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ﬂﬂecd.z’..f%’{’:,...zﬂlﬁ rof. B rp. [lobpuu, na ocnosanne wi. 112 u cn. or 3akona 3a
00LIECTBEHUTE NIOPBUKH, CE CKITIOYH HACTOALIHAT JOTOBOD MEIHKILY:

"MAPBEHA JIMATHOCTHKA" EOO/I, cse cenanuuie B rp. Codus 1799, ampec
Ha ynpasnenne: paion Miajgocer, #.k. "Mumagoer 2", yn. "Ceern Kunpusn' 44, EMK
200600292, mpeacrasiasano ot Hana Ercraruesa [lparoesa, onpenenen 3a W3MbAHHTEN C
Pemenue Ne 15/ 15.04.2019 r. cnen nposezena npoueaypa 3a Bhajarade Ha oBLIeCTBEHA
nopetuka THO “oTkputa" Ne 00083-2019-0003, ¢ npeamer: Tlepmomuusa joctaska Ha
KOHICHTPATH 3a XEMOJMANN3A H PasTBOPH 3@ Ae3MH(EKUHs Ha XEMOAHAIM3HM amapary
mapka: AK 98, monen: BIO VERSION, nponseozereo Ha BAXTER GusH GAMBRO

H

"MHOI'OITPODUITHA BOJIHMLA 3A AKTUBHO JIEYEHUE-J[OBPUY" AJ]
rp. Hobpuy, cbe cenanuine v anpec ua ynpasieuue: rp. JoGpuu, yn. “Tlauaiior Xurtos" 24,
Ten.  058/600160, daxe: 058/600414, e-mail: oblb@bergon.net, EMK 124141302,
npencrasnasano ot Jl-p Ceerosap baitues Ilerpos  — Msmeauurenen [lupextop Ha
ApyecTsoTo, Hapuuana KYTTYBAY.

CtpanuTe ce cnopasyMsxa 3a CIeIHOTO:

[MPEOAMET HA JIOTOBOPA M LIEHH

Unen 1.(1) [lponasaysT npojasa Ha KynyBada cTOKMTE 110 oGocobena nosumms Ne
Ne 2 JlocTaBka Ha Kacera ¢ pasTBOP 3a NOYMCTBAHE HA KAMUHIT 1 no oBocobena nosumms Ne 3
JlocTaBka Ha KaceTa ¢ PasTBOP 3a MOYHCTBAHE HA MA3HUHH, 33 KOMTO € YUACTBA/ B OTKPHTATA
NpONeaypa 3a Bbijlarane Ha odLecTBeHa NOPhLYKa.

(2) leHosHTe NpeanokeHns Ha npoaasa3a ca:
ITo obocobena nosuuns Ne 2 JloctaBka Ha KaceTa ¢ pa3TBOP 3a NOYHCTBAHE Ha .

kanuuii: 2.50 (aBa aesa n nernecer crornnkn) gesa Gez JJIC 3a 1 Gpoii kacera. SIky
[lo obocobena nosuuna Ne 3 Jloctaka Ha Kacera ¢ pasTBOp 3a NOMYHCTBAHE HA
masHuHK: 2.80 (18a JteBa n ocemaecer crorunin) gesa oes JUIC 3a 1 Gpoii kacera, '/ /.,

(3) IlporHosnHuTe KOJMYECTBaA, MOCOMEHH B JOKYMEHTANMATA 3a obuecTBeHa
NOPBYKA HE NOPAAIAT 3aIBIDKEHHE 3a KYIIYBA4a 1a I'H 3aKYIH B [ocouyeHus obem.

CPOKOBE U HAYMH HA TIJTAIIIAHE

HYnen 2. CpoKsT Ha HACTOALIMA JOTOBOP € 7 MECElLaA OT AaTATa Ha NOAMHCBAHETO
My. JlOroBOPBT MpOALIKABA JIGHCTBHETO CH J10 CKIIOYMBAHETO Ha JOTOBOP € APYT H3TBIHHTEN
cliell npoBekaane Ha obUlecTEeHa MOPBYKA.

Unen 3. Crokute me GBJAT J0CTABAHH OT MPOJABAYA Ha Kymysaua B cpok 10
(HeceT) KaneH apHH JTHH, CIIE]l 3ASBABAHETO HM.

HUnen 4. [Inmxumata Ha npojsasasa cyMa o BCAKA OTJENHA JOCTABKA e Ghae
naTena OT Kynysaua no OaHkopaTa CMeTKa Ha NpojaBada B cpok ao 60 (wectgecer)
KaJleHJapHH JHH CJIe/l H3/laBaneTo Ha (hakTypa oT npojaBaya.

Ymen 5. Cpok®kT Ha rofHOCT: He MO-KparbK oT 6 (mecT) Meceua OT Jatara Ha
JI0CTABKATA.

MACTO HA M3ITbJIHEHME M IMTPEMHHABAHE HA COBCTBEHOCTTA
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Hnen 6. 3a MACTO Ha JoCTaBAHE Ha CTOKHTe ce onpeens “MBAJT-To6pua” AJl
rp. Jobpuu, yn. “[lanaiior Xutos™ Ne 24, 3seno ,,bonnnuna anteka”,

Unen 7. CobctseHocTra BEPXY JOCTABAHHTE CTOKH H PHCKBT OT ITBJIHO HIH
YACTHYHO MOTHBAHE HA CTOKHTE MPEMUHABA BLPXY KYNYBaya 0T MOMEHTA Ha IPHEMAHETo UM
Ha MACTOTO Ha JOCTaBAHE C [MPHEMO-NPENABATE/eH [POTOKON MAM JAPYT paBHO3HAYeH
NOKYMEHT.

[TPABA WM 3AJTBIDKEHHA HA TTPOJIABAYA

Ynen 8. (1) TponapauybT e WIBKEH fAa CKIIOYMH JOTOBOP 33 NOMM3MBLIHEHHE,
KOrato ¢ OOsIBHI B 3asiBJICHHETO CH 33 Y4acTHe MON3BAHETO Ha NOAM3NLAHuTeR B cpok 1o 3
JHH OT CKIOYBAHETO HA JOTOBOP 3a [10/IM3MTBIHEHAE HIH HA JONBJIHHTEAHO CIOpPa3yMeHHe
34 3aMiAHA HA TIOCOYCH B 3asiBJICHHETO MOMM3NBAHHTEN H3IBIHHTENST H3Npalla KOMHe Ha
AOTOBOPA HIH Ha JOMBIHHTEIHOTO COpasyMeHHe Ha BBINOKHTES 38€0HO ¢ JIOKA3aTeNncTEa,
Y€ Ca HINBIHEHH YCHOoBHATA 1o W 66, an. 2 u 11 or 30I1.

(2) HomuanuauurennTe HAMAT NPaBO [Ja NPEBBINATaT €/HA HAH MOBEYE OT
AeHHOCTHTE, KOHTO ca BKIIOYEHH B IPEIMETa Ha JIOTOBOPA 3a MOIH3TRIHEHHE.,

(3) HezaBHcuMO OT BBLIMOKHOCTTA Jla Ce€ H3MOJN3BAT  [OMH3IBIHWTENH,
OTrCBOPHOCTTA 3a H3NBJIHEHHE HA Or0BOpa 3a 0dulecTBe A NOPBLYKA € Ha MpoJaBaya.

(4) KynypausT HaAMa JIa W3BLPILBA JHPEKTHH PAsIIALIAHKA C MOAMANBIHHTEIHTE

Hnen 9. llpoagasaybt e anbiKeH 1a JOCTaBs CTOKM, KOHTO OTTOBApAT Ha
H3IHCKBAHMATA, TOCOYEHH B TEXHHYECKHTE CHCHM(HKALMH OT JOKYMEHTauusara 3a
o01ecTBEHa NOPBYKA.

HYnen 10. [posasausT B cpoka Ha JOr0OBOpa € JUTHKEH J[a UMA paspellcHHE HIIH
YJOCTOBEPEHHE 38 TEPrOBHA HA €IpOo C MEIHIIMHCKH HW3[eiHA, HaganeHo ot Mampnanrensus
aupertop Ha MAJI o pena na 3MH.

Hnen 11. Ilponasaust B cpoka Ha joroeopa e JUTBKEH JIa IpHIAara H NOUIBpPIKa
cHcTeMa 3a ynpaenenue Ha kadectsoro EN ISO 9001 w/mnn EN ISO 13485/13488, w/nnm
eKBHBaNeHTHA, ¢ 00XBaT B 00MACTTa HA MPOH3BOJACTBOTO W/HIH THPrOBHATA © MEIHIIMHCKH
H3IIENHA.

Hien 12. Tlponaeayst ¢ anbimen na uigage B cpok (akTypa 3a J0OCTABEHHTE
CTOKH.

ITPABA M 3ATBIDKEHMA HA KVITVBAYA

Hnen 13.(1) Kynysaybr uMa OpaBo Ja NPOBEpABA KOMHYECTBOTO HA BCAKA
OTAENHA NIOCTABKA, KATO [PH YCTAHOBABAHE HA HECHOTBETCTBHE € JUTRIKEH [dd YBEIOMH
npojasaya B Cpok ot 24 vaca.

(2) Ilpu ycTaHoBABaHe Ha HECHOTBETCTBHE B KA4ECTBOTO Ha JOCTABEHHTE CTOKH
KYIYBa4sT € JUThHEH Ja YBEIOMH [pojasata B CpoK oT 24 yaca.

(3) HecnotsercTBHETO HAa KOMMHYECTBOTO M KA4YeCTBOTO Ceé YCTAHOBABA
NPOTOKOJ, CHCTABEH OT KOMHCHS, ChCTABEHA OT UTEKHOCTHHTE JIHIA HA KYIYyBaya.

(4) B caywaii, ye mpogasausT B cpok A0 24 €aca cieal YBeIOMABAHETO 10 an. |
OCIOPH MHUCMEHO HECHOTBETCTBHETO HA KaYeCTBOTO, TOH MOMKE /la HCKa NPOBEPKATa MY OT
YIBJIHOMOLICHE NabopaTopHs, Ypes B3eMaHe Ha KOHTPOIHH o6pasii (MOCTPH) OT JI0CTABKATA
H CPaBHABAHETO MM C NpejcrapeHnTe o0pasun (MOCTpH) NpH yuacTHeTo B obmecTBeHaTa
NopBLUKA.

HUnen 14. KynmysausT € jurbikeH /la 3anjaTH yrOBOPEHATa [IEHA B pasMepa, Mo
HA4YHMHA U B CPOKA, ONPEENeHH B HACTOAINHA J0I0OBOP.
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HEYCTOWKH

HUnen 15.(1) [1pu 3abasa na gocTaBKa OT CTpaHa Ha Mpojasaya ¢ MOBeYe 0T 24
(mBazecer u weTHpw) uaca, KynyBauybT HMa IIPaBO Ja NOJIY4H HeycToilka B pasmep ua 0]
(Hyna nano, enHa feceta) Ha CTO OT CTOHHOCTTA Ha 3abapeHara JOCTARKA 34 Beekw 24 uaca
3abaBa.

(2) Tlpn ycraHoBaBaHe HA HECHOTBETCTBHE B KOJMYECTBOTO, NPOJABAMBT €
JUIBIKEH 1d JOCTABH JIHICBAMIOTO KOJAHYECTBO NPH CleiBaliaTa J0CTaBKd, a NpH MOHCKBaHe
OT CTpaHa Ha Kynysada B cpok oT 24 vyaca. IlpM HeusmbiIHeHHe Ha TOBa 3adbKEHHE
KyIyBaykT HMa MPaBo [a DoJIY4YH HeycTolka B pasMep Ha 5 (meT) Ha ¢To OT cTofiHOCTTa Ha
AUTICBAINOTO KOJIHYCCTBO.

(3) Ipu ycranossBase Ha HECHOTBETCTBHE B KAYECTBOTO, MPONABAYLT € JUTLIKEH
Na NOCTaBH CTOKM C YTOBOPEHOTO Ka4ecTBO NPH CIEABALATA [OCTABKA, & MPH MOHCKBaHE OT
CTpana Ha KynyBada B cpok oT 24 yaca. [Ipn HeH3OBIHEHHE HA TOBA 3A0BIDKEHHE KYIYBAYBT
HMa TNpaBo [a MONy4YH HeyCcTolika B pasMep Ha 3 (meT) Ha CTO OT CTOHHOCTTAZ Ha
HEKa4eCcTBEHaTa J0CTABKA.

(4) B cinyyanre no anunen 2 M 3, aKo NpofaBadYkT HE JOCTABH JIOFOBOPEHOTO,
KyMyBaYbT HMa [paBo Ja 3aKynH HeoOXOMMMHTE MY CTOKH OT JAPYI JIOCTABYHK, KaTo
PasHKATA MEXKY lieHaTa no JoroBopa H JAeifiCTBHTENHO 3aMIaTeHaTa [IeHa e 33 CMeTKA Ha
npojaBaga.

Hnen 16.(1) Ilpu oTkas wa npojapava a I0CTABH 3asBEHATE MY CTOKH WIH [1PH
3abapa nosede oT 48 (4erHpHMiEceT M OCEM) Haca, KYNYBavybT HMMa NPABO Ja 3aKYIIN
HeoDX0INMHTE MY CTOKH OT APYT JOCTABYHK.

(2) B cnyuanTe no npeqxoHata anuHes paziMKaTa MEXKIY LeHaTa 10 J0T0BOPa H
JICHCTBHTENHO 3aIUlaTeHaTa 1IeHa € 33 CMEeTKA Ha MpojiaBaya.

Hnen 17. KynyeausT mma npaso na ucka obeslleTeHHe B MbleH pasMep Ha
BPEJIHTE, KOWTO € TIPETLPIA B pe3ynTar Ha 3abaBeHaTa W/HIM HEKaueCTBEHATA OCTABKA.

HYnen 18. Tlpu 3abapa Ha niamaHe OT CTpaHa Ha KymyBaua, NMOCASAHHAT IHIDKH
Ha@ NpoaaBa4a HeycToliKa, B pa3Mep Ha 3aKOHHATA JIHXBa.

Hnen 19. Heycrolikute, obe3ueTedusaTa H [EHOBATE Pa3siMKH 1mo wi. 16, an, 2
MOTraT Ja ObJaT yABpPiKaHH OT BCAKO ABIMHMO HA MPOJaBaya [ialaHe.

IPEKPATABAHE HA JIO'OBOPA

Ynen 20. [loroeopsT ce npekparssa

l. ¢ m3arHuaHe Ha CpoOKa, 3a KOHTO € CK/IOYEH, OCBEH B CIOyHaHTe no Wi 2, H3p.
BTOPO.

2. IIPH CHCTEMHO HEH3MLAHEHHE HA JOCTABKHTE M0 KOJHYECTBO H/MIH KAa4eCTRO
0T cTpana Ha npogasaya. [loa cuctemMHo HemsmbIHEHHE ce pa3lupa TAKOBA, H3BLPIIEHH [BA
HIIH 110B€YE THTH B PAMKHTE Ha €/IHH KaJIeHIapeH Mecell, WK MOBeYe OT TPH MbTH B pAMKHTE
Ha CPOKa Ha JOroBOpa;

3. TIPH CB3JIABAHETO HA YCIOBUA 3a JIOCTABKA HA CTOKHTE, NPEIMET Ha J0roBopa
CIICH NPOBEHIAHETO HA LEHTPATH3HPAHH €/IeKTPOHHH ThProie.

4. B ciyuail, 4e Onje NpoMeHeHa HOPMaTHBHaTta ypenba, B pesynTaTl Ha KOETO
OTrajHe HeoOX0AMMOCTTa OT JI0CTABKATA HA CTOKHTE, KOHTO ca IIPEMET Ha JI0r0BOpa;

5. NpH HEBB3MOKHOCT [Ja CE OCHTYPH (HHAHCHPAHE 3a H3MLIHEHHETO Ha
NopLYUKaTa N0 MPHYHHH, KOHTO KYIIYBAYLT HE € MOrbJ1 18 IPEIBHIH.



"MHOTOITPOPUAHA BOAHULA 3A AKTUBHO AEYEHUE - IOBPUY" All
NOBPHY 9300 & ya. Manafor Xuros® 24 & 058/600488 dake (158600414 S e-mail: oblE@Eergon. net

JPYTH YCIIOBHA

Haen 21. CrpannTe mo 10r0BOpPa HE MOFAT [ga IO M3MEHST, OCBEH B ClyqanTe,
npeasuaety B 4. 116 ot 30I1.

Ynen 22. Crpannte mo 10roBopa L€ PeLIaBaT BE3HHKHAIHTE 10 H3MBAHCHHETO
CNOPOBE MO B3ANMHO CBIIACHE, & aKO TOBA ¢ HCBBL3MOWKHO, 10 peaa Ha ['TIK npex ponoso
KOMIETEHTHHAT CB B rp. [loOpuy, ocsen B ciryyauTe, KOraTo MpeTeHIMATa € NPeIIBeHa [0
pela Ha 3an0BEJHOTO IIPOHIBOJCTRO.

Hnen 23. 3a BeuuKy Heype/IeHH 10 HACTOALINA JOTOBOP BRIPOCH IIE Ce npuiarat
pasnopeadure va 3011, I[TT30I1, 330 u T3.

Unen 24.(1) 3a Banuanm ajpecH 3a lpHeMaHe Ha CbOOWIEHMA, CEBpP3aHH ¢
HACTOALIHA NOrOBOD CC CMATAT 8pecHTe, MOCOMEHH B HAYATOTO HAa Aorosopa.

(2) Ilpu npomana Ha maHHUTE NO NpPEIXOJHATA ANTHHEsH, CHOTEETHATA CTpaHa e
AALAHE 18 YBEOOMH Opyrara B TPHOIHEBSH CPOK OT [IPpOMAHATA.

llpn cecTapsHe Ha HACTOAWMAT HOTOBOP CE MNPENCTABHXA OT HAMBLIHHTENN
CNENHNTE TOKYMEHTH:

l. AxTyannn [JOKYMEHTH YAOCTOBEpABAIM JIMMCATA HA OCHOBAHMA 3a
OTCTPAHABAHE OT [POLEAYPATa, KAKTO W CHOTBETCTBHETO C MOCTABEHHTE KPHTEPHH 3a
nojbop:

- 38 obcroarencTsara no wi. 54, an. 1, 1. 1 ot 3011 - ceuserencTso 3a cChanMOCT;

- 38 00CTOATENCTBOTO MO Wi 54, an. 1, 1. 3 or 3011 - yocrosepenue ot opraiure
0 NPHXOAHTE H YAOCTOBepeHHe OT o0MHATA M0 CeNalHINETO Ha BLIOKHTENH H Ha
KaH[HAATa HIH YYaCTHHKA,

- 34 obcToATeNCTBOTO 1Mo 4, 54, an. 1, T. 6 - yjaocTOBEpeHHe OT OpraHuTe Ha
W3nsnuurenna arenuus "I iasHa gHCNeKUus no Tpyaa”;

- cepTH(MKAT 3a MpWiaraHe u TOMLTLPNAHE HA CHCTEMA 3a yrpasjieHHe Ha
kauectBoTo EN ISO 9001 w/wnu EN ISO 13485/13488 w/unm CKBHBAJIEHTHA, ¢ 00xBar B
00J14CTTa HA TPOH3BOACTBOTO W/HITH TBPIOBHATA C MEAMIHHCKH M3,

2. lNexnapaitus mo un. 59, an. 1, 1. 3 ot 3akona 3a MepkuTe cpeny H3NUpaHe Ha
napH — no sane/pEMTeNneH o0pasey Ipunoxkenue Ne 3,

IIpunoserna koM gorosopa:
1. TexHMYECKO NPeUIOIKEHHE 38 H3TBIHEHHE Ha OPbYKATA;
2. llenoso npennoxenwue.

Hacrosmmsr norosop ce chcTaBH B TpH eaH0oGpazHu EK3EMINAPA, SOHH 3a
MpOJaBaYa H Ba 33 KyyBsaua.
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ITpunoscenue No 1.2 — zapwameumenen obpasey
Hpedcmasa ce omoenno 3q obocobena nosuuua N 2

HEHOBO NPEJIOKEHUE 3A U3ITBbJIHEHHE HA IOPBYKATA

ot Mapsena [Iuarsoctika EOQ]]
¢be cenammie B rpan Codns obumna Cous-rpag u aapec Ha

yupasnenue rpan Codma, yi, ,,Ceetn Kunpusu*dd

EUK / BYHACTAT 200600292

npeacrasngsan ot Crosn Bacunes Yoponees

El'H 7! ° + B KA4ECTBOTO My Ha THProBCKM MEHMINBD ¢ MBIHOMOLIHO

per. Nel0491 usnaneno na 04.05.2018 ot Hotapuyc Msan Ilaxtepos per. No 039
Ha HK

[Ipencrarsam nenoso npemnomenne mo oocofena nosuuusa Ne 2 Jlocraska Ha
KACSTA ¢ pa3TBOp 34 NOYUCTBaHe Ha KasllHii

2,50 (nBa nena u nergecer cToTHHKH) NeBa 6es JJIC 3a 1 Gpoii kacera.

Hoanuc va HPEACTABIABAIIOTO IULLE W [eYaT:.,......

Crosu Bacunes Yoponees, Tepropeku MeHumKLp e ]
(nme, Gammuo v hamumus, ITBAHOCT) s



Hpunoncenue Ne 2.2 — sadvancumenen odpazey
Ilpeocmaea ce no odocobena nozunua Ne 2

TEXHHYECKO NPEJAJOXKEHMUE

1o obocofena mosmuun Ne 2; locTaBRa HA KACETA ¢ PA3TBOP 34 NOYHCTBAHE
HA KaJHii

Hopnucanuar Croan Bacunes Yoponees, ET'H _ R KAYECTBOTO CH Ha
Teprosexs MeHHIDKBD ¢ mbIHOMOIIHO per. Nel0491 uspaneno na 04.05.2018 or HOTapuyc
Hpan Haxtepos per. No 039 na HK (usnucea ce onvocnocmma) Ha Mapgena [luarnoctuxa
EOON (usnucea ce umemo ma ywacmuuxa), chC CELAALIE: rpan Codus, anpec Ha
ynpaenenne rpan Codms, ya. ,,Ceern Kunpusu®44, EMK 200600292,

. Ipennarannte meanmumAckH H3jienus no obocofeHata nmosumus  ca
NpeaHASHAYCHH 33 XeMoAuanu3Hn anapat wmapka: AK 98, momenm: Bio version,
npo3soAcTBo Ha Baxter GmbH Gambro u otropapar na Texuuueckure cnemmdukanun ot
JOKYMEHTALMATA 33 yJacTHe,

2, Ilpuemam cpoka Ha H3NBIHEHHE HA TOphYKarta: 7 (cemeMm) Mmeceua ot
CKNIOYBAHETO HA JOTOBOPA.

3. Ilpmemam cpoxa 3a miawade: go 60 (wecrmecer) KaleHJapHu IHW OT
H3BBPIIBAHETO HA JIOCTABKATA H H3/IABAHETO Ha (aKTYPa OT HITLIHHTEN,

4. Ilpiemanm cpoka Ha joctaska: o 10 (necer) KaleHIapHn JHH OT MOMeHTA Ha
3asABABAHETO.

5. [lpuwemam cpoxa ma rojmoer: He mo-kparsk ot 6 (meet) mecena oT jaTtarta Ha
JIOCTABKATE,

6. Ilpiemam fa H3NLIHABAM BCHYKH H3HCKBAHHUA HA BB3JIONKUTENH, NOCOUCHH B
00ABEHHETO H IOKYMEHTALMATA 38 YYaCTHE.

7. B cayuait, ue 6bja onpenenen 3a H3IBIHHTEN Ha MOPBYKATA, C& 3aILIKABAM,
MpH TOAMHCBAHETO Ha J0roBopa 3a oOllecTBEHA TOPBYKA, [A MNPEICTARS: AKTYAIHH
AOKYMCHTH, YIOCTOBEPABAINH JIMIICATA HA OCHOBAHMA 32 OTCTPAHABAHE OT MPOLEIYpaTa,
KaKTO H 32 ChOTBETCTBHETO C MOCTABEHHTE KPHTEPHH 3a moaGop;

- 3a obcrogTencrsara no wi. 54, ain. 1, T. 1 ot 3011 - cBHAETENCTBO 38 CHAMMOCT:

- 38 obcrodrencreoro no 4. 54, an. 1, . 3 or 3011 - YAOCTOBEPEHHE OT OpPraHuTe
N0 OPHXOJHTE H YAOCTOBEpPEeHHE OT OOMIMHATA MO CENANHMINETO HA BHANOKHTENS M Ha
KaHHIaTa WIK YY4acTHHKA;

- 3a obcroaTencreoTo no wi. 54, an. 1, 1. 6 - YAOCTOBEPEHHE OT OpPraHHTe Ha
Wansinutenna arennus "Tasua HHCTIEKIHA 1o Tpyaa”;

- CEPTHMKAT 3a NpPHJArdHe H NMOJNBPYKAHE HA CHCTEMA 3a YIpaBleHHe Ha
kagectBoTo EN ISO 9001 w/unu EN ISO 13485/13488 w/mm EKBHBAJIEHTHA, ¢ ofxBaTr B
00nacTTa Ha NPOH3BOACTBOTO H/H/lH THPTOBHATA C MEIHLHHCKH H3IeIHL.

- Hexnapauus no un. 59, an. 1, 1. 3 or 3akoHa 3a MepkuTe cpeuly Mimupase Ha

napy - 3aab/oKkaTenHlA obpasen [punoxenne Ne 3.
[Toansc Ha npejCTABNABAIOTO JIHIIE H MEYAT:..........

Croan Bacunes Yoponees, Thprosckn MEHHDKED
(Mme, DammHO U QaMuNHA, ATBKHOC =



Hpunexcenue Ne 2.3 - 3advaxncumenen obpaszely
flpedcmasa ce no obocobena nosuyun No 3

TEXHHYECKO NPENJOXKEHUE

no obocobena nosuuna Ne 3: JocTaBka Ha KaceTa € pasTBOD 34 NOUHCTBAHE
HA MA3HHHA

Topnucanuar Croan Bacunes Yoponees, EIS: Ka4ecTBOTO CH Ha
TbproBekn MEHWDKBD ¢ ITLIHOMOIIHO per. Nel0491 usnaneno ua 04.05.2018 ot HOTapHyc
Heau [laxtepor per. Ne 039 na HEK (uznucea ce onvacnocmma) wa Mapsena JJuarnoctuxa
EOON (usnucea ce umemo na yuacmuuka), cve cepammme: rpax Codpus, ajipec Ha
ynpasnenne rpan Cogus, yin. ,,.Ceern Kunpuan“44, EUK 200600292,

I. Ilpepnarannte Memumuuekn wusnemua o obocobenata nosumms ca
NpC/IHASHAYCHH 38 XEMOQWAIM3HH amapath mapka: AK 98, momen: Bio version,
npon3BoAcTEO Ha Baxter GmbH Gambro m otrosapsar na Texuuueckire clenHHKALHH OT
JNOKYMEHTALMATA 38 yJacTHe.

2, llpuemaM cpoka Ha H3NBAHEHHEe Ha nopeukara: 7 (cemem) mecema ot
CKJIIOYBAHETO Ha JI0roBopa,

3. IlpuemaM cpoka 3a mnnamane: no 60 (wectnecer) kanemmapuu auHM ot
H3BLPIIBAHETO HA I0CTABKATA H M3/IaBaHETO Ha JAaKTYPa 0T H3MBITHITENS,

4. Tlpuemam cpoka Ha goctaka: o 10 (feceT) KanenaapuM THW OT MoOMeHTA Ha
3a4BABAHETO,

5. IIpuemam cpoka Ha roguoct: He No-KpaTeK OT 6 (1ecT) Mecena oT AaTaTa Ha
OOCTABKATA.
6. Ilpuemam 1 M3MBLIHABAM BCHYKH M3HCKBAHHS Ha BBIIOKHTENS, [IOCOYEHH B
00sBAEHUETO U JIOKYMEHTAIIHATA 3a Y4YacTHe.
7. B cayuaii, ye 6naa OMpEeacH 3a U3NLIHHTEN Ha NOPLYKATA, CE 3aIbiIyaRa
fIpH TMOANHCBAHETO HAa JIOroBOpa 3a ofllecTBEHa MOpbuKa, 1A NpPeICTABA; aKT
JIOKYMEHTH, YHNOCTOBEPABAIIN JIMICATA HA OCHOBAHHS 3a OTCTpaHsABAHE OT Mpouen
KaxTO H 33 CLOTBETCTBHETO € NOCTABEHHTE KPHTEPHH 3a noaGop:
- 3a obcTosTencTBata no wi. 54, an. 1, 1. 1 ot 3011 - CBHJIETEJICTBO 38 ChIHMC
- 38 obcTosTencTroTO MO Wi, 54, an. 1, 1. 3 ot 301] - YAOCTOBEPEHHE OT Opra
1O TIHXOLHTE M YIOCTOBEPEHHE OT OOUIMHATA M0 CENATHMINETO HA BLANONKHTES I
KaH/THIATA HII YYacTHHKA; — |
- 3a obcToATencTroTo Mo um. 54, am. 1, 1. 6 - YAOCTOBEpPEHHE OT OpraHHTe Ha
Vsnbnuutensa areniusa "I aBHEa HHCIEKIHS 110 Tpyaa"; '
- CepTH(HKAT 3a mpunaraHe M MOIBPKAHE HA CHCTEMA 3a YNpaBleHHe Ha '
kauectsoro EN ISO 9001 w/unu EN ISO 13485/13488 w/wm CKBUB&ICHTHd, ¢ o0Xxpar B
001aCTTa Ha IPOM3BOACTREOTO H/HITH ThPTOBHATA ¢ METHIIMHCKN M3AETHs,
- Hexnapanus no wi. 59, an. 1, T. 3 or 3akoua 3a MEPKHTE cpeury w=- ia
NapH - 3ab/uKHTeIHIA 00pasen [Tpunoxenne No 3,

[Toanue na npeacrasnasaioTo Juue u nevar:.. é

Crosn Bacunes Yoponees, Tsprosekn MEHH/IKBD -
(me, Dammno w haMuIng, TThNH



Hpunoscenue Ne 1.3 — 3a0vaNcumenen o6pasey
Hpeocmaea ce omdenrio 3a obocobena nosuyun Mo 3

HEHOBO IPEJVIOEHME 3A H3ITLJIHEHHUE HA TIOPBYKATA

ot Mapsena [nartoctuxa EOO]]

Che cenanume s rpaj Copua o6umua Cogms-rpan u agpec na

yrpasienue rpan Cous, yn. ,,Ceetu Kunpusn“d4

EMK / BYACTAT 200600292

TipencrasnsBan or Croan Bacuner Yoponees

ETH 7506186320, B kauectsoto My Ha Twproecku MEHHILKBD € ITBJHOMOIIHO

per. Ne10491 mznaneno na 04.05.2018 ot HoTapuyc MBan Jlaxtepos per. No 039
Ha HK

IIpencragam nenoso lpeiioikenne no obocobena mosumms No 3 Hocraska ua

KaceTa ¢ PAa3TBOP 34 NOYHCTRAHE HA MAIHHHH

2,80 (nBa nesa 1 ocemuecer CTOTHHEH) jiega Ges J1JIC 3a | Opoi kacers

C

Crosu Bacmunies Yoponees, Trpropexu MEHHUKTLD o
(nme, Gammso u Gamuns, JUTHAHOCT) LT

o



