TIPOTOKOJI Ne 1

Ha 18.10.2016 r. ot 11.00 uaca ce uposeie AVOAMYHO 3aCEAAHHE HA KOMHCHSA
HasHayeHa cbe 3amosen NePJI-11-344/18.10.2016 r. Ha a-p [TeTbp MoOCKOB — MHHHCTBD Ha
37paBeora3BaHeTO, HA3HAueHa Ha H3BLPLIK MoA0Op HAa yuaCTHHUMTE, pa3rieda, OLEHH H
KfacHpa noaajgenute odeptH no oOulecTBeHa MNOpbYKA ¢ npeaMer: JAdocmaska na
MEQUNUHCKN UZ0EAUA 3 AGMIOMAMUYHA OHAZHOCHIUKG HA IMYOEpK)103a 6 pAMKUmE Ha
Hpozpama ,Iododpaeane ua ycmoiivusocmma nHa Hayuonaswama npocpama no
nioepryaosa®, runarncupana om Fnodaanua ghond 3a éopoa cpewy CITHH, mydepryaosa i
saaapus®. O0mecTseHaTa nopbuka ¢ oTkpuTta ¢ Pewenne Ne PH-11-302/12.09.2016 r. Ha
MHHHCTbpAa Ha 3JpaBEONA3BAHETO H €€ CBHCTOM OT 7 (cejlem) 000COOEHH [MMO3HHHH, KakToO
cieaBa:

Odocodena nmozuuna Ne 1: Teuyna cpesa 3a Obp3a AHArHOCTHKA Ha TvOEpKyvio3a, B
- eNPYBETKHM, 32 HABAHO aBTOMATH3ipaHa CHCTEMA 3a OTYHTAaHE Ha PacTewx;

- Odocobena mozuums Ne 2: AHTHOHOTHYEH KHT 34 OTNIPEAEIAHE HA YYBCTBHTENHOCTTA
Ha TYOepKVI03HHTE GAKTEPHH KbM ITHPA3HHAMI, 32 HAlIbJIHO ABTOMATH3HPAHA CHCTEM;

Odocobena mozuumig Ne 3: AHTHOMOTHYEH KHT 3a ONpeAeIsHe YVBCTBHTEIHOCTTA HA
TvOepKYA03HHTe OAKTEPHH KbM: CTPENTOMMUMH, H30HHA3MA, pHAMIHUMH, eTaMmOvTon, 3a
HAHBIHO aBT(-)MaTH'_‘iI-lpaHa CHCTEeMA: u )

Obocobena no3nuna Ne 4: Teyna cpeaa 3a Obp3a AMArHOCTHKA Ha TVOEpKvio3a, B
eNpYBETKH, 33 ABTOMAaTH3HPAHA CHMCTEMA, 3a OTYMTAHE HA HYYBCTBHTEIHOCTTA KbM
nHpasHHaMHI; ' .

Ob6ocotena moznuus Ne 5: Kut odoraTireneH cviilieMeHT 3a Te4Ha cpe:la 3a Obp3a
AHArHOCTHKA Ha TYOepKYyi03a, 33 HalbAHO aBTOMATH3HPAHA CHCTEeMA;

Oobocodena no3uumsi, Ne 6: Kaaudpupawl Kut fer!p}’BETI\'il/ 3a  HANBIHO
aBTOMATH3HpaHa cHCTEMA 3@ 0bP3a AHArHOCTHKA HA TYOEPKYNO3a C TeUHa NXPaHHTEIHa Cpeia
/K}fﬂT)fﬁl,H TECTOBE 32 JIEKAPCTBEHA YYBCTBHTENHOCT/;

ObocodeHa moznuna Ne 7: bbp3 HMVHOXpoMaTorpadCcku TeCT 33 HACHTHQHKALMA HA
M. tuberculosis KoMnAexc OT TeyHH CpeAH 3a CHCTEMA 3a aBTOMATH3KWpaHa AHArHOCTHKA Ha
TVvOepKYI03a. :

- netextupa MPT64 anturena, npoussexaan ot M. tuberculosis KoMiuiekc.

