“MHOTOTIPOPHAHA BOAHHLIA 3A AKTUBHO AEYEHHE - [IOEPUY” Al

r JOBPHY 9300 4 yo. “Tenatior Xiroa™ 24 8 058600488 duke 058600414 & e-mail: oblb@berpon nat

IMPOTOKO.

Ne 1/ 08 anpua 2019 roa.

39 PAsIIEKRAAHETO Ha o epTHTe HA YIACTHHIHTE B NPOLEIYPa THII
"oTKpHTa Mpoueaypa' 3a NEPHOANIHA JOCTABKA HA KOHUEHTPATH 32
XEMOJHAIIN3A H PASTBOPH 34 Ae3HH(EKINA HA XeMOAHAIHIHN ANAPATH
mapka: AK 98, mogen: Bio Version, nponssogerso na Baxter Gmbh
Gambro 3a ayauTe Ha oraeaenue "Jluanuino aevenne' na
"Muoronpoduana 6oannua 3a akrasro Jgegcane-Lodpua’ AJl

Huec, 08.04.2019 roa. 8 "Muoronpounna GojHHMUA 33 AKTHBHO JeuyeHHe -
Jobpuy" AL, rp. Jlobpay, yn. Ilanaifor Xutos" 24, no pesa xa un. 104, an. 2 or 3001 1 i
61 or ITI30I1, ce pasrienaxa H OleHHXa odepriTe Ha y4acTHHIHTE B Npoueaypa 3a
Bh3larane 3a obmecTBeHa Mopbuka THN "oTkpuTta” © npeamer: [lepwonuuna nocraska v
KOHLUEHTPATH 3a XeMOJHAIM3a M PajTBOpH 3a Je3nH(eKUMs Ha XeMOIMAIH3HH Anapat
mapka: AK 98, monen: Bio Version, npoussoscrso na Baxter Gmbh Gambro 3a nysaure na
otnenenme "Huanusno newenne” wa "Muoronpoduina GonHHIa 3a aKTHBHO JIedeHHe-

Joopuy" AJL

INpouenypara e otkputa ¢ Pemenne Ne 9 ot 20.03.2019 ron. na Mansnuutenaus
JIMPEKTOP HA JIPYWECTROTO, no odasnenue No 902021, npenucka Ne 00083-2019-0003 g
PErHCTLPA HA AreHUHATa 3a oblecTBenu nopbuxkH, obssena B OduumaneH BecTHHE Ha
Esponefickus cwvio3 noa Ne 2019/8 058-133271.

Pasrnescnanero ce npopresie 0T KOMHCHS, HA3HAYeHA HA ocHoBanue ui. 103, an. |
ot 30II cne 3amosen Ne 91 / 08.04.2019 roa. Ha Manbianurennns mgupektop Ha "MBAJI-
Hobpuy" A1 rp. Hobpuu, B cheras:

[IPEACEJATEJL: 1. Jl-p bucep Sluxor bores — 3aMecTHHK-IHPEKTOP
MeJIHIHHCKH JIgiiHOCTH]

YIEHOBE:

2. Ang. I'eopru Croiives MuTkos - jopueT Ha rpaiaancku gorosop B "MBAJI-
Hobpuy" AJl;

3. Enena Aranacosa Benukosa — excnepT o0LecTBeHH MOPLYKH.

1. U'EJI Ha 3aCelaHMeTO HA KOMHCHATA € PasriiciIaleTo W OlleHKaTa Ha Gd]EPTHT'E
H KIACHpaHeT) Ha YHACTHHIHTE,

2. Paborata Ha womucHsaTa 3anouna wa 08.04.2019 r. 8 10.00 yaca. xoraTto
BBIIOKHTENAT Npejlalle cpeuy MoANHC Ha NpeAceareis Ha KOMHCHATA NPOTOKOA 10 4. 48,
an. 6 or TIT30I1, 3aeano c oepruTe Ha yYacTHHLMTE, NOCTABEHH B 3areyaTadd ONAKORKH.
MIPHETH C BXOAALIH HOMEpa, KaKTO Cle/iBa:

2.1. "HHTEPTAJIEHHKA" OO/, npuera ¢ sx. Ne 3851 / 03.04.2019 ron. B
11.00 vaca

2.2, "MAPBEHA [IUAT'HOCTHKA" EOO/, npuera c¢ Bx. Ne 3893 /
04.04.2019 roa. 8 11.15 uaca.



