTE YCI0BHS 32 H3bJIHEHHE HA NOPHYKATA.

OIINo24 Peaxkmugu i KOHCYMarmuey 3d cepoiozutHa 1adopamopus

TexHUYeCKOTO MpeUIoKeHHe OTroBaps Ha W3HCKBAHMATA HA BB3JIOKHTEIS IIO
OTHONICHUE HA ChIAbpKaHue W popma H e u3roTeeHo 1o [Ipmnoxkenune No3 ot obpasnute KeM
npouenypata u [Ipunoxenue Nel, mpencraBeHo Ha XapTHEH U ONTHYSH HOCHTE,

[Ipennoxenu ca:
® CpOK 3a JOCTaBKa 0 72 (cemeMIeceT U 1Ba) 4aca, a IIPH CIEIIHH ciIydaH 10 24
(BageceT M YETHPH) Jaca OT IIOJTyJaBaHe Ha 3asaBKa;
® OCTaThueH CPOK Ha TOMHOCT Ha JOCTARCHUTE MEIUIMHCKHM HW3IETHS HE IIOo-
ManbsK 0T 60% OoT 00mus cpoK Ha TOTHOCT;
VUacTHUKBT € NPEACTABHII BCHUKH H3UCKYEMH OT BB3JIOKUTEIIS JOKYMEHTH, & UMEHHO:
*  3a oghepupanume MeOUYUHCKU U30enus e npedcmasenda é 3aseper npesod EC
Odexnapayus 3a cvomsemcmeue u ,,CE" mapxuposka 6 cwvomsemcmeue c
usucksanuama Ha 4. 14 wyn 15 om 3MU;
®  npedCcmaseru ca UUCKyeMume Kamanio3u / BpooyKmoea Jucma;
® npedcmasen e OOKYMeHm 3d OMOpU3AYUS/OMOPUIAYUOHHO RUCMO OMm
npouzeooumeln, YOOCMOEEPABAUO NpABA 3d NPeOCmAasUmMencmso u movpeosus Ha
mepumopusma na Penybaurxa Benzapus om nal von minden GmbH, Germany;

Komucusara Hampasd NpoBepKa HA CHABPKAHHETO HA TEXHWYECKOTO IIPEIIOMKEHHE
ch00pa3zHO HM3UCKBAHUNTA HA MpOIEaypaTa ¥ YCTAHOBH, Y€ NOKYMEHTHTE Ha yJacTHHKa HE
OTrOBapsAT HA M3UCKBAHUATA HA IPOLEAYyPAaTa H 3aKOHA 110 CIICIHHUTE HOMEHKIIATYPH:

o 24001 IInaxu cmepunnu c kanax (ui-17 x 0-8cm - 962nezoa) 3a TIHXA "U";
o 24006 Cmamuse 50 eneszda ¢ duamemvp 10mm;

e 24007 Cmamue 50 enesoa c ouamemnvp 15mm;

o 24008 Cmamus 3a enpysemxu" Enenoopgh";

Komucusta xoHCTaTHpa, Y€ IO TOPENOCOUEHUTEe HOMEHKIATYpH HSIMa IpPEeACTaBEeHH
OTOPU3ALUA/OTOPU3ALMOHHO, THUCMO OT IPOH3BOAMTEN, YAOCTOBEPSBALIO IIpaBa 3a
IIPENCTAaBUTENICTBO M THProBUs Ha TepuTopusra Ha PenmyOmukxa bBwnrapus/morosop 3a
micTpuOynus/ jaexiapaius 3a HHQOPMHUPAHOCT, W3JaZieHa OT  IIPOH3BOAWTENS, e
YYaCTHHKBT Ile mojaBa odepTd 3a ydacTHe B OOIIECTBEHH MOPLUKHM II0 OTHOINEHHE Ha
NOCOYEHOTO B ACKJIapalldaTa MEIMIHHCKO H3/IEITHe MU JPYT IOJXO/IAL JOKYMEHT, 110 CBOS
IpeLeHKa, U3IaIeH OT MTPOM3BOAMTENS WM OpuIHanes JMcTpubyTop, OT KOUTO Ja € BHIHO,
Ye YYaCTHHKBT MOXKE Ja JocTaBS odepHpaHUTe MENHIMHCKMA WU3JENus, NpeaMeT Ha
[OPBYKATA.

