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I[H@C;.?‘.Q. .@f]..:.?.()l? rofd. B I'p. JloOpuu, na ocnopanme wi. 112 u ¢, o1 3akona za
O0IECTBEHNTE TIOPBUKH, CE CKIIOUM HACTOSIIUST JIOIOBOP MEILY

"JIAD JIMATHOCTHUKA" OO/, cve cenanume B rp. Codus 1612, obimua
Cronuuna, paiion Kpacno ceno, ajpec na ynpasienue: x.k. "Jlarecpa”, 6yi. "Llap bopuc 1"
54, 6n. 39, Bx. 1, er. 1, an. 1, EMK 831308324, upejcrasnssaso ot Kocranmn JlamGpen
[anves, onpeesien 3a M3ILIHMTEN Clie/L 1IPOBEJICHa IPOLCYpa 3a Bhaarane Ha 0OLIcCTREHA
nopbuka Tun “orxpura" Ne 00083-2017-0005, ¢ npeamer: llepuoymuna socraska Ha
MCIMLIMHCKH n3jienst 3a Hyxuute Ha ,,MbAJI-/lobpnu™ AJl, napuuan [TPOJIABAY U

"MHOI'OITPODUIIHA BOJIHMITA 3A AKTUBHO JIEYEHWE JIOBPHUY" AJL
rp. Jdobpuy, che cepanume u ajnpec Ha ynpapneuue: rp. JoOpuyu, yi. “Tlanaiior Xurtos" 24,
res.  058/600160, ¢axc: 058/600414, c-mail:  oblb@bergon.net, EWUK 124141302,
npejacrasingsago ot -p Tpudon Biajmmupon 1710]3)1%11-{08 -~ Msnwamurenen Jupekrop Ha
JpyKecTBOTO, Hapuuana KYIIYBAY.

CrpaHuTe ce criopazymsixa 3a cJiejiHoTo;

HPEJIMET HA JIOTOBOPA M 1IEHM

Yien 1.(1) [IpogasausT 11pojiapa Ha KyIyBava MEJIMIIMHCKHATE U3JIEIHS 110}

O6ocobena noszunus Ne 59: 3arBopena cucrema 3a B3eMaHe Ha KpPLB, 3a
KOSTO/KOMTO € yJacTBall B OTKpUTaTa IPOLeLypa 3a Bhajaranc na obecTsera mophuka.

(2) llennTe Ha MEAUITUHCKHUTE U3ACIHUATA 10 CHOTBETHHTE 000COOEHH MO3MIINK ca
CBIIIACHO LIEHOROTO IPEJIOKECHHE HA YUAaCTHHKA.

(3) llpormosnure konmMyecTna, MOCOYCHW B JIOKYMEHTAUMATA 34 OOIECTBEHA
NOPBUKA HE MOPpaXIar 3a/lb/DKCHHE 3a KYIYRaya JIa I'M 3aKYNH B I0COUeHng o0em.

CPOKOBE M HAYMH HA TUIALLAHIL:

Unen 2. CpoxbT Ha HACTOsALIMS JIOroBOp € [2 Mecella 0T Jlararta Ha IoAIMCBARCTO
My. JJoroBopsT 1poabinkaBa JASHCTBUETO ¢H JI0 CKIIOYBAHETO HA JIOIOBOP ¢ JAPYT H3TLIIKHTE
cJie/l IpoBesk/iane Ha o01IecTBEHA OPhUKA.

Ynen 3. Meauuunckure usfenns wie ObJar JIOCTaBsIHA OT pojaBaua Ha
KylyBava B CpoK JI0 72 (ceiemjiecer M J1Bd) daca 0T MOMEHTA Ha 3asBsiBAHETO OT CTpana a
BL3JI0KHTENS,

Wien 4. JIsipkuMara Ha 11pojlaBada cyMa 110 BCSKa OTACIHA JI0CTABKA 1ue ObJIe
[laTeHa o1 Kynysauya no OaHkoBaTa cMeTKa Ha Hpojasada B cpok Jio 60 (mecriaecer)
KaJleHapHK JIHK CiIe]l u3aBauceto na gaktypa 0T [po/jiasaqa.