“MHOT'OITPOPHAHA BOAHUIIA 3A AKTUBHO AEYEHUE - IOBPHUY” ALl

TIOBPHY 9300 ] le."I]ul:th:‘r Numon” 24 B 038600488 doke 058600414 B c-mail: oblbdbergon. e
|

3. Cnen npenucmmﬁnﬂn Hd CIHCBKA C YYACTHHIHTE, WICHOBETE HA KOMHCHATA,
YHacTBallll B 3aceJaHuero, mHa ocHosanwue un. 31, an. 8§ or [IT130I0, noanucaxa u
[pejcTaBuXa Ha BbINOKMUTENA Neknapaunn mo un. 103, an. 2 or 3011 u 3a npunarane na
H3UCKBAHUATA 110 Wi, 51, an. 9 1«& an, 13 ot I[MT130I11.

4. Tlpu oTBapsiHEeTO Ha ILIMKA C ofepraTa HE NPHCHLCTBAXA NPEACTABHTENH Ha
Y4acTHHLIMTE H JPYTH ITHIA.

5. 3acenanueTo Ha I{PM[‘ICHSIT& NpOTEYe B IBE HACTH - NYOJIHYHA U 3aKpHTa,

3.1. B nybGauunata yacT OT 3ace/laHHeTO KOMMCHATA OTBOPH ONAKOBKHTE C
oepTHTE HA YHACTHHIIHTE H OMNOBECTH TAXHOTO ChIbPKAHAE, BKIIOUHTENHO IPE/IOKEHIITA
Ha YHACTHHIHTE M0 HGKHEEITEJHJITC 3@ OLEHKa Ha ofepTHTE.

5.2, B 3axkpuTara yacT OT 3ace/aHHeTO KOMHCHATA:

- pasrnena npczﬁcmaeume o)epTH, MNpPOBEPH  CHLOTBETCTBHETO MM ¢
NpeJBapHTeIHO 0DABEHHTE YCAOBHA H I'M OIIEHH CBITIACHO M30panus KpuTepHii 3a BLINaraHe:

- pasriefa JOKYMEHTHTE, CBLP3aHH C IHUYHOTO CLCTOSHHE M KPHTEpUATE 34
noadop Ha y4YacTHHIIHTE JIEF: VCTAHOBSBAHE HA CLOTBETCTBHE € M3HCKBAHMATA HA
BBATOMKHTESA, 0 KJIACHPA YIACTHHIIHTE.

6. KomucuaTa KOHCTATHpa, Ye NPeUIOKEHHATA HA YYACTHHUHTE ca NMPHETH B
HETIPO3PayuHK 3aneyaTaHy ONaKOBKH, HAa KOHTO Ca IOCOMEHH AaHHuTe no wi. 47, an. 2 ot
[1IT30I1, cnen Koero MPHCTHITH KbM OTBAPAHETO HA ONAKOBKHTE.

7. llpu oTBapsHeT0 HAa ONAKOBKHTE KOMMCHMATA ny0iHMYHO — ONOBecTH
ChIBPKAHUETO HA O(epTHTe, BKIIOMHTENHO TEeXHHHYCCKHTE M LEHOBHTE MPEIUIONKEHHA Ha
YYACTHHIIHTE.

Ha ocunosanne un. 61, 1. 2 or [1[130I1, uieHoBeTe Ha KOMMCHATA NMOAMHCAXA
TEXHHYECKHTE H LIEHOBHUTE MPE/LI0KEHHA.

8. y‘IﬂCTilHHHTE Cd HAlIPaBgHIH CICOHHTE HCHOBH NPeIOMeHHA:

8.1. "MHTEPT AJIEHHKA" O0/1;

8.1.1. Ilo obocobena nosmums Ne 1 JloctaBka ma kacera cyx OGukapGonar 3a
MPUTOTBAHE HA XEMOJMATHIHH Pa3TBOPH:

6.00 (mect) aesa Ges JJIC 3a 1 6p. kacera ¢ BMectumoct 0.950 knaorpama,

0.30 (mect nepa n Tpuaecer) gesa Ges JUIC 3a 1 kr.

8.2. "MAPBEHA JIMATHOCTHKA" EOQO/1:

8.2.1. Tlo obocobena nosuuma Ne | Jloctaska wa kacera cyx OuxapGonar 1a
NPHTOTEAHE HA XEMOHAIH3IHH PA3TBOPH:

10.80 (mecer aesa n ocemaecer crorunku) jgesa tes JJIC 3a 1 Op. Kacera ¢
emectamoct 1.250 knaorpana,

8.64 (ocem JsieBa, mecTaeceT H YeTHPH croTHHER) Jgesa be3 JUIC 3a 1 kr.