KoHcTaTHpaHOTO MpencTaBlsiBa HApYLIEHHE H € CaMOCTOSTENIHO OCHOBaHHE 3a
orctpansBade Ha yuacTHUKLT ''HoBa I'pynmn HuBectment CPJI" mo HomeHKIaTypH
Ne24001, 24006, 24007 a 24008 wna ocHoBanmme 41.107, 1.2, 6ykBa a) ot 30II —
npeacTaBui e odgepra, KOATO HEe OTTOBAPS HA NMpeJBAPUTEIHO 00SBeHUTE YCIOBHA 32
H3IbJIHEHHE HA IOPHYKATA;

Odepupante MeTUIUHCKH HU3aenus 1o HoMmeHknatypu 24002 Peaxmus 3a BEMT- 3a
cugpunuc (RPR - Carbon) u 24003 Peaxmue TIIXA - 3a cuguruc chOTBETCTBAT Ha
U3UCKBAHMSATA Ha TeXHWYecKaTa crenudukanis KbM JOKYMEHTallHsiTa 3a YJacTHE B
mpornenaypaTa U KOMHCHATA IPEeMHMHA KBbM OIEHKA IO MoKasaTens ,,KadecTBO , CBHITIACHO
METOIMKATA 34 OIIEHKa ONMCaHa B JIOKYMEHTAIMATA 3a YYacTHe B POl ypara.

Onenkara ¢ H3BbpINeHa U oTpazeHa B [Ipunoxenne Nel KbM HACTOSIUS TTPOTOKOIL

55



Ha 06a3a ropensio:keHOTO KOMHCHATA HAMHPA TEXHUYECKOTO MpeIIosKeHHe I0
HomeHkJaTtypa 24002 u 24003 Ha yyacTHMKA 3a OTrOBApSAIN0 B NBJHA CTENEH HA
H3HCKBAHMATA HAa BB3J0KHTEIs, 3aJ0KeHH B TeXHHYECKATa cnenuuKanus Ha
aoxkymeHtanuaTa. C oriieq Ha ToBa, KOMHCHATA €IHHOAYIIHO PpemH, 4Ye JOIMycKa
yusactouka "Hopa I'pym Husecrment CPJI" 10 ciaeasamy eram B npoueaypara —
OTBApsiHE HA EHOBHTE MPeII0XKeHH M0 HOMeHKIaTypu 24002 u 24003.

OIINe25 Peakmugu u KOHCYMAMUGH 30 MUKPOOUONOZUYHA 1aDopamopus

TeXxHHYeCKOTO IPE/UIOKEHUE OTroBaps HA H3MCKBAHMATA HA BB3JIOXKHTENS II0
OTHOILIEHUE Ha ChABPKaHUEe U popMa U € u3rorseHo 1o Ilpunoxerne Ne3 o1 oOpasnute KM
npouenypara u [Tpunoxenne Nol, npeacTaBeHO Ha XapTHEH W ONTHYSH HOCHTEIL

IIpennoxenu ca:

® CpPOK 3a JIOCTaBKa JI0 72 (celeMIeceT U /Ba) yaca, a Ipy CIIEITHH CITy4au 1o 24
(IBameceT W 4ETHPHU) Yaca OT MOTyJYaBaHe Ha 3asBKa; ‘

e OCTarb4YeH CPOK HA TOAHOCT HA JOCTAaBEHUTE MEOUIIMHCKH HM3AENHS HE Io-
MaibK 0T 60% oT ofIIHs CpOK Ha I'OJIHOCT;

YUacTHHKBT € IIPEJCTaBUT BCUUKH H3UCKYEMH OT BB3JIOKHUTENS JJOKYMEHTH, @ HMEHHO:

® 30 ogepupanume MmeOUYUHCKU u30enus e npeocmaeeHa 6 sasepeH npeeod EC

Oexnapayus 3a cvomsemcmeue U ,, CE" Mapkupoexa 8 cbomeemcmeue ¢ UsUCK8aHUAMa na

yn. 14 wun. 15 om 3MH;

®  npedCmaseHu ca UUCKYeMUme Kamano3u / npooyKmosa nucmad;

®  ppedcmasen e OOKYMeHm 3G OMOPU3AYUS/OMOPU3AYUOHHO — RUCMO  Om
npoussooumen, YOOCMOosEPABAW0 Npasa 34 NPeOCHABUMencmeo U Mbpeosus Ha
mepumopuama Ha Penybnuxa bwneapus om nal von minden GmbH, Germany u Acro

Biotech Inc., U.S.A;

KoMucusita HampaBu npoBepKa Ha CHOBPKAHHETO HA TEXHMUECKOTO IIPEANIOKEHHE
cb00pa3HO M3UCKBaHMATA Ha [IpOIeaypaTa B yCTAHOBH, HE NOKYMCHTHUTE HA yYaCTHUKA He
OTroBapsAT Ha M3WCKBAHUATA Ha IIPOIleAypaTa 1 3aK0Ha [0 CJIETHUTE HOMEHKIATYPH:

o 25004 Enpysemxu 2umn (RAGCHMMACOSU-CHEPWIHY, 2PA0YUPAHU) C BUHMOEU
Kanayku (c 2ymeno yniamuenue), cvc cmoawa ocrnosa (Kpuo enpysemxu);

e 25005 Inacmmacoeu nempu 90mm ouamemup;

o 25006 Enpysemxu 16 x 120 mm, 15 mn, uepeena 6uHmo8a Kanauka, Cmepuiiy,
nonucmupen,

o 25007 Tamnonu cmepuinu é enpysemsd,

o 25008 Tamnonu cmepunnu 8 enpysemia,

o 25009 Cmepunnu mamnonu, ObpeeHY, UHOUBUOYATHO ONAKOBAHU;

o 25010 Koum-pu c nvoic.3a geyec,cmep.,30ma,;

o 25011 Cmepunnu xonmeiinepu 3a ypura 60 mi ¢ 8uHmosa kanauxa.

Komucusta koHCTAaTHpa, 9€ [0 TOPENOCOYEHATE HOMEHKIATYpH HAMa IPEICTaBEHH
OTOPHU3ALUSA/OTOPU3AIMOHHO TMCMO OT TNPOW3BOJMTEN, YIOCTOBEpSBAIIO0 TIpaBa 3a
IpPEACTABUTENICTRO W TBPrOBHsS Ha Tepuropusita Ha Pemybnuka benrapus/morosop 3a
mucTpubynug/ nmexiapanmus 3a HHQOPMHUPAHOCT, H3[aleHa OT  MPOU3BOAWTENS, Ue
YYaCTHHKET IIe mojaBa odepTH 3a ydacTHe B OOINECTBEHH INOPBHYKHM 10 OTHOINEHHE Ha
MOCOYEHOTO B JIEKJIapalusaTa MEJAUIIUHCKO HU3/IeHe WIH APYT HOAXOMAI] JOKYMEHT, I10 CBOS
IpeleHKa, U3a/ieH OT NPOM3BOJAUTENS WK oduIManeH JucTpubyTop, OT KOHTO /1a € BUJHO,
4Ye YYACTHHKBT MOKE Ja JocTaBsi oQepupaHUTe MEIMUIMHCKH HW3IENTHS, NpeAMeT Ha
MOpBUKATA.