- PE3VATATH B PAMKHTE Ha 15 MHH. :

I. CbeTaB Ha KOMHCHSATA!

Ipeacenarea:

Bans MuTKoBa, abp#apeH ekenept B otaed . OI¥, nupexuus . .HPOI13™.

UseHoBe:

Hean Byvuos, raasen wpickoHevar B otaedn O, pupexius ,,HPOTI3™;

Illexait EntHHOBa, CTAPLUH KPHCKOHCYAT B oTaen ,,OIT%, anpexuua ,,HPOII3™;

a-p Mapus Trodekunepa, rnasen ekcriepT B otaen ,,CATTY, aupexunsa , MITTIT,

KonctanTHHOC f{HHC, aCHCTEHT MO A0CTaBKH Kby , [l O™

PezepBeH npencenare:

AHTOH ["ocioanHOB, HauaaHuk Ha oTaed . O, mipeh‘u’nﬁ .HPOTI3*.

Pezepsen uaen:

Pvasna CtaBpera, rnaBeH IOpHCKOHCVAT B oTaen ,,OIT7, aupexuus ,,HPOIT3™,

Ha oTkpuTOTO 3acesanHe B3exa Y4acTHe BCHYKH PEJIOBHH YIEHOBE HA KOMICHATA.
[Tpeans HauanoTO HA 3aCENAHHETO *H Ciejl TOAV4YaBaHE Ha CMHCBKA C YVUACTHHIHTE B
oOllecTBEHATa MOPBYKA, NPEACEAATEAST ¥ BCHUKH 4YAE€HOBE HA KOMICHATA MOAMHCaxa
nexnapauny no ui. 103, an. 2 ot 3akoua 3a obmectenute rniopsuxH (3OI1). [peau oTsapsue-
Ha OMAKOBKHTE, CBHABP/KAIUH MPEAN0KEHHATA HA YYACTHHLITE,  KOMHCHATA C€ 3ano3Ha ¢
YTBBP/ICHATa OT Bb3NOKHTEAS ZOKVMEHTAUHsA 3a VYacTue B. MPOLEAYpATa 34 Bb3IaraHe Ha
00lecTReHATa MOPbUKA.



II. CnHcbR HA NpeisokeHIIATA HA YYACTHHIINTE B NPOLEAYPATa 32 Bb3J4araHe-Ha
ofluecTBEHA MNOPBYKA, N0 pela HA THAXHOTO 10jlaBaHe B AeA0BOJCTBOTO  Ha
MHHHETEPCTBOTO HA 3APABEONIA3IBAHETO!

Kounctatupano Ge, ue B onipesiesieHHs CPOK €a NOCTBIHAN 2 (IB€) NPEeANOKEHHS, KAKTO
crenBa:

. lMpenaoweHue ¢ BX. Ne 26-01-166/14.10.2016 r., noaaaeso B 15,30 1gaca or’
dupma L, AHAMEI® OO/, no odocodenn nozuuun NeNe 1,2, 3, 4,5, 61 7;

2. llpennoxenue ¢ Bx. Ne 26-01-167/17.10.2016 r., nonaaedo B 14.52 yaca ot
dupya ,JJAHC ®APMA“ EQOOJL, no o6ocodena nozuuus Ne 7.

lMonaneHuTe NPeANOKEHHA Ca MPEACTABEHH B 3ane4aTaHy, HaANHCAHH, HeMpo3payHHu
OMaKOBKH ¢ HeHapylueHa usaocT. [IpeanoxkeHus, NOCTAKAH CAEA KpaHHHA CPOK HAMA.