8.2.2. o o6ocobena mo3uuus Ne 2 JlocTaBka Ha KaceTa ¢ pasTBOp 3a OMHCTBAHE
Ha kami: 2.50 (asa jgesa n neraecer crorunkn) gesa 6e3 JUIC 3a 1 Hpoii kacera.

8.2.3. Tlo obocobena mo3unus Ne 3 Jloctaska Ha Kaceta ¢ pasTBOp 3@ MOYHCTBaHe
Ha MasHuHK: 2.80 (1Ba aesa n ocemaecer croTunkn) aesa oes JUIC 3a 1 dpoii kacera.

9. VuactauknT "MAPBEHA JIMATHOCTHKA" EOO]I e npeacrarin o Beska
o1 000coDEHHTE NMO3UIMKE JeKnapauui 3a kouduaeHuuantdoet no 4. 102, an 1 ot 30IL &
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KOHTO 3asABsBa, ue HH{l}ﬂpMEJ.IH‘?TTa OTHOCHO KaTal03HTE-OPHIHHAI [PE/CTABIABA ThProBCKa
TalHA 38 Y4acTHHKA. Y4YacTHHKBLT He jKenae Tasu uH(opMmauus ia Obae paskpusaHa ot
BBINOHHTENA

KomHcusTa npuemd, ue HMCKaHETO Ha YHacTHMKA CIEIBA Ja Ce YBaXH Ha
ocHoBanue wi. 102, an. 2 ot 3011, Tsil KaTo HCKAHETO 3a KOH(HACHIHAIHOCT C& OTHACH [0
AdHHH, KOHTO HE [MOJJISHAT Ha l%!llﬂHKﬂ.

10. Cobraacno ToYka 3.5.2 OT yKasaHMATa 3a [OArOTOBKA Ha odeprara
YHACTHHLMTE Ca IUTHHHH O3 NPeacTaBaT JOKasaTelICTBa 34 NPHIOIHOCT Ha OpearaiiTe
MEJIHLIMHCKH H3IOCITHA. E[pDCIlEII{T.. Karanor, CHEUHti]HKELlHH H/AIH JOKYMEHT 38 TEXHHYECKATE
XapakTepHCTHKA Ha H:mennirra HIIH  Ipyr paBHO3IHAYEH JIOKYMEHT, H3JZaleHH oT
MPpOHIBOOHTENE, JOKa3BallH | CHROTBETCTBHETO ¢ TexHHYecKkara C]'IELIH{tIHKE.LlPIH orT
AOKYMCHTAlIHATA 3a YHacTHe,

Komucusta HHCIIEI.!E& MPENCTABCHHTS OT Y4YaACTHHIHTES [JOKazaTe/lICcTBa Mo
OTHOIICHHE Ha H3IHCKBAHKHATA RT.I:M AOCTABAHHTE MCOHMUMHCKH H3CIHA, [IPH KDETO YCTAHOBH,
HE MpeIoMeiaTa GLG'I‘BE‘TCTH%!T HE NpenBapHTCIHO 00ARCHHTE YCIIOBHA,

1. KomucnsaTa ouetin oepTTe Ha YUaCTHHUHMTE ChIMIACHO M30paHus KpuUTepHii
3a Bh3narane "Haii-HHCcKa 1eHa”,

12, Komucusata pasriena HOKYMEHTHTE, CHBBP3aHH C JHYHOTO CBLCTOAHHME H
KPHTEPHHTE 3a NOADOP HA YYACTHHLMTE, KJIACHPAHH HA [IPBO MACTO M BTOPO MACTO.

13. Ha ocHosanue 4n. 23, an. 4 or 3aKoHa 3a ThProBCKHA PErHCTLDP, KOMHCHATA
M3BLpIIK cilyxebHa npoBepka 3a 0DCTOATENCTBATA, BIHCAHH 33 YYACTHHUMTE B THProBCKHA
PErHCTHP H YCTAHOBH BITHCBAHETO HA ClieIHUTE 00CTOATENCTBA:

13.1. "MHTEPT' AJIEHUKA" OOJ1, cbe cenamme B rp. [Lnosaus 4003, anpec na
ynpasnenue: yn. "Hanpeawk" 7, EMK 115258267, npencrasnapano ot Cumeon Eues
Hukonos.

13.2. "MAPBEHA JIMATHOCTHKA" EOO/I, ere cenanmnue B rp. Codus 1799,
anpec Ha ynpasneHue: paiion Mnanocr, x.k. "Mnaanoer 2", ya. "Ceers Kunpusu" 44, EMK
200600292, npencrapnasano ot Hams Escrarnesa JIparoesa.