Yner 5. CpokbT Ha rojHOCT Ha JIOCTaBIHMTE MEJIMLUMHCKM HW3JICIHS ¢ He (10~
Mako oT 60 % o1 ofIara roJIHocT B MOMCHTA Ha JIOCTABKA.

MACTO HA U3ITHJIHEHME WU TIPEMMHABAHE HA COBCTBEHOCTTA

Ysien 6. 3a MsCTO Ha JIOCTaBsiHE HA MEJMIMHCKHTC H3JICIHS CE Olpeles
“MBAJI-JTobpua™ AJT rp. Jlob6puuy, yiu. “Tlanaiior Xuror™ No 24, 3peno . bonuuuna anrexa’.

Yien 7. CobeTpenocTTa BLPXY JOCTABSHMTE MEJIMIIMHCKH M3JICIHS B PUCKLT OT
I'BJAHO WM 9aCTHYHO MM [IOIHBAHE [IPEMHHABA BBPXY KYIYRaua OT MOMEHTA 1a [IPHEMAHETO
MM Ha MACTOTO Ha JOCTABAHC € IIPUCMO-IPEIABATENICH HPOTOKOJ HIIM JIPYD pasiosiadci
JIOKYMEHT.

HPABA WU 3AIBJDKEHMA HA TTPOJIABAYA




_"MHOTOUPODPUAHA BOAHULA 35 AKTUBHO AEUEHUE - IOBPU'" AL

JOBPHY 9300 B4y "TTanaiior Xirros” 24 B 058/600488 dake 058/600414 2 e-mail: oblbiobergon.net

Ynen 8. (1) llpomaBausT € JUIbiKEeH Jla CKIIOYH JIOPOBOP 3a HMOJU3ILIHEHHE,
KOTaTo ¢ 00ABHII B 3a8BJEHUETO CH 33 YHaCTHE MOJ3BAHCTO Ha IMOJU3ILIHKTEN. B cpok j1o 3
JIHE OT CKJIIOYBAHETO Ha JIONOBOP 3a MOJM3ITBIAHCHHE WK Ha JIOMBIHUTEIHO CIIOPA3yMEHHE
33 3aMsiHd Ha [OCOYEH B 3aABJIEHHETO [MOMM3IIBIHUTE HAMBIHUTEIST H3lIpal@a KOnue Ha
JIOTOBOpA WJIH HA JIOMBIHUTEIIHOTO CIIOPA3YMCHUC Ha BH3JIOMHTCIIS 3a€/IHO ¢ JOKA3aTCICTRA,
ue ¢a M3MBIHEHH YCJIoBMsITa 110 wi. 60, an. 2 u 11 ot 3011

(2) TloaM3mpiHWUTENIMTE HAMAT MPaBO Jla IIpERb3Jarar ¢IHa WIH IOBCUC OT
JIEHHOCTHTE, KOMTO Ca BKJIKOUEHH B [IPEJ/IMETa Ha JIOrOBOPA 3a ITOIM3ITBIIHCHHC,

(3) HezaBucuMo 0T BB3MOKHOCTTA Jla €€  H3IOJ3BAT  IOJIH3IIBIIHTUTEIN,
OTIOBOPHOCTTA 3a M3I'bIIHEHME Ha JIOT0B0Pa 3a 0011ecTBeHa [OPHUKa ¢ Ha 1pojiaBaya,

(4) KynysaubT Hama 1a U3BBPIUIBA AUPEKTHH PA3ILIALIAHNS C ITOH3ITBIHUTEINTE

Unen 9. IlpojgapausT € JUrbiKeH J1a JIOCTaBs MEJIMIIHHCKH W3JCITHS, KOUTO:

1. oTropapsaT Ha U3HCKBAHMsATA Ha 41, 82, ai. | oT 3MMU;

2. CHOTBETCTBAT Ha M3UCKBaHusATa Ha JlupexTupa Ha EBponeiickus napiaMenT u
Cnpera na EBpona 98/79 EC 3a mejmuunekure cpejierna 3a quarnoctuka (IVD) — camo 3a un
BHTPO JTHATHOCTUUHH MEJIHAIMHCKH HM31e/1Ks 110 cMuchia Ha § 1, 1. 12 ot JIP na 3MU.