I11. OTBapane Ha perHcTpHpaHHTE B A€J0BOACTBOTO 3AMEUATAHH, HENPOIPAHHN
ONAKOBRI, ChABP/KALLN NIPeTOKeHHATA HA YYACTHHLINTE,

Ha ocnoBanue uin. 54, an. 2 ot [IpaBHAHHKa 3a Npuiarade Ha 3akoHa 3a 00LIeCTBEHHTE
nopbukl ([1[130I01), npu nyOoauuynHTEe AECTBHA HA KOMHCHATA, CIeRX H3BbpUIEHA
AErHTUMALHS, IPHCHCTBANA CileAHHTE APeACTABHTEAN HA YUACTHHLIHTE!

1. Troadue Mnaaropa ~ yirbaHoMoweH mpeacrapiren Ha upya JIMAMEI™ OOJ;

2. Enucareta UyOpHera-bupiaaHoBa — ¥ITbAHOMOIIIEH NPEeRCTABUTEN Ha dpup\ia JIAHC
GAPMA® EOOM.

KoMucHSTa OTBOPH 110 PeAd HA TAXHOTO NOCTBIIBAHE, [1PEANOKEHHATAa Ha YHACTHHLINTE,
ChABPIKALIN C€.B 3aMevyaTaHHTe, HEMpPO3pauHil ONAKOBKH, OMOBECTH TAXHOTO CbIAbDAAHNE H
H3BBPUIH MPOBEPKA 33 HATHYHETO HA OTACTHH 3aMeYaTAHH MIHKOBE C HAAMMC , ..[Ipeanaranu
HEHOBH MapaMeTpH™. :

B u3nbiHenHe Ha paznopeaduTe Ha ui. 34, an. 4 u an. 5 ot [1[130I1, Tpuma yieHOBe Ha
KOMHCHATA H MO €AHH MPeACTABHTEN HA APYTHTE YYACTHHLM, NOANHCAXA ChAbPKALINTE Ce B
NIPEATIOKEHHSTa HA YYACTHHUNTE, TEXHHUYECKH MpELIOAKEHHS 1[0 000COOEHH MNO3HUHH H
OTACAHHTE 3anedyaTaHH NaukoBe ¢ Haanuc .Jlpeanarany LeHOBH NApaMeTpu™ Mo CHOTBETHHTE
obocobeHy no3uuuH. C U3BBPLIBAHE HA FOPHHTE JAEHCTBHA NMPHKIOYH NMYyOAHYHATA 4acT OT
3aceJaHUETO HA KOMHCHSTA.

IV. Pasraexxnane na aokymentnre no 4ia. 39, aa. 2 or MMA30II 3a choTBeTCTBHE ¢
HIHCKBAHHATA KbM JIHYHOTO CLCTOSSHHE H KPHTEPHiITe 33 Hoalop HAa 3aKpHTH
3aceqanus, npopenenn B8 nepuona or 18.10 go 25.10.2016 r. B peaoBHHN CbCTAB Ha
KOMHCHATA, )

1. Pazzaexcoane Ha Qorymemmume npeocmaeenn o WJAHAMEDY OO0 3a
CHOINGEMCMGHE C U3HCKEAHUAMA KbM AUHHOMO COCHIGAHNE I Kpiunepuume 3a nodoop.

KonucusaTa KoHcTaTHpa, ye: '

1.1. TIlo oTHOUIEHHE HA TOCTABEHHTE HM3HCKBAHHS OT BB3AOKHUTEAS YHAaCTHHLHTE ja-
VAOCTOREPABAT HATHUYHETO HA BaNMAHA CHCTEMAa 3a VIIpaBi€HHE Ha KayecTBOTO [0 CTaHAApT
BJIC EN ISO 9001:2008 /uan HaKkos OT 0-HOBHTE BEpCHH Ha cTaHnapta/ HAH eKBHBAICHTHA
CHCTEMA 3a VIIpaBACHHE Ha KauyecTBOTO, ¢ OOXBAT ChIFIACHO MpejMeTa Ha odocobeHaTa
MO3HLHS 3a KOSATO C€ YYacTBa M3AAAE€H Ha HMETO Ha nMpou3BoauTeanTe, B yacT |V Kpurepun 3a
noadop, Gvkea B . Texuudecku ¥ NpoecHOBATHH CMOCOOHOCTH®, T. 12 VYACTHHKBT He e
MpeaocTaBii HHOPMAaUHa OTHOCHO BATHAHOCTTA HA UHTHPAHHTE CEpPTH(MKATH 3a BLBENEHA
CHCTeMa 3a vipapieHue Ha kauecTBoTo /SO 9001:2008 u I1SO 13485:2003/, Texuus oOXBar,
KaKTO H yed aodpec /@ npuioxcuuume cayuaw/, opzan wiu cayxcoa, u3()asau;u QoRVMeHmuU
KaKBOTO € H3HCKBAHETO HA MOJeTo 3a noribiaBaHe B EEJIOIN.