4. KomucuaTa H3BBLPIIH MPOBEPKA HA CHLOTBETCTBHETO HA VYACTHHUMTE C
H3HCKBAHMATA 3a JIMYHO ChCTOAHHE, MocoyeHn B Touka 2 Ha pasaen VI1.3) na O6ssnennero 3a
nopbuka: 1. [la He ca Hanmile npenocTaBKHTE 32 3A0B/DKHTENHO OTCTPaHsBaHe o i, 54, an.
1 ot 30I1; 2. Jla oTroBopaT Ha M3MCKBAHHATA 110 Wi. 3, T. 8, BLEB Bp. ¢ wi. 4 or 3akoHa 3a
HKOHOMHHYECKHTE H (DHHAHCOBHTE OTHOWICHHSA C JIPYKECTBATA, PErHCTPHPAHH B IOPHCAMKIHH
¢ npedepeHuHaIed NaHBUEH PEKHM, CBBP3AHHTE ¢ TAX JMLA H TEXHHTE AelCTEHTEIHH
coberpennun; 3. Jla Be ca manmne oOcrosaTencTBata 3a OTCTPAHABAHE OT MpOLENYpaTa,
npousTHUamm ot w1 69, an. 1 ot 3MIKOHIIH, oTtHacamm ce jno nuue, 3aeMano BHCLIa
nydIHUHA JUTEAKHOCT, KOETO B MOC/EIHATA SHA FOJHHA OT HAMBIHEHHETO HA NPABOMOIIHATA
HIH 3a0BbIDKEHHATA CH no chyxba € yyacTBAIO0 B NPOBEMUIAHETO Ha NpouUeaypH 3a
ODUIeCTBEHH MOPLYKH W NPEeCTABIBA YYaCTHHK B HacToswiata nponenypa; 4. Jla ne ca
CREP3IAHY JIHLIA C JPYT YHacTHHK B IIpoUeayparta no cmuceina ua § 2, 1. 45 ot JIP na 3011, pns
Bpe3kac § 1, 1. 13 u 14 ot JIP Ba 3akona 3a ny6nuyHOTO npenarane Ha HEHHH KHHIKA,

14.1. Tlpoeepkara 3a CHOTBETCTEHETO HA YYACTHHIMTE ¢ HIHCKBAHHATA 3a THYHO
CBHCTOAHHE CE H3BLPIIM Bh3 OCHOBA Ha JlekinapupanuTe oberosatencrsa 8 EEJIOI.
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14.2. Komuchata npuema B3 OCHOBA HA M3BBPUICHHTE NPOBEPKH W
NEKNAPHPaHHTE 0OCTOATENCTBA, Y€ YYACTHHIUHMTE ChOTBETCTBAT HA W3MCKBAHMATA 33 JIHUYHO
ChCTOSHHE.

14.3. Vyactauksr "MAPBEHA JIMATHOCTHUKA" EOOJ] e nocounn =
npeacraeHds EEJIOIT xoa 3a gocTen 10 €NEKTPOHHOTO CBHIETENCTBO 34 ChAMMOCT Ha
npencrasnasamoro muite Hana Escraruesa lparoesa.

KomueHaTa H3BBPIIH MPOBEPKA HA IEKIAPHPAHOTO 0OCTOATENCTRO B ENEKTPOHHMS
caiit Ha MunncTepeTBoTo Ha npasockamero (https://cs.mjs.bg/), npu koero ycraHosm
CBHIETENICTEO 3a CBAMMOCT CbC cpok HaA pasuanocT 14.07.2019 roa.

I5. KomucuaTa u3BBpIIM NpOBEPKa 3a CLOTBETCTBHETO HA YUACTHHUMTE C
HIMCKBAHMATA 38 TOAHOCT 34 yNpa)HsBane Ha NpolecHOHANHA ACHHOCT, OCOYEHO B pasien
[1I.1.1) Ha Obsenennero 3a nopvuxa: Jla ca TEProBUM HA €IPO ¢ MEJHIMHCKH W3ASINUS WIH
MPOH3BOAMTEH Ha MEAHUHHCKH H3JE/HA, YCTAHOBEHH Ha TepuTopusta Ha PenyGamxa
bbirapus M ja MMar NpaBoTo Na ThPryBaT C MEJAMIMHCKH M3/ENHA HA TEPHTOPHSTA Ha
CHOTBETHATA [ILPIKABA,

15.1. TlposepkaTa 3a CHOTBETCTBHETO HA YMACTHHIMTE ¢ W3MCKBAHHATA 38 FOJHOCT
3@ YIpaXHABAHE HA NPO(ECHOHATHA ACHHOCT C& H3BBPIIM B3 OCHOBA HA AEKIAPHUPAHHTE OT
Tax oberosrencrea B EEJIOI u npomepka B permcrbpa Ha W3JafeHWTE paspelleHHs 2a
THPrOBHA HA €/IPO C MEIHIIHHCKH U3/,

15.2. Ha ocnosanue ui. 67, an. 8 or 30I1 xoMmucuaTa M3BBLPIH NpOBEpKA B
PErHCTHPA HA H3JAJCHHTE paspelieHHs 3a THPrOBHA HA €1p0 ¢ MEIHIMHCKH H3IETHs Ha
caiita na Msmbanurennara arenuus no nexapersara (http://www.bda.bg/perncrpn/perncrpu-
HA-ThPrOBUN-H-NPOH3BOAHTEIN) TIPH KOSTO YCTAHOBH 38 OTJACIHHTE YYACTHHIIN CIIEIHOTO:

15.2.1. "MHTEPTAJIEHHKA" OOJl: Paspemiene 3a ThproBHs Ha eapo ¢
MEIMUMHCKH H3Jienus ninaneno ot MAIJI ¢ per. nomep IV-P-T/MM-383/17.07.2008 r.;

15.2.2. "MAPBEHA JIMAT'HOCTHUKA" EQOJI: Paspemenne 3a Thpropus Ha
eIpo ¢ MeJHUHHCKH n3aenus uijianedo ot MAJl ¢ per. nomep IV-P-T/MM-720/28.17.2011 r,

15.5. KomucHata npuema BL3 OCHOBA Ha [EKIapHpPaHWTE OOCTOATENCTBA W
H3BLPLICHHTE [POBEPKH, YE YYACTHHUIHMTE CHOTBETCTBAT HA M3MCKBAHMATA 3a TOJHOCT 34
ynpaxHsBaHe Ha npoecHOHAIHA eHHOCT.

16. KomHcusita H3BBPINIM NPOBEPKA 34 CHOTBETCTBHETO HA YHACTHHLHTE C
HIHCKBAHMATA 32 TEXHHYECKH W npodecHonainy cnocobHocTH, nocotenn B pasnen 111.1.3)
Ha ObsBara 3a nopbuka: [la npuiara 0 NoUTLPKa CHCTEMA 32 YIIPARJIEHHE HA KavecTsoTo EN
[SO 9001 w/mmm EN ISO 13485/13488 w/mmm exsuBasentHa, ¢ oOXeaT B obnacTra Ha
POH3BOACTBOTO H/HIM TEPrOBHATA C METHITHHCKH HIJIEIHA.

16.1. 3a 1okasBane Ha CHOTBETCTBHETO CH YHacTHHIMTE ca mocou B EEJIONT,
He NpHIaraT U NoJUILPIKAT CHCTEMA 1d YNPaB/JeHHE HA KauecTBOTO ¢ obxear B ofnactTa Ha
NPOH3BOJICTBOTO H/MIH THPrOBHATA ¢ MEIHITHHCKA H3IS/THA,

16.2. Komucuara npuema BH3 OCHOBa Ha JeKIapHpaHHTe OGCTOATENCTRA, Ye
YHACTHHUMTE CHOTBETCTBAT HA M3IHCKBAHUATA 33 TEXHHUCCKH H  npodecHoHantu
CIOCODHOCTH,

17. Komucusita KnacHpa yHacTHHIIHTE 110 CISIHHA HAYHH;

17.1. "MHTEPTAJIEHHKA" O0/1:

17.1.1. Ha mbpso msicto no ofocodena mozmuus Ne 1: Jlocraska na kacera cyx
OuKapbOHAT 3a NPHTOTRAHE HA XEMOIMATH3IHH PA3TBOPH.
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17.2. "MAPBEHA THATHOCTHKA" EOOJI:

17.2.1. Ha nspBo Muacro:

Ilo obocobena mosmums Ne 2: JloctaBka Ha Kacerta ¢ pasTBOp 3a MOMHCTBaHe Ha
KaJILIHit,

[To obocolena nosuuua Ne 3: JlocTaBKa Ha KaceTa ¢ pa3TBOp 3a IOYHCTBAHE HA
MazHHHH.

17.2.2. Ha sropo macro no obocobena nosnuus Ne 1: Jloctagka Ha kacera cyx
OHKapOOHAT 3a MPUTOTBAHE HA XEMOOHAIH3IHH Pa3TBOPH.

[Mocneanoro sacenanne Ha KomucHaTa npukmodd Ha 15.04.2019 roa, 8 10.00 4,
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