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MUHUCTEPCTBO HA ®PUHAHCHUTE

ATEHIWSA IO OBINECTBEHMU ITOPBYKH
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CTAHOBMUMIIE
32 0CHIIECTBEH KOHTPOJI
mo wi. 232 ot 30I1

/ b

X 3a choTBeTcTBHE ¢ mM3uckpanusTa Ha 30I1 Ha mpoexkTHUTe HA JOKYMEHTH N0 4l 232,
ain. 3, 1. 1 30I1 (I eram)

L]

3a CHOTBETCTBHE ¢ M3ucKkBanuaTa Ha 3011 Ha moxkyMmenTHuTe 1Mo wi. 232, an. 3, 1. 2 30I1

(II eram)
PA3ZJAEJ I
Ipouenypa
Kem KCHU Ne KCH-152/2019 r.
HH Ha peructpanmonHara v
dinpesi s CORE: 20190711-00684-0012
Be3noxuten: Boannna ,,Jlozenen‘
G — ny6mgen (wi. 5, an. 2, 7. 1-17  an. 3 3010)
Ha BB3JI :
i [] cexropen (wr. 5, an. 4,r. 1-3 301I)
Bun Ha mpoueaypara X Orxpura
[Tpouenypara € ,,yckopeHa™: g ﬁi
[] Crpourencrso
06 XI JHocrasku
BUKaTa:
€KT Ha 0P [ Corven
] Yeayru no IMpunoxenne Ne 2
“JlocraBka Ha  peaKTUBM W  KOHCYMaTWBH  3a
XEMATOJIOTHYHH, HMMYHOJOTHYHM W  OHOXWUMMYHHU

Hpe,n.me’r Ha mops4Kara.

CellDyn Emerald 3a Kniuauuna nabopatopus”

uscnensanus 3a amaparu Alinity ci, CellDyn Ruby,

X JHa Bpoii: 2

0O060co0eHH TO3UIHH:
[] He

[Npodecuonanna/u o6nact/u, B

KOSITO/KOMUTO MONana MpeAMETHT

Sp Lpedd 47. MeannuHa
Ha Bb3JIaraHaTa ropbyka (crnopen
BB3JIOKUTEIIA):
Codmn — 1000 Ten.: (02) 9859 71 50 aop@aop.bg

yai. "Jlere” Ne 4

daxe: (02) 9859 71 52
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Cpox 32 U3NEIHEHHE: 12 mecena
[Iporrozna cTOHHOCT Ha 1575 000
nopsuKaTa B s, 6e3 JAC:
Xl Hsusio ot manmonansas GromxeT
DHHANCHpAHE: [} Msuano mime wacTiano che cpesicTsa oT EC
L] Jpyro:
3 P4 Haii-Hucka nena
Kpurepuii 3a p3narane Ha
(] Hueo ma pazxonuTe
[OPBYKATA:
[[] OntuMan=o chOTHOLIEHHE KauecTBO/ieHa

Komemmapu u dpyzu benesicku:

PA3AEJ XX
iIpoBepenn JOKYMEHTH

[Tpopepkara oOxBama CIETHHTE JOKYMCHTH!
I. Tipoexrta Ha peireHe 3a OTKPHBAHE Ha IPOLIEXYPaTa;
2. Tlpoekra Ha 0BABIICHHE, C KOETO C€ ONOBECTABA OTKPUBAHETO Ha NPOUETYpaTa;
3. TIpoekTa Ha TEXHUUECKA CIICHHMBKA¥,

Beruke ZOKYMEHTH, OJIEKAMH Ha KORTPON, ca nomyuery B AOI] Xlga [ He
Ha [_] He
Ja [ He

Bepuxy  IOKyMeHTH, IIOIUICHKANIM Ha KOHTPOJ, €a H3NPaTeHH IO
TpeABHACHHA PER

IIpopepxkara Ha UPOSKTHTE Ha TEXHWUeCKata CcUelMpuUKalus e
H3BBHPUICHa OT BRHINEH excrepT 1o €. 232a 3011

Komenmapu u Opyeu benedcxu;

PAZAEJL I
PesyaraTu ot nposepraTa na AOI

TIpoexT Ha pemcHHEe 32 OTKPHBAHE HA NPONEXYPATA

Koncmamauyuu 1 npenoporil.

1. B nipoekTa Ha pelleHHe He ¢ nocodeH uyeHTHdukraimonen womep (MH) ma
peructparuonna dopma of Crcremara 3a ciyqaet usbop (CCH). Hpenoppubame mpu
OTKpHBAHE Ha IPOLEAYPATa B IOJETO Aa C€ TIOMBIHAT JaHHUTe 32 noprykata o1 CCH.