KomucisaTa cMaTa, 4e VHacTHHKBT cieapa aa npenoctasid Hos EEJIOT], kpaeto:

B wact IV Kputepuu 3a noabop, Ovkea B . Texnuuecku # npodecHOHANHH
cmocodHocTHY, T. 12 Aa nocous HHPpOpMauMs OTHOCHO BadHAHOCTTA HA LHTHPAHHTE
cepTHQHKATH 3a BLBEAEHA CHCTEMa 3a VIIpasieHue Ha kadecTsoro /ISO 9001:2008 u ISO
13485:2003/, Texnus obxBar, opraHa HAH cAyxOaTa H3AABALLL JOKYMEHTA, KaKTO U yed adpec
/8 npuioxcuviume cayuaiy/.




Ha ocHoBanue 4un. 54, an. 8 u an. 9 ot TIN3011, y4acTHHKET B CPOK OT 5 padOTHH AHH
OT 110/1Y4aBaHE HAa HACTOAIIHSA MPOTOKOA Aa OTCTPAHH KOHCTATHPAHHTE HECHOTBETCTBHA HAH
THICH Ha HH(pOPMALIHS, KATO NPeACTaBH HA KoMHcHaTa HOB EEJIOIT u/unn ApvrH 10KyMeHTH,
KOHTO ChiBpKAaT MpoMeHeHaTa W/uAH  jombiHeHaTa HHGopMaung. JHOnbAHHTEAHO
npeaocTaBeHara nHQpOpMauus Moke Aa obxsawia # (akTH H 0OCTOATERCTBA. KOHTO €a
HACTBIHAH CHeA KpaiHHS CPOK 3a nmojiyvyaBaHe Ha oepTH WUNH 3adABicHHA 3a vyacThe. [lpn
npeactasane HoB EEJIOIN, vyacTHuiuTe creaBa Aa WMaT NpenBHA paznopeadara Ha 4i. 67, an.
1 ot 30Il. kakro u nocoueHoto B EEJIOIN, uye caeaBa na mpeaocTaBaT HH(poOpMauHs camo
KOTaTo KpHTEpHHTE 3a noadop ca OHAM H3HCKBAHH OT BL3AOKHUTEAS B OOABIAECHHETO, HIH B
JAOKYMEHTALIHATA 3a MOPbYKATA, NOCOUEHA B OOSABIEHHETO.

-2, Pazznencdane na doxystenmume npedcmaegenu om ,,JJAHC ®APMA“ EQOA 30

CHOMEEINCIBHE C H3HCKEUHUAMA KbM AUHHOMO CHCIOAHNE 1 Kplmepiunte 3a ng0sop.
' KoxzucHsATa KoHCcTaTHpa, ve: :

2.1. Tlo oTHOILEHHE HaA MOCTABEHHTE H3HCKBAHHS OT BL3TOKHTENSA, VUACTHHUNTE 7d
VIOCTOREPABAT HAMHYHETO HA BATHIHA CHCTEMA 33 VIIPABIEHHE HA KAYECTBOTO MO CTAHAAPT
BAC EN ISO 9001:2008 /unu HAKOS OT MO-HOBHTE BEPCHH HA CTAHIAPTa/ WAH €KBHBANECHTHA
CHCTEMA 33 VOpaBjJeHHe Ha KayecTBOTO, ¢ OOXBaT CBIMAcHO IipeaMera Ha obocoleHata
MO3HLUHA 32 KOATO C€ vyacTBa H3JaA€H Ha MMETO Ha YYacTHHMKA, B yact [V KpHTtepun 3a
nonbop. Ovkea [ YYAaCTHHKBLT He € TIOCOYHA CHCTEMAra 3a YIpaBA€HHE Ha KaueCcTBOTO,
unGOpMAaliHg 33 BATHAHOCTTA Ha cepTHHKaTa 3a BbLBEACHA CHCTEMA 3a VIIPAaBACHHE Ha
Ka4yecTBOTO, 00XBaTa, KAKTO H yed adpec /8 Npuroxdcusume Ccaydau/, opaan wiu cayvicoq,
u30aeau{i OOKYMeHmd KakBOTO € H3HCKBAHETO Ha 1oAeTo 3a nonbisane B EEJIOTL

Koyucuara cMaTa, ye Y4aCTHBKBT cleasa aa npeaoctasd HoB EEJIOI, knaeto:

B uacT IV Kputepuu 3a noabop, 6vkea [” 1a 6bae nocoueHa CHCTEMATa 3a YIIPaBAEHHE
Ha KauecTBOTO, MHGOpMAKS 33 BAAWAHOCTTa Ha cepTH(HKaTa 3a BbBEIEHA CHCTEMA 3a
VIIPaBAEHHE Ha KauyecTBOTO, HHQopmauHa 3a oOxBara, opraHa wid cinyxdara H3AaBaliH
JAOKYMEHTA, KakTo H yed adpec /8 npuaosxcumume cavuauy.

2.2, o oTHOuUIeHHEe HA ROCTABEHHTE H3HCKBAHHA OT BbIAOKHTEAS, VIaCTHHUHTE Ia
VAOCTOBEPSABAT HAMHUHETO HA BaNH/HA CHCTEMA 33 YNIPABAECHHE HA KA4eCTBOTO MO CTAHAApT
BAC EN ISO 9001:2008 /iau HAKOA OT NMO-HOBHTE BEPCHH Ha CTAHAApTa/ HJIH €KBHBA/IEHTHA
CHCTEMA 3a YNpPAaBNEHHE Ha.KauyeCcTBOTO, ¢ OOXBAT CBLIAACHO mpeaMeTa Ha ofocobeHara
MO3HLIHA 38 KOSTO CE€ YYaCTBA H3JAJ€H HAa MMETO Ha MpoM3BoauTens, B yacT IV Kpurepu 3a
noadop, Ovkea B .. Texuuueckn u npodecHoHanHy crnocobrHocTH™, T. 12 YYaCTHHKBT He €
AOCOYHA CHCTEMAaTa 3a YOpPAaBlIeHHE HA KayecTBOTO, MHQOpMAUMA 33a BAIHIAHOCTTA Ha
cepTHdHKaTa 3a BbBejleHa CHCTEMA 3a YIIPaBiAeHHE Ha Ka4yeCcTBOTO, 0OXBaTa, KAKTO H yed adpec
/8 npuaoxcuMume Cayyan/, op2an win CAvoKoa, udasauyy OoKyMeHma KaKBOTO € H3HCKBAHETO
Ha noneto 3a nonsiasade 8 EEJIOIT. ) :

KoMHCHATa cMATa, Y€ YYAaCTHHKBT creaBa Aa npenoctap Hos EEJIOIN, knaeto:

B uact IV Kputepun 3a noadop, Ovkea B .Texuuuecknn H npodecHoHaIHU
criocobHocTH”, T. 12 ma Obde nocoyeHa CHCTEMAata 3a - VIIpaBl€HHE Ha KauyecTBOTO,
HHpopMalHa 3a BaIMAHOCTTA Ha cepTHHKATa 3a BbBENCHA CHCTEMa 3a VOpaBleHHE Ha
KauecTBOTO, HH(OPMAIHA 3a 06XBATA, OpraHa WM cAyk0aTa H3AaBAlIH AOKVMEHTA, KAKTO M
yeod adpec /g npuroxcusMume cayaiy.

Ha ocnosanue un. 54, an. 9 ot INII30I], y4yacTHHKBLT B CpOK OT 5 pabOTHH AHH OT
MOAYYABAHE Ha HACTOSLIHA MPOTOKOA Aa OTCTPAHH KOHCTATHPAHHUTE HECHLOTBETCTBHS HilH
MHIMCH Ha HHQOPMALIHS, KaTo npeiacTaBl Ha KoMmiicuaTa HoB EEJIOIT w/unn Apyrd NOKYMEHTH,
KOHTO ChIbP/RAT [pPOMEHEHATA M/HAM  HombiHeHata wH$opmauns.  JombAHHTEIHO
npeaocTaseHaTa HHpOpMauuHd Moke fda oOXBaiia M daxktu v 0OCTOATEACTBA, KOHTO ca
HACTBITHIY ¢4 KpaHHHS CPOK 3a MofiyyaeaHe Ha odepTH MIH 3asBieHuA 3a vuactue. [pr
npeacTapsie Ho EEJIOIL, yyacTHHLHTE cheliBa 2 MMAT NpeBHA pasnopeadara Ha ui. 67, ai.

I ot 3011, kakro u nocoyeroto B EEJIOII, 4e cnemsa na npeaocTaBaT HHGOpPMALHs CaMo
KOraTQ KpHTEpHHTE 3a MOoAdOp ca OHAH M3HCKBAHH OT BB3NIOAKHTENA B ODABACHHETO, HIH B
ZIOKYMEHTALHATA 32 OPLUKAT, I0COUEHa B OOSBACHHETO.



YuacTHHIITE, CTEBA 12 NMPeACTARST MIUCKAHHTE OT KOMHCHATA HHDOPMAIMK B CPOK
OT 5 pabOTHH AHH OT-MOAYYABAHETO HA HACTOALIHSA NIPOTOKON, BCekH paboTen aeH mo 17:30 u.
Ha TIOCOYeHHS -B-AOKYMEHTAlHATAa 3a y4yacTHe aipec, B 3anevaraH, Henpo3padeH TfHK C
Haanuc: L, JlonbIHHTEAHH [QOKYMEHTH 33 OTKRpPHTa [MpoUeAYpa 3a Bb3laraHe Ha
obduIecTBEHA NopbYka ¢ apeaser: ,Jocmaska Ha MEQUUUHCKI U30CAUA 30 AGMOMAINUNHA
ouazHocmurka Ha mydepryiaoza & pavikume na  Ilpocpanva |, Ilodobpasane ~ na
yemouyueocmma Ha Hawuonaanama npozpava no mybepryaosa™, punancupana om
Faocdaanua  pond  3a  oopdéa . cpewyy CIHIHH, - mybepryacza u  mazapua“ om
FUACIHUR: «.cvvevesnennenes (UIRUCEU C€ HAUMEHOCAHUEMO HA PHACMIHUKA).

HacTtoswisg npoTtoko: ce cxetaBd Ha 31.10.2016 r.

CbeTaB HA KOMICHATA: el /
Mpencenaren: ] - /
Bana MHTKOBA, IbP/KABEH EKCNEPT B OTaE OIS, awpexuns  HPOIIZ"..... . s
YaeHoBe: ) 0;, .
LLlenaii ExniHoBa, cTapuiH pHCKoHCVAT B oTaeq , OITY, anpexkuns ,,H” \Q_)'J YL QJ
7 ) 9} ‘\\)\{ !“r\‘\:‘
Wean Byyos, rnased opHckoHeyat B otaed . OI¥, aupexuus ,,H" \J -B ; ‘!“\,"
. ) ‘\Q“}J -1(\" < ‘/')
Y W adERN A
2-p Mapust Troekuuena, raased excnept B otaen , CHITY, A "\S < \T'
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