3. oTroBapsAT Ha HM3MCKBAHUATA, ITOCOUCHM B JIOKyMEHTaI[MsTa 3a oBlecTsena
NOPbYKa.

Ynen 10. lpoaasaunbt B cpoka Ha JIONOBOpA € JUIkKEH Jld UMa Pa3peuiciue 1iiu
YIOCTOBEPEHME 3a THPrOBUs Ha CIPO C MEJMIMHCKH HW3JIe)IHs, W3Jlaaetno o1 Msibinureinns
nupextop na MAJIL no pena na 3SMHM.

Unen 11. [IpopasaubT B cpoka Ha JOroBOpa € JUIKKEH Ja HpUiIara U 1ojbpika
cucrema 3a yrpasienne Ha xadectsoto EN [SO 9001 w/mnm EN ISO 13485/13488, w/win
EKBUBAJIEHTHA, ¢ 00XBaT B 00nacTra Ha MPOU3BOJACTBOTO M/HIM THPIOBHSITA C MEJHUMHCKH
U3JIeJIHsL,

Ynen 12. IlpojpaBaunbT e JUIbXKeH Jia M3J1ajle B CPOK (pakTypa 3a JIOCTABCHMTE
MEIHIIMHCKY H3/1eJINsL.

ITPABA U 3AHBIDKEHMA HA KYITYBAYA

Ynen 13.(1) Kynypaubr uma npaBo Jia IpOBEpsiBa KOJHUYESCTBOTO Ha BCSKA
OTJICJIHA JIOCTABKA, KATO IPH YCTAHOBSBAHE Ha HECHOTBETCTBMC € JUILIKEH JIA YBEJIOMM
[IpojiaBada B cpok o1 24 vaca.

(2) Tlpu ycranoBsiBaHe HA HECLOTBETCTBHE B KAYeCTBOTO Ha JIOCTABEHWTE
MEIMLMHCKH H3JIeIHS KYTIYBaubT € JUIBXKEH J(@ YBEJIOMH 11poJiaBaya B cpok oT 24 uaca,

(3) HecnorpercrBuero Ha  KOJIMHMCCTBOTO M KAueCTBOTO €€ yCTaNOBABA C
IPOTOKOJ, ChCTABEH OT KOMUCHS!, ChCTABEHA O JUIhKHOCTHHTE JIMILA HA KYTyBaua.

(4) B cnyuait, ye npopaBaysT B CpoK A0 24 yaca ciel YBCAOMABAHETO 1O ai. |
OCTIOPH MHUCMEHO HECHOTBETCTBMETO Ha KAa4eCTBOTO, TOH MOJKE Jia MCKa NpOBEepKaTa My OT
yIrbiHOMOLIeHa nabopaTopus, 4pe3 B3eMane Ha KOHTPONHHM o0pa3iM OT JlocTaBkara, WM
Upe3 CcpaBHABaNCeTO Ha JOCTABCHMTE MEJMIMHCKM W3JIC]Ust C 1IPEJICTARCHUTE MOCTPH.
OIMCAHUE WIIH CHUMKH [IPH YHaCTHETO B 00IIecTBeHATA TOPHYKA.

Wien 14. KynysaubT € JUrkXEH Jia 3alliaTH YIOBOpEHATd IIEHa B pasMepa, [0
Ha'uWHa B B CPOKA, OIIPEACIIEHH B HACTOSIIIHS JIOTOROP.

HEYCTOMKH

HYnen 15.(1) llpu 3abaBa na jlocragka OT cTpabHa Ha Ipojarada ¢ rnoseyue o1 24
(lBajicceT W YeTHMpPH) vaca, KylnyBaybT UMa [IPaBo Ja 110Jydu Heycrodika B pasmep na (.1
(Myna 110, €Ha JIeceTa) Ha ¢TO OT cToiHocTTra Ha 3afaBeHara jlocTaBka 3a Beeku 24 vaca

3abaBa. //
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(2) llpm ycramopsBane Ha HECHLOTBETCTBHE B KOJMUCCTBOTO, [POJABAYBLT €
JUIBIKEH J1d OCTaBHU JIMIICBALIOTO KOJMYCCTBO [IpY ClleABallaTa JIOCTaBKa, a [Py [10OUCKBaHE
OT CTpaHa Ha Kynypada B CpoK OT 24 uaca. Ilpu HeEH3NbIHEHHE HA TOBA 38JBIDKEHHE
KYIyBaybT HMa [PaBo Aa MOJIYUYH HEeycTolKa B pazMep Ha S5 (1eT) Ha ¢TO 0T CTOWHOCTTA Ha
JIMIICBALLOTO KOJUYECTBO.