KoHncTrarupanoro mnpezcTaBnsBa HapylleHHE H € CaMOCTOSTEIHO OCHOBAaHHE 3a
orcrpansBaHe Ha ydacTHWKHT ''Hoa I'pynm HuBecrment CPJI'" mo HoOMeHKIATypH
Ne25004, 25005, 25006 25007, 25008, 25009, 25010 u 25011 Ha ocnoBanue 41.107, 1.2,
oyksa a) or 30II — npeacrasua e odepra, KOSATO He OTroBaps Ha NpPeIBAPHTEIHO
o0siBeHHTe YCJ0BHS 32 M3NbJIHEHHE HA IOPHYKATA;

56



OdepupanTe MeIMIMHCKE H3IEMHS [0 OCTAHAIMTE HOMEHKIATypH B 0bocoOeHara
[O3WIAS  CHOTBETCTBAT HA W3WCKBAHWATA HA TEXHWYECKara CHeNU(HUKANHI KBM
JOKyMEHTalUATa 3a y4acTHE B IIpOIEAypara W KOMHCHSTA IIPEMHHA KbM ONEHKA I10
mokasarelsi ,,Ka4eCTBO , CBhIVIACHO METOIHMKATa 3a OIEHKA OMHCAHA B JOKYMEHTAIHATA 33
y4acTHe B IpOLeaypaTa.

Onenkara e u3pbplIeHa 1 oTpaseHa B [Ipuioxenne Nol KbM HACTOAIMS IPOTOKOIL.

Ha 0a3a ropeus/io;keH0TO KOMHCHATA HAMHPA TEXHHYECKOTO NpeNIOKEHHE I10
0CTAHAJUTE HOMEHKJIATYPH B 000co0eHaTa MO3UIKs 32 OTTOBAPHAIIM B ITbJIHA CTeleH HA
H3HCKBAHUATA HA BBIJIOKHTENH, 3a7J0KeHH B TeXHHYECKaTa cneundukanus Ha
noxkymentanuara. C oriiel Ha TOBa, KOMHCHATA €IHHOAYNIHO pelIH, 4e JOMycKa
ydactnuka "Hosa I'pyn HuBecrment CPJI" 1m0 cieasam eram B mpomeaypaTa —
OTBapsiHe HA IEHOBHTE NPE/JIOKCHUS 110 HOMEHKJIATYPH B 000co6eHaTa Mo3HIH.

OITNe28 Bup3u munymuu mecmose

TexHU9eCKOTO TpemIOKEHHE OTrOBAPA HA H3UCKBAHMATA HA BEB3JIOKUTENS IO
OTHOIICHHE Ha CHIBPKAHKE U (OopMa U e u3roTeHo 1o [Ipunoxenue Ne3 or obpasuuTe KM
nponenypara u IIpunoxenne Nel, npefcraBeHo Ha XapTHEH H OITHYEH HOCUTEIL.

[Ipennoxenu ca:

® CpOK 3a JIOCTaBKa 10 72 (CeIeMIeceT U JIBa) 4aca, a IpH CICIIHM Cllydan 10 24
(mBazeceT M YETHPH) Yaca OT MOJIyYaBaHe Ha 3asBKa;

® OCTaThYEH CPOK HA TOJHOCT HA JOCTABEHHTEC MEIUIHHCKHA HW3IENHs HE IIO-
MarbK 0T 60% oT 00IIMs CPOK Ha FOAHOCT;

YYacTHUKBT € IPEICTaBHII BCHUKH H3UCKYEMH OT BB3JIOKHUTENS JOKYMEHTH, 4 HMEHHO:

®  3q oghepupanume MeOUYUHCKY Usdenus e npedcmasena 6 3aeepen npecod EC

Oexnapayus 3a cvomeemcmeue u ,CE“ mapxupoexa 6 cvomeemcmeue c

usuckeanuama Ha 4n, 14 wyun. 15 om 3MH;

®  npeocmaseny ca U3UCKYeMume Kamanosu / npooyKmosa 1ucma;,

® npedcmasen e OOKYMEHM 34 OmMOpPU3AYUS/OMOPUAYUOHHO HUCMO OM
npouse00umen, YOOCmOBepAEau0 Hpasa 3a NPedCMABUMENCE0 U MbP2OSUL HA
mepumopusma na Penybnuxa bwvnzapus om Koroglu Medical Devices Lid., Turkey;

Komucusita mampaBu NIpoBepka Ha CHIBPKAHHETO HA TEXHHYECKOTO MPEIIOKEHHE
CbOOpa3sHO H3MCKBaHMSTA HA IpOLEAypara ¥ YCTAHOBM, 4Ye JOKYMEHTHTE HAa Y4acTHHKA
OTrOBapsT Ha M3HCKBAHUSTA Ha MPOIIeaypaTa H 3aKOHA.