2. B rnone VIL3) oTtHOCHO cpoka 3a ofpKalBape € HAIpaBeHa IpernpaTka KbM
yenopusta Ha wi. 196 — an. 199 30I1 u qn. 197. an. I, . 1 3011 Jomsauewno e, g€
cpokeT 1o wi. 100, an. 3 3011 e 14-aueBeH U 3aM04YBa Aa TEYE OT ,IIYOIIMKYBaHETO Ha
pemennero 3 POIT. Cnensa Ja ce uMa MpPeABUi, Y€ BU3MPAHUAT CPOK 3arovBa na
Tede 0T HyGnuKypane Ha obsasiennero B POIL a koraro jaTure Ha nyOnuKyBaHe Ha
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obasrenuero B POIT u B ,,OdpunmaneH ecTHEK Ha EBponelickus CHi03 ca pasiuiHy,
CpOKBT 3a oOfKaiBaHe Teue OT IO-KbCHaTa JaTa (Bx. wi 197, am 3 30II).
IIpenopruBaMe pefaKius.

BenexkaTa Baxc u 3a Hoie V1.4.3) ga obsBneHHETO.

IpoexT Ha o0ABJeHAe 32 00MIECTBEHA TOPHHKA

Koucmamayuu u npenopvru:

1. B none I11.1.3) ca 3an0KeHM KpUTepHH 32 IOAGOP OTHOCHO OIMTa HA
YYACTHUIUTE, BE3MOKHOCTUTE MM J{d OCHTYPSHT TOMEHICHHA 1 TPAHCTIOPTHY CPeACTBA
3a ChXPAHEHME ¥ Pa3NPOCTPaHCHUE HA MEAMNUHCKUTE W3JCIUA 1O L. 78, an. 2 3MU,
KaKTO ¥ EKAI OT CKCIIepTH 3a H3MhIHEHHE Ha NopbUKaTa. He ca 3ananear MABMMATHH
HHMBA 3a AOMYCTHMOCT, KOUTO BB3JIOKHTENAT IIe NpUeMe 3a JOCTaThbYHU IpH
H3MBIHEHNE Ha HOCTABEHUTE YCHOBHs (Hamp. Gpoif peanmsupanu AOCTaBKM; Gpoi
OMEIEHNUS, Gpoil TPAHCTIOPTHH CPEACTBA U T.H.). B moneTo Jmncsa i HHpopMauusd 3a
JOKYMEHTHTE, C KOUTO B Cy4amTe 10 Wi 67, ai. 5301 uun. 112, an 1, 1.2 u 4 3011
ce JIOKa3Ba CHOTBETCTBHE ChC 3ajajeHuTe Kpurepun 3a nojbop. Chracuo wi. 59, an.
5 3011 B OGABIEHUCTO BHLIIOKHATENLT [I0COYBA KPUTCPUMTE 3a MoA00DP, MAHUMAIIHHTE
VRUCKBAHAS 3a NONYCTHMOCT, KakTo M HOKYMEHTHTE, Hpe3 KOHWTO ¢€ JAOKa3pa
U3IBJIHERHETO UM. [IpernophuBaMe ZOUBIBAHE.

OTHOCHO HanpaBeHWTe MoscHenusa 3a moneipame Ha EEJOIL npenopruBame
TeKcThT ,Pasgen ,,O0mo ykazaHMe 3a BCHYKM KPUTEPHHM 34 nonbop™ aa oTnamHe
(HaBCSKBAE, KBAETO CE CPEllla), Thii KaTo € HEOTHOCHM KbM KOHKPCTHIS CHyUal.

2. Bep propara uact ma none 1I1.1.3), nperHasHavyeHa 3a YXa3sBaHC Ha
MAHHMATHATE TParose IO 3afafeHuTe KpUTepux 3a moabop, € 3anucaHo, ue
TEXHUYECKOTO [pe/UIokeHHe TpsAOBa Ja CBIbpKA NPEANOXKEHHE 33 BCHYKH
HOMEMKNATYPHM EJMHHLM, BIJIIOUEHH B CHOTBETHaTa 000cobeHa NO3MIMA, 38 KOATO
nonasa odepra. JOKONKOTO YCIOBHETO HE € KpUTepyi 3a 1of0op, npenoprusame na
ce npenece B nioye [1.2.14),

3. VYkazaHyiaTa OTHOCHO YCHOBMATa, Ha XOMTO cjlefABa Ja OTroBapir
obepupaHnTe PEaKTHBY ¥ KOHCYMaTHBH, KAKTO U yKa3aHWIATa 3a M3rOTBAHE Ha ICHOBO
npemIoKenye, nocodeny B none I11.1.3), creasa na 650aT IpeXBHPICHH KATO YCIOBHS
3a W3OBIHeHWE Ha fopbukata B moge I[I1.2.2) W/MIM OCHOBHO 3alOKCHH B
Texumyeckara crenudukanus. OTHOCHO NOCOYEHOTO, Ye obepUpaHUTe PeaKTHBH U
KOHCYMATHBY TpiOBa Aa ,,06aT NPOUSBENEHN OT IPOU3BOAUTEN, KOHTO HMa BHEPCHA
CHCTEMA 32 YIPABIEHHE Ha KAYECTBOTO NPY IPOU3BOACTBO HA MCIULMHCKN U3/CIHA B
CHOTBETCTBUE ¢ M3MCKBaHMATA Ha crapaapt ISO 13485:2016...% na ce uMa npeaBun,
ge BLIMOKHOCTTA [a €€ W3HCKBA Ipuiiarase Ha CHCTEMH 3a YHPaBicHHEC Ha
kauecTROTO 1o wi. 63, air. 1, 1. 10 30I1 € oTHOCHMa KbM YYACTHHIIMTE B IIPOLUEAYPATA.
JIOXONKOTO NPOU3BOAUTENITE HA MEAMLIMHCKUTE M3EIHA Ca JIANA, KOWTO HE YIacTBaT
TIPAKO B Hpoueaypara, He Tpsabsa fa ce U3ChenBaT W JOKa3BaT TEXHWTE TEXHMUCCKH
BE3MOXHOCTH. IIpenopbuBaMe OTHAMAHE HA U3HCKBAHETO, OCBEH aKO HE TIPOU3THYA OT
HOPMATHBEH aKT, OTHOCHM KbM JOCTABAHMATE U3JIENHL.
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4. B1B BTOpaTa YacT HA MOJIETO € IOCOYEHO CBINO, Ye opepUpaHnTe peakTUBY K
KOHCYMaTHBU TpAGBa jia ObJ@T HOCTaBIHM € OCTATHYEH CPOK Ha FOFHOCT MUHUMYM
70% oT 00ABEHHS OT TIPOU3BOJUTENA. BBH3NOKUTENAT ClIeiBa Ja HMMa apryMeHTH
OTHOCHO M3HCKBAHHMA Pa3Mep Ha CPOKa HA TOLHOCT.

Koncmamayuu u npenoperu!

B moxe VI.3} ca w3bpocHH OCHOBaHMATA, KOHTO BOIST HO OTCTPAHABAHC Ha
YyIacTHHUK OT npoueaypara. C uex ILIHOTA, MPEenophysaMe KbM OCHOBaHMATA Ja CC
IOITBJIHKM M TOBa T0 Wi, 069 or 3aKoHa 3a NPOTUBOACHCTBHE Ha KOpyIrmMaTa n 3a
OTHEMAHE Ha HEe3aKOHHO NMpHIoGHTOTO IMYHIECTBO (B3K. OTTOBOP Ha Bbipoc Ne 12 oT

pybprkaTa Beopock U oTroBopu®, pasien ,,3aKOHOAITENCTBO ¥ METOADAOIUA™ OT
crpannizara Ha AOIT).

OcBeH TOBa IPENOpPHYBAME NpEHH3HpPAaHe Ha pPa3snMCAHUTE OCHOBAaHIL 3a
orcTpanssane mo wi. 54 30I1 (mamp. or ocHOBaHmero no an. 1, 1. 1 na HOpMaTa
ciaenBa Ja OTHamMaT TyMOTe ,,0CBeH ako € peadunurtupan’”; cpel OCHOBaHMITA TIO
an. 1, T. 6 xa ce godasu un. 228, an. 3 ot Koxekca Ha TpyAa ¥ Ap.).

PASAEJ IV
Honnauurenna aapopmanms

CTaHOBMINETO Kacae CLOTBETCTBHETO Ha npeactapeHnte B AOII npoextu Ha
JoxkymeHTH ¢ uaHckpaHmara Ha 3011 llpeuenkxara 3a CLOTBETCTBUE C [pyry
HOPMATHBHH 2KTOBE € W3BBH NPAaBOMOIIUATA HAa AreHNWATa U CIelBa 13 c¢ HalpaBU
OT BBIMOYKHTEN.

N3O BJHATEJIEH AUPEKTOP: Iloanne (ne ce 1ere)
Hou. n-p MUT'JIEHA YIIABJIOBA

BsapHo ¢ opuruyana,
TOANMCAH HA XAPTHHA