(3) llpu ycranopsBaie Ha HECHOTBETCTBHE B KAUECTROTO, 1IPOAABATLT ¢ JUTLIKCH
Jla JIOCTaR¥ MEJMLIMHCKHY M3/IEIMs ¢ YTOBOPEHOTO KAueCTBO NPU ¢llejiRalliaTa JIoCTaBKa, a 1pH
IIOMCKBAHE OT CTpaHa Ha Kynysada B cpox ot 24 waca. llpu HeusnwiiHeHMCe Ha ToBa
3aJ(bJDKEHHME KYIyBaYhT MMa [PaBo [a NOJIYYH HEYCTOHKa B pa3Mep Ha 5 (IleT) Ha cro oT
CTOMHOCTTA HA HEKAUECTBEHATA AOCTABKA.

(4) B ciyvanre no anMaed 2 W 3, ako 1pojaBadbT He JIOCTABM JIOTOBOPEHOTO,
KyIyBaYbT MMa [paBo Ja 3aKylnd HEOOXOOMMHTE MYy MEIHLHUHCKA W3JIeJIusl OT JIpyr
JIOCTABYMK, KATO paszjiiKkara Me/ly 1leHaTa 110 JoroBopa U ACHCTBUTENIHO 3aliaTeHara 1ieHa €
38 CMETKa Ha 11pojlaBaya.

Hiten 16.(1) Tlpn oTkas na 1npojaBaua aa AOCTABM 3a4BCHUTC MY MEJIMITMHCKH
M3JICIMA MM 1IpH 3aDaBa 1oBede 0T 48 (YETUPHIIECET M OCEM) Yaca, KYIyBAYET HMa [1PaBo Jia
3aKyIH HEOOXOUMHUTE MY MEIMUMHCKH W3/ICJIHs OT JAPYT JIOCTABUHK,

(2) B cnysauTe 1o npejixo/jHara ajlMHes pasukara Mexly 1eHaTa o jororopa 1
JEHCTBHTEIIHO 3aIJIATEHATA [IEHA € 3a CMETKa Ha T1pojiapaya.

Hnen 17. KynysaubT uma IpaBo Aa Mcka 00€3IIETCHUE B ITBJECH DasMep Ha
BPEJIMTE, KOUTO € ODPETBLPIsT B pe3yJ/Irar Ha 3adareHara u/uilk HeKauecTREHATa J0CTABKE.

Unen 18. llpu 3abapa na naimane o1 crpaHa Ha Kynysaua, HOCHCIHEAT JbIBKK
Ha [1poJlaBaya HeyCTOHKa, B pa3Mep Ha 3aKOHHATA JINXBA.

Yien 19. Heycrolikure, obesiereHusra 1 1IEHOBUTE Pa3iiuKi o wi. 16, an. 2
Morat Jia ObJaar yAbpiuKaHi 0T BCSIKO JIBJDKUMO Ha [Tpojaraya 1aiame,

[TPEKPATABAHE HA JIOI'OBOPA

Ynen 20. JloroBOpBT c¢ npekparana

1. ¢ u3THYaHe Ha CPOKa, 38 KOMTO € CKIIOHUEH, OCBEH B CIYUauTe [0 uil. 2, M3p.
BTOPO.

2. IIpH CHCTEMHO HEM3IIbJIHEHWE HA JOCTABKHATE 110 KOJIMUYECCTRBO H/HITH KAYeCTRO
OT cTpaHa Ha npogasada. [lon cucreMHO HeuslbiHEHHE ce pa3dupa TAKOBA, U3BBPIICHH JIBa
WIIH TTOBEYE OBTH B PAMKHTE Ha €/[MH KaJCHJapeH MECell, WM 1I0BEYE OT TPH [IHTH B PAMKHTE
Ha CPOKa Ha JIOr0BOPA;

3. IpH Ch3JABAHETO Ha YCJIOBMS 34 JIOCTABