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OOLIECTBEHUTE TOPLYKH, ¢ CKIIIOUH HACTOSIIHAT JIOTOBOP MEXITY:

ergon. et

_

. 0T 3aKoHa 3a

"IMAMEN" OO/, cbe cenamume B rp. Codus 1113, aZipec Ha yNpaBlIeHHE Vil

"Kymo Kropu" 48, EMK 121062052, npencrasissano ot Hamurep Maputos Mapunues u

Mapuo Tponkos Tanes, 3acuuo u MOOTACIIHO, OLPEACIICH 3a M3IIhIHUTEN C.Tl[

eIl IpoBeaeHa

fponeaypa sa Bb3arane Ha obliecTBeHA [Oophuka  No 00083-2016-0012, napuuan

[TPOJTABAY 1

"MHOI'OITPO®UITHA BOJTHULIA 3A AKTUBHO JIEHEHUE-JTOBEPUY" AJT
rp. HoGpuy, cbe cefammine u agpec Ha ynpasjienue: rp. Jlobpuy, yn. “Ilanatior Xurtos" 24,

Ten.  058/600160, daxe: 058/600414, e-mail: oblb@bergon.net, EUFE
lipencrasissano ot [-p Tpudon Bragumupor Wopmanos — Msmbianurenen
ApyxkecTBOTO, Hapuuana KVITYBAUY,

CrpanuTe ce cropasymsxa 3a ClieJHOTO:

HPEAMET HA JIOTOBOPA M [IEHU
1.(1). Ilponapaust nponasa na xymysaua 1abopaTOpPHH KOHCYMATHR
TECTOBE (HAPHYAHM MO-IOJIYy MEIMIHHCKH/TE M3/ICTIHSA), 38 KOWTO € Y4aCTB
lIpoLe/lypa 3a Bh3Jlarane Ha 00IecTBe a Hophyka o 060cobena nosmims No 1

124141302,
Jupexrop Ha

1, PCAKTUBH U
all B OTKpHTA
"JlocTaBka Ha

"Kimunnuna

H8.60pELTOpHPI KOHCYMaTHUBH, PEaKTHBH H TECTOBEC 34 OTHOEIICHHES

MHEKpoOHosorus", HomeHkaarypu: Ne 1 "AHTH6HOTHIHE JIUCKOBE, CHBMECTUMHM C HAJHYHUTE

B nabopartopuaTa jucmencnpu  Sensi- Disk"; Ne 2 "Teumu XPaHHUTEN

H Cpelld 3a

XEMOKYITYPH, CHBMECTAMHU C M3NON3BAHMA B Jaboparopusta amapar BACTEC 9050, 3a

acpobuu Mukpoopranuszmu"; Ne 3 "Teunu XPAHUTEIIHI CPEJH 32 XEMOKYJITYPH

, CLBMECTHUMH

C M3N0I3BaHMs B Jgabopatopusra anapar BACTEC 9050, sa aHacpOOHH MHUKPOOPraHu3Mu';
Ne 4 "Teunm xpanutensu cpeim 3a XCMOKYIITYPH, CBBMECTHMH C H3I0JI3BAHHA B
nadoparopusra anapar BACTEC 9050, nejmarpirann’; No 7 "Xpanurennu cpenu, pasistu i

HETpM 34 CNHOKpAaTHA YnoTpeba, B ©IMH JOT OT exHa (UPMA JOCTaB

quk'; No 15

"l[lonmyaBTroMaTH3ipana cucTeMa 3a OHOXHMMYHA HICHTU(DUKAINS. HA KIHHHYHO 3HAYMMU

MHKPOOPraHU3MH, H3MOJI3BaIla Hal- mManko 30 GHOXHMHYHM TecTa, B enuu

JIOT OT enHa

(upma mocrasumk"; Ne 17 "Iluckose 3a Judepennupane Ha Streptococcus pneumoniae"; No

19 "Jlaodunusupana zaemka miasma"; Ne 22 "Jlarexc armyTHHALHOHEH TeCT 3a

JOKa3BaHE Ha

Hai-uCCTHTE MPUYMHUTEIN HA GaKTepualcH MeHuHruT"; Ne 31 "Huaumos tect (JleHTH) 34
nupepunngpane Ha M. tuberculosis"; Ne 32 "Hurpar-penykrazen rtecr (neuTH) 3a

mudepunnmpane Ha M. tuberculosis”,
(2). LeHoBure mnpemiokeHus Ha IpojaBaya, IOCOYCHH B IIPHII
PEAXO/IHaTa aniHesl, Ca Hepas/lelHa YacT 0T HACTOSIIUA JI0r0BOp.

JKCHHETO 110

(3) llporHosuure KonmmuecTBa, MOCOYEHH B JOKyMEHTanusaTa 3a| o0IecTreHa

HOpBbUKa HE IIOpaXaaT 3abJKECHHE 34 KyllyBaia o4 I'M 3aKYIIH B IIOCOUYSHHS 06eM.

CPOKOBE M HAYMH HA ITJTALLIAHE

2. CpoxbT Ha HACTOSINMA JIOTOBOp ¢ 12 Mecela OT iarara Ha HNOJTMHCBAHETO MY.
JloroBopwT mpojbKaBa JeHCTBHETO CH 0 CKIIOYBAHETO HA JOTOBOP € JAPYI| M3ITBIHKHTEN

CIIeH NpoBeXIaHe Ha o0IecTReHa IIOpPBYKA.

3. [locoyenurte B L. | U3 7eNnud 1e Obaar AOCTABAHH OT IpojJaBada Ha KyliyBa4
CpOK 1o 14 (‘IBTI/IpPIHaI[eCGT) KaJleHAapHHU IHH, CIIE] 3adBABAHETO UM OT K¥ITyBayga.
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4. JIbixumara na nponasaya CyMa 110 BCsAKA OTAENHA T0CTABKA 1]
OT KynyBaya 110 DaHKOBaTa cCMeTKa Ha mpoJiaBaya B ¢
CJICIL M31aBaHeTO HA (DaKkTypa OT npojarava.

5. CpoKbT Ha FOJHOCT HA JOCTABEHNTE U3Jleds TpsiOBa J1a e He I1¢

o (WectaeceT nporenTa) ot 06mms CPOK Ha rOJIHOCT KbM MOMEHTA Ha JIOCTAR

e nmi!.‘obib@lpmgou.uef

OBIE U1aTeHa

pox 1o 60 (urectiecer) KaICHIaPHI AHN

-KpaTsk 0T 60

Kara.

MACTO HA U3ITbJIHEHME U [IPEMUHABAHE HA COBCTBEHOCTTA

0. 3a MACTO Ha JOCTABSHE HA H3/EMSITA e oTIpeaess
Hobpuy, yi. “Tlanaitor Xuros" 24.

7. Cobersenocrra BbPXY NOCTaBAHMUTE M3NCITHS M PUCKBT OT
HACTHIHOTO MM IIOI'MBAHE NPEeMHHABA BBPXY KYIyBa4a OT MOMEHTA Ha HpHe
MACTOTO Ha IOCTABSIHE ¢ TIPHEMO-TIPE IaBaTe ICH TPOTOKOJ UK JPYT P

“MBAJI-T[o

HIPABA Y 3AJTBJDKEHUS HA [TPOJTABAYA

Unen 8. (1) TpopaBausr e jrbiken Jla CKJIKOYH JIOTOBOpP 3
KOTaTo ¢ O0ABIII B 3asBJICHHETO CH 3a Y4YacTHE [OJI3BAHETO HA TI0
AHM OT CKIIFOYBAHETO HA JIOFOBOP 3a IOMH3IIBIHEHHE WM HA JOIIBIIHUTEIIHO
38 3aMAHa HA [OCOYEH B 3aABNEHHCTO MOMU3IBIHUTE] H3MHIHHTE
AOTOBODPA HIIM Ha JIOIBJIHUTENHOTO CIIOPA3YMEHHE HA Bh3JIONCHTCILs
HC Ca U3IIBIHEHH YCIIOBUATA 110 Uil. 66, an, 2 1 11 ot 3071

(2) Hommsnbanurenure Ham
JEHHOCTHTE, KOUTO Ca BKITIOYEHH B [IpeJIMETa Ha IOTOBOPA 3a 10/ IU3IThIIHEHHE.

(3) HezaBucumo orT BB3MONHOCTTA Jla  ce  HU3ToI3BaT
OTrOBOPHOCTTA 33 M3I'BIHEHUE HA HOrOBOPA 3a 0BIIECTBEHA MOPBUKA € Ha I1

(4) KynysausTt nsma na H3BBPUIBA IUPEKTHH Pa3TLIALLIAHKS C [10

Ynen 9. [ponasaust e ansKen na J0¢C

l. umaT Hanecena "CE"
3aKOHa 38 MEIMIMHCKHTE 3181

IH3

(SMH);

2. MMaT HAHEeCeH WIeHTH(DUKAIMOHCH HOMEP Ha HOTH(DUIMpPAHHS OpI
an. 2 or 3MH, korato HpOLEaypuTe, onpenencHu B Hapeabure mo wi. 18 ot 3N

HaHacCsIHETO MYy,
3. mmar HAaHECCHH HAWMEHOBAHHE M dpec Ha YIpPaBIIEHHE Ha 1T
W/WIH YIOBJIHOMOIIEHU S IIpEACTaBUTET U BHOCHTEJI,

4. MMaT UHCTPYKLIHA 3a ynorpeba, ¢ H3KIIOYEHUE Ha
€ nmpeaBuneHo B 3MI;

5. ca IPHIPYIKEHH OT BalUeH CePTH(HKAT, YIOCTOBEPSBALL ChOTRE"
ChILCCTBEHUTE H3NCKBAHMS, IIPHIIOKHMH 32 M3/IEIIHETO, M3JIA/ICH OT HOTH(HIIMPA
puiara u HoIbpiKa
4 YIpaBJeHHe Ha Ka

6. ca HpousBEJIeHH OT IPOU3BOJUTEN, KOUTO I
yupapjenne Ha xadectsoro I1SO 9001 w/wnm cucrema 3
MCAMIUHCKATE u3jienud [SO 13485 u/unu exsuBanenTa.

Yren 10.(1) Iponasaust B CpOKa Ha JIOTOBO
H3UCKBAHHS:

1. la uma paspenienue wim YIOCTOBEPEHHUE 38 THPrOBHUSI HA EPO C

MBICTIHA, U3HaneHo oT W3ienaure s mapexrop a MAJI o pejya na 3MU.
2. Jla npunara u moaspia cucTema 3a YIPaBIeHHE Ha KAYECTBOT
00JIacTTa Ha IIPOM3BOACTROTO W/MITH TBPTOBUATA
yipapJiciue Ha kauectBoTo ISO 13485/13488 w/uiu expupanentua,
(2) TlponaBaubT e jrbiKen HesaGapHO Ad YBENOMH KyIlyBava Ipu
CHOTBETHHTE Pa3pelIeHust HiIH 00e3CHIIBAHE HA YAOCTOBEPEHHSL.

ABHO3HAY

JAT W3IIpa
3a€JIHO C JI

aT TIIpaBo Jia HIpEBB3Narar €jHa M

Imoml
jelopit:

TaBA MCOUTTHHCKH H3IEeIHs, KO
MAapKHPOBKA B CHOTBETCTBHE C H3NCKBaHHIT

U3JIETTUSITA, 38 K

pa TpsibBa f1a oTrosaps

C MEIUIIMHCKH H3Je/IHs U/ HIH

|6le1” All, rp.

IIBITHOTO MK
MaHETO MM HAa
€H JIOKYMCHT.

a TIOAM3IIbITHCHHE,
JA3IBJIHATE]]

. B cpox 0 3
CIIOpasyMeHue
1ma Kolue Ha
OKa3aTesICTRa,

(

M IIOBEYE OT

H3ITBJIHHTEIH,
1BAYA.
BIHUTEIINTE
HTO:

L HA 4l 15 or

aH 110 Wi, 64,
A1, usuckpar

POH3BOJIUTENS
OMTO TOBA HE
[CTBHETO ChC
11l OpraH.

CUCTEMA 34
HECTBOTO Ha
Ha CleJIuTe

MCOHITMHCKH

ISO 9001 B
cHCTeMa 3a

0

OTHEMaHe Ha
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Yien 11. Besika ornenna AOCTaBKa TpsdBA Jia ¢ mpuapyieHa OT JOKYMEHTH,
YAOCTOBEPABAIIK [IPOH3BOIHTEN, APTHIHKS HOMED, CepHiHI HOMep, CPOKa Ha roJHOCT |
OT AHATM3HA CCPTHOHMKATH (OpHIHHANHH, 3dBCPEHO KOIIHE HIIH ny6jquo| OITOBECTEHH ),
AOKYMEHTHPAIIH [IPOU3X0/1a, ChCTABA H TCKYIMST KOHTPOT Ha Ka4eCTBOTO Ha HBJIeTHATA,

Ynen 12. IlpomaBaunt e jurmixen Aa u3nane B Cpok (pakTypa 3a HOCTABCHUTE
MEIHIMHCKH M3IETHA.

HIPABA W 3AJTBJDKEHMS HA KYIIYBAYA

Ynen 13.(1) KynysausT mma [paBo l1a NpoBepsiBa KONMYECTBOTO HA BCSKA
OTACIHA HOCTaBKa, KAaTO IIPH YCTAHOBSBAHE HA HECLOTBETCTBHE € JUIbKCH 1 YBEOMH
IpoJaBaya B Cpok OT 24 yaca.

(2) Tlpu ycranoBssame nHa HECLOTBCTCTBHE B Ka4€CTBOTO HA| JOCTABEHHTE
MEIHUIHHCKN U3JEHs KYIYBAYBT € IUIBKEH 1a YBCIOMH 1IpOJIaBaya B Cpok ot 24 vaca.

(3) HecvorreTcTBHETO Ha KOJIMYECTBOTO B KAYECTBOTO CE YCTAHOBSBA © IIPOTOKOI,
CHCTABCH OT KOMHCHSA, CHCTABEHA OT JUIBIKHOCTHHTE JIMIla Ha Kynysaua.

(4) B ciyuait, ye NpOMaBaYET B CPOK 110 24 waca cliel YBeJOMSBAHETO o ain. 1
OCIIOpH [IHCMEHO HECHOTBETCTBHETO HA KaTeCTBOTO, TOH MOXe Jla HCKa MpoBepKaTa My OT
YITHITHOMOIIEH OpraH uiy 1abopaTopHs.

Yiren 14. Kymysaurt e jursixen Jla 3amjaTH yroBOpeHATa I[eHa B pasmepa, 1o
HauMHa ¥ B CPOKA, ONPENeIeHH B HACTOSIIHS ZOTrOBOD.,

HEYCTOMKHU
Ynen 15.(1) [lpu 3abaBa wa mocraska oT CTpaHa Ha IpojaBava ¢ [oBedye oT 24
(1Bajecer u wetupw) waca, KYNyBa4YbT MMa IIPABO Jla IONYYH HEYCTOMKA B pasmep Ha 0.1
(nyna o, enua JIECETA) HA CTO OT CTOMHOCTTA Ha 3a0aBeHaTa JIocTaBKa 3a B|ceI<H 24 vaca
3abaBa.
(2) Ilpu ycranossane ma HECROTBCTCIBHE B KOIMYECTBOTO, MPOIABAUBT ¢
ATBXKCH J1a NOCTABH JIMIICBALIOTO KOJMUYCCTRO [pH Cle/Bamara JJ0CTaBKa, a IpH HOHCKBAHEe
OT CTpaHa Ha KylyBaya B CPOK oT 24 wuaca. llpu memsnenmenwe wa rtoma 3a/IbIDKEHHE
KYIyBadbT HMa IPABO Jia IONYYH HEYCTOHKA B pazmep Ha 5 (TeT) Ha CTo OT CToHHOCTTA Ha
JHIICBALIOTO KOJIMYECTRO.
(3) Ilpu ycraHoBsizane Ha HechoTBeTCTRHE B KaueCTBOTO, 1IPOJABAYbLT € JUIbIKEH
Ad OCTABY MEAHUMHCKH M3/IEIHS ¢ YTOBOPEHOTO KAYECTRO [IpH crie/iBalara no¢TaBka, a rnpu
HONCKBAHE OT CTpaHa HA KyIyBaya B CpPoK OT 24 wuaca, Ilpu wemsubineHue mHa ToBA
3albIDKCHHE KYNYBaYhT HMa IPaBO Jid MONIYYH HeycTolKa B pasMep Ha 5 (meT) Ha cro or
CTOHHOCTTA Ha HEKAYECTBEHATA JIOCTABKA
(4) B cnysaure no amunen 2 u 3, aKo TpO/IABAYBT HE JOCTABH JIOTOBOPEHOTO,
KynyBadeT HMa IIPaBO Ja 3aKyOH HeOoBXOIHMETE MY MCIMLUMHCKH HW3IENHA OT Jpyr
HOCTABYUK, KaTO pasiiMKaTa MEXK/Iy 11€HATA [0 AOTrOBOpa M NEHCTBUTEIHO 3aIIATEHATA [IeHA ©
34 CMETKa Ha IIpo/jjaBaya.
Yien 16.(1) Tlpu orkaz ma IpoJlapaua na NOCTABH 3asBEHUTE MY MeNUIMHCKH
M3HCIIHS MK TIpK 3a0aBa nioeye ot 48 (vetHpuueceT u 0CeM) Haca, KylyBauybT MMa IIPaBo Jia
38Ky HEOOXOIMMHTE My METHLMHCKY H3TC/IHS O JPYT NOCTABYHMK.
(2) B enywante no npexxonmara anunes pasiiMikara MExKNIy LeHarTa 1o 10ropopa u
ACHCTBHTEIIHO 3aILIATEHATA [1CHA € 38 CMETKA Ha 1pojiasaya.
Ynen 17. KynyBaust mma [IpaBo Ja MCKa O0Ee3IETCHUE B IIbjeH pasmep Ha
BPEIUTE, KOUTO € IIPETBPIIAT B PE3y/ITAT Ha 3a6aBeHATA H/kIIH HEKaYeCTBEHATA JIOCTARKA.
Ynen 18. IIpu 3a6aBa Ha mnamane ot CTpana Ha KyllyBaya, DOCIHEIHUAT JIBIDKH Ha
HIpo/laBata HeYCTOHKA, B pasMep Ha 3aKOHHATA JTHXBA,
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Unen 19. Heycroiikute, ofesmerenmnsta u HCHOBHTE pasivky mo 4. 16, am. 2
MoraTt 1a ObJaT yILpKAHH OT BCSIKO TBIDKHMO Ha poJlaBava [iamayge.

[IPEKPATSIBAHE HA JIOTOBOPA
Unen 20. Jlorosopsr ce IIpEKpATIBA;
1. ¢ marmyane ma cpoxa, 3a koiito o CIUTIOUCH, OCBEH B XHIIOTE3dTa Ha UleH 2,
M3PEUEHHE BTOPO;
2. or wm3npaBHata crpana [IPH CHCTEMHO HEM3IBJIHEHHEC HA 3aIBIDKEHHATA 110
norosopa. [Ton creremuo HewsnwbmHeHHE ce pasOupa TaKoBa, H3BLPINEHO JiBa MM MOBeye
II'bTH B pAMKATE Ha €/MH KaJICHapeH MECell, MK [I0BeYe oT TPH I'bTH B pAMKHTE Ha CpOKa Ha
JOTOBOpA;
3. IpH CB3ABAHETO Ha yCNOBMS 34 AOCTABKA HA MEHIMHCKA M3JeIHs Cliej
TMPOBEANAHCTO HA LIEHTPAII3UPAHH CIIEKTPOHHH ThProOBe.
4. TUPH HEBB3MOXKHOCT Ja ce OCHIYPH (DMHAHCHPAHE 3a H3MLIHCHHETO Ha
HOPRUKATA IO LIPUYHHH, KOHTO KYIIYBAYBT HE € MO 11 IIPC/IBHIH.

JPYT'M YCIIOBUSI
Ynen 21. Crpanure 1o AOrOBOpa HE MOTaT Jla 'O U3MEHST, OCBEH B cllydaure,
npeaBuaeHd B 4w, 116 ot 3011,
Yren 22. Crpanute 10 AOTOBOpa I PENTaBAT BH3HHKHAIHTE 110 W3IBIHEHHETO
CIIOPOBE 110 B3aUMHO CBIJIACHE, 4 aKO TORA e HEBB3IMONKHO, 1o pexa wa I'TIK, mpey pososo
KOMIICTEHTHHUSAT ChJ1 B Ip. JoOpuy.
Unen 23. 3a Benuku HEYPCICHH 110 HACTOSIIIHS JIOTOBOP BBIPOCH TIE CC npuarar
pasnopenbute na 3011, [1113011, 330 u T3.
HYren 24.(1) 3a Banumun allpecu 3a mpueMaHe Ha CHOOIIEHMI, CBEp3aHH ¢
HACTOAIIMA I0rOBOP CE CMATAT aAPEeCUTe, MOCOYEHH B HAYAIOTO HA JIOTOBOpA.,
(2) Ipu npomsna ma pammute 10 HPCIXONHATA alMHEs, ChOTBETHATA CTPAHA €
AITBICHA J1a YBE/IOMH JIPYrata B TPUIHEBEH CPOK OT IIpOMSHATA.

Ilpn cheraBsne ma wHacTosmmsr AOTOBOP C€ NPEACTaBUXA OT |[M3MTbIHUTELs
CIICTIHATE IOKYMEHTH 3 [I0Ka3BaHE JIMTICATA HA OCHOBAHHUS 3a OTCTpaHsBaHe:

- 32 00CTOSATEICTBATA 10 YJI. 54, am 1, 1. 1 ot 3011 - cBUneTE ICTRO 38 CBJIMMOCT;

- 38 00CTOATENCTBOTO 10 WL, 54, an, 1, 1. 3 or 30I1 - YIOCTOBEPEHHUE OT OPraHUTe
IO TIpUXOZMTE M YNOCTOBEPEHHE OT OBIMIHHATA 10 CCIANMIIeTO Ha B'I)EIIO}IJ(HTSIIH M Ha
KaH/MIaTa UM yIacTHHKA;

- 3a 00CTOATENCTBOTO MO Y. 54, am. 1, T. 6 - YZIOCTOBEPEHHE OT OpraHuTe Ha
Msnenaurenna arenmms "I nasga HHCIIEKIUA 1I0 Tpyaa";

- Pa3pELICHHE 34 THPrOBHA Ha €APO ¢ MEJULIUHCKH U3ACHus, u3jlageno or MAJI
HIIA JIpyr JIOKYMEHT, yNOCTOBEpsiBAIll IPABOTO Ha YYaCTHHKA Ja THPryBa C |ME:IIHLU/IHCKH
H3JICITHA, U3MA/IEH OT KOMIIETEHTEH OPTraH Ha ChOTBETHATA IbPIKaBa;

- cepTuduKar 3a npunarage u HOJUILPMAHE Ha CHCTEMa 3a ympaBiielue Ha
kauecTBoto ISO 9001 B o6nacrra Ha IPOM3BONCTBOTO H/HIM TBPIOBHATA C MEIHIIMHCKE
H3ICNHMS  W/WIW CcHCTeMa 34 YUpaBIeHHe Ha KauecTBoTo ISO  13485/13488 w/mm
CKBHBAJICHTHA,

Hacrosmusr norosop ce, cherasu w TPU €nHOO00pasHu ex3ep
npojJiaBaya u JiBa 3a Kynypgua.

TIPOJIA
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COCI)I/IHl 1407, Bvarapus
yA. “XpucTo LieHos" Ne 4

Ten.. 02 962 17 B5; 962 17 66

dakc: 02 962 17 53

ITpuroxenue Ne 7

TEXHUYECKO ITPEAAOKEHUE

[Moanucanara loadue Caduanmnosa Mmamosa, ETH: | !, B KauecTBOTO CM Ha
Ymeanomoren IpeAcTaBuTel Ha PrroBogcTBOoTO Ha ,dmamea” 004, cne |ce,4a/1MLue: rp.
Codns, ya. ,JKoano Kropu” 48, aspec ua yrpasaenie: rp. Codwus, ya. ,Xpucro Llenos” 4,
EVIK: 121062052

1. Tlpassa caeAHOTO NpeiaOXKeHMe 3a M3ITbAHEHMe Ha TIOpbYKaTa B ChOTBETCTBUE C
TeXHIYECKUTE CIIeLM(PUKALMY 1 M3MCKBAHMTA HA Bb3AOMKITEAN ITIpesaaram |gocTaskara Ha
U3AEAMsI, KOUTO:

- (2 TPOM3BEAGHM OT IPOM3BOANUTEA, KOWUTO Ipuaara u MOAABPKA CHCTEMA 33

yrpasdenne Ha xadectBoro ISO 9001 m/mam cucrema 3a ympaBaeHme Ha KauecTBOTO Ha

MeAMuuHCKKUTe n3aeans [SO 13485 u/uam expuBasenTya,
- CLOTBETCTBAT Ha M3UCKBAHWATA Ha JAnpekTusa Ha Epponeiickis napaament n Cosera

Ha Espomna 98/79 EC 3a MmeauimmuckiTe cpeAcTBa 3a amarsocTuka (IVD), |
- OTTOBAPST Ha M3UCKBaHMATa Ha 44, 82, aa. 1 oT SMIA:

- OTTOBAPAT HA APYTITE MBMUCKBAHMS, TIOCOYEHM B TEXHUYECKUTE CrienupuKaLmn
‘ !
2. AlexAapupaM CBrAacHeTo Ci C KAAY3UTe Ha IIPIAOKCHIAS IIPOEKT Ha JOr0BOP.

3. dexaapupam cpox Ha BaauaHOCT Ha odeprara: 3 (Tpu) Mecema OT aartara, KOATO e
IIOCOUCHA 3a AaTa Ha IIo4aBaHe Ha odepTara.

4. Ilpmemam cpoka Ha M3ITbAHEHWUE Ha noprukata: 12 (ABaHajeceT) Mecella oT
CKAOYBAHETO Ha AOTrOBOpa.
5. Ilpmemam cpoxa 3a maamiane: 40 60 (mecraecer) KaAeHAAPHU AHU OT M3BBPIIBAHETO
Ha 40CTaBKaTa U M3JaBaHeTo Ha PaKTypa OT U3ITIbAHUTEASL.
6. Ilpiemam cpoka Ha gocraska: 40 14 (vermpunasecer) KaZeHAapHM AHM OT MOMEHTa
Ha 3ajBABAHETO OT BB3AOKUTEAS.
7. Ilpnemam CpOKa Ha ro4gHOCT: He mo-MaAako oT 60 % (ruectaecer IIpolleHTa) OT 001
CPOK Ha rogHOCT KbM MOMEHTA Ha A0CTaBKaTa.
8. llpmemaM aa WM3OBAHABAM BCMYKM M3MCKBAHMS Ha Bb3AOXKUTEAS, IIOCOYEHU B
00sBAEHMETO U AOKYMEHTAIIMATA 3a yJacTue. '
9. B cayuait, e 6p4a ompeseseH 3a M3ITLAHUTEA Ha IIopLUuKaTa, ce samexaBaM, npu
[IOANIMCBAHETO HA AOTOBOpa 3a OOIUECTBeHa ITOPTLYKa, Ad IIPeACTaBsd aKTyaAHU AOKYMEHTHU
YAOCTOBEpABAILM AWMIICATa Ha OCHOBAHMSA 3a OTCTPaHJABAHE OT Ipoueaypara, KakTO WU
CBLOTBETCTBIMETO C IIOCTABEHNTE KpUTepUM 3a IoA60p:

- 3a obcTosITeACTBaTA 11O UA. 54, az. 1, . 1 or 3071 - CBUAETEACTBO 3a ChAMMOCT;
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- 338 0OCTOSITEACTBOTO 10 U, 54, aa. 1, 1. 3 or 30171 - YAOCTOBEpEeHMe QT OpraHuTe 1o
TIPMXOAUTE 1 YAOCTOBEPEHIE OT ODIIIMHATA IO CCAAANINETO Ha Bb3AOXKNUTEAN U Ha KaHAMAaTa
MAV Y9aCTHMKA;

= 3a 0DCTOsATeACTBOTO IIO YA, 54, aa. 1, T. 6 - YAOCTOBEpeHNMEe OT OpraHuTe Ha
Msmrbaaureana areanus "Taasaa MHCIIEKIM 110 TpyAa'”;

- paspemrenne 3a TbProBuUA Ha €APO C MeAMIIMHCKM n3geAust, nsiaiaeHo ot MAZ man
APYT AOKYMEHT, yAOCTOBEpsIBaI] IIPaBOTO Ha y4acTHUKA Aa TBPIyBa C Me,ﬂ,MLUJIHCKM U3AeANs,
M3AAACH OT KOMIIETEHTEH OPTaH Ha ChLOTBETHATA AbpxKasa. Pasperenne man yAOCTOBEpeHMe
HE CM M3MCKBA OT MPOM3BOAMTEAUTE Ha MEAMLIMHCKIL W3ACAVS, YCTAHOBEHNM Ha TEPUTOPUATA
Ha Perry6auka Bvarapus;

- cepTudUKaT 3a IIpUAaraHe u [TOAADbpIKaHe Ha CrcTeMa 3a yrpaB/AeHUe Ha KAYecTBOTO
ISO 9001 B obaacrra Ha IPOM3BOACTBOTO W/MANM THPTOBMATA C MEAULIMHCKM WM34eAUS W/MAN

CHMCTEMa 3a yripaBAeHye Ha kauectsoTo ISO 13485/13488 u/uan exswsasentaa ;
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