Ilo nmomenknarypure B obocofeHara MO3MIMsA YYACTHUKLT HE € IIPEACTABHI
U3HCKyEMHTE MOCTDH, & € MPEINCTaBH JEKIIapaliisi, Y& € HEBB3MOXKHO TIPEACTaBIHETO Ha 2
Opost MOCTPH, Thif KATO TECTOBETE ca Hepas/ellHa YacT OT OlakoBka oT 50 6pos TecTa.

B moxymentanmsita 3a yuactme pazzen II. Texuwuecka cmemmdumkanms, T.2.5.1
Moctpn, ctp.28 (nocnenen ab3arr), BE3TOKHUTENAT € TIOCOUHIL: ,...... Mocmpume ce npedcmassm
8 HAU-MANKama npeonazana pasgacoéka/onaKoéka, ako e mozam 0a Ovoam Oeaumu HA eOUHUYHU
opoiixu.”

KomucasaTa KOHCTaTHpa, Ye TECTOBETE Ca IENMMH, 3all[0TO B TPOIEIypaTa 1o TasH
obocobena mosumus ca OQEPHPAHH MEIWIMHCKA H3JENHS ChC CBHITUTE THPrOBCKH
HaUMCHOBAHWS M OT ChHIIMs IIPOH3BOMHUTEN M OT JPYrH ydacTHHIH. IIpeicTaBeHHTE OT TAX
MOCTPH Ca HHIMBHIYaJlHO OIIAKOBAaHH M IPEACTABEHH B H3UCKYEMOTO OT BBL3JIOKHTEINS
KOJIMYECTRO.

KoncratupanoTo mIpeicTaBiisiBa HapyIIEHHE M € CAMOCTOATE]IHO OCHOBAaHHE 3a
OTCTpaHsBane mo obocobeHara mo3unus Ha ydacTHUKET ""Hosa I'pyn Masectment CPJI"
Ha ocHoBaHue 4w1.107, 1.2, Oyksa a) ot 3011 — npexcraBnia e odepra, KOATO He OTrOBAPS
HA OpeABApPHTEIHO0 00BEHHTE YCI0BHUS 32 H3TbJIHEHHE HA NOPHYKATA.
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OIINe32 Koncymamugu 3a KTUHUYHA HAGMOA02UA U CbOeOHA MeOUYUHA
TexXHHUECKOTO NPEUIOKEHUE OTroBaps Ha M3UCKBAHUATA HA BB3JIOKHUTENS II0
OTHOINIEHUE Ha ChALp:Kanue U Gopma u e uzrorseHo mno Ilpunoxenne Ne3 ot obpasiure KeM
nponeaypata u [Tpunoskenue Nol, npeicTaBeHO Ha XapTHEH M ONTHYEH HOCHUTEIL.
[Ipeanoxenu ca:
® CpOK 3a ocTaBKa 70 72 (cegeMIeceT M /1Ba) Jaca, a IIPH CIEIIHH ciydan 1o 24
(mBameceT W YETHPH) Yaca OT MOTydYaBaHe Ha 3asiBKa;
® OCTaTh4YeH CPOK HA TOJHOCT HA JIOCTABEHHTE MEJUIIMHCKH H3eNus He I0-
Marek 0T 60% oT 00IHA CPOK Ha FOAHOCT;
YHYacTHUKBT € MPeACTaBHIII BCUUKH H3UCKYEMH OT BB3IIOKUTENS JOKYMEHTH, & IMEHHO:
®  3a oghepupanume meOUYUHCKY U30enUs e npedcmasena 6 sasepen npesod EC
dexnapayus 3a cvomeemcmeue u ,,CE” mapkupoexa 6 cvomeemcmeue ¢
usucksanusma va ui. 14 v un. 15 om 3MHU;
®  npedcmaseHu ca U3UCKYeMume Kamano3u / npooykmosa aucma;

Komucusara HampaBH IpOBEpKa HA CHABPKAHHETO HA TEXHHYECKOTO IIPEIOKEHHE
cp0o0pa3sHO M3MCKBAHUATA Ha IpolieAypaTta W yCTaHOBH, Y€ NOKYMEHTHTE Ha y4acTHHKA HE
OTroBapsAT HA M3WCKBAHUSTA HA IpOIeAypara M 3akoHa, 3amoTo 3a odepupaHuTe
METHITHHCKH U3JIEITHS o obocobenara TIO3HITHS HAMa IIpeICTaBEHA
OTOPH3AMKI/OTOPH3AMMOHHO IHCMO OT IIPOHM3BOJHUTEN, YHOCTOBEpSBALIO IIpaBa 3a
IPEJCTABUTENICTBO M THPrOBUS HA TepuTopuaTa Ha PenyOnuka bernrapus/morosop 3a
nucTpubynms/ Aexiapanus 3a HHOOPMHPAHOCT, H3AAA€HA OT  IPOU3BOJMTENS, UYE
VUACTHHKBT IIle mojasa odeprd 3a ydacTue B OOINECTBEHHM IIOPBYKHM IO OTHOIIEHHE HA
[IOCOYEHOTO B JeKIapanusaTa MeIUIIMHCKO H3eNie WIK JPYT HOIXOASIII JOKYMEHT, 110 CBOS
TpeleHKa, U3aeH 0T IPOU3BOAUTEINS MK oduimanes AucTpubyTop, OT KOHTO Ja € BHIHO,
4ye YYaCTHHKBT MOXE Aa AocTaBs odepupaHHTe MENUIMHCKH H3JENIudA, NpeIMeT Ha
[OpBUKATA.

KoHCTaTupaHoTo IpenCcTaBisBa HapylleHWe M € CaMOCTOSTENHO OCHOBaHHE 3a
orcTpansBane o obocobenara mosuims Ha yyacTHUKGT ""Hosa I'pyn Musecrment CPJI"
Ha ocHoBanue wWi.107, 1.2, 6ykea a) ot 30I1 — npexcraBu. e odepra, KOATO HE OTTOBAPS
HA [PeIBAPUTEIHO 00SBeHUTE YCJI0BHA 32 H3IbJIHEHHE HA NOPBLYKATA.

C Tosa Ha 16.09.2020r., HazHa4eHnata OT BB3IOKHUTENS KOMHUCHS HPUKIIOYM CBOSTA
paboTa 1O pasriekiaHe Ha TEXHHYECKHMTE INPEUIOKEHHS HA ONYCHATHTE YYAaCTHHIM B
nporeaypara u cserasu [Iporoxom Ne2.

Ha ocnosanue . 57, an. 3 ot [III30I1 xomucusATa onpenenu gara, 4ac M MsACTO Ha
oTBapsiHe Ha IeHoBuTe npemroxkenud - 21.09.2020r. ot 12:00 gaca, B ronsamara 3aina Ha I
etaxkx B MBAJI ,,JI-p Atanac Tadorcku™ AJl Kppmaanu, 3a KoeTo mpeanpue ASHCTBHA 3a
yBEJIOMSIBaHE HA YIaCTHUIUTE B IPOLEAypaTa.

KOMMUCHSI: ; j
Mpencenar SAMIMMEHO HA OCHOBAHME

UJN.36A, A5.3 OT 30N

YeHone: /
i
lfP SAJIMMEHO HA OCHOBAHME
x-p Pa

UYJ1.36A, AJ.3 OT 30N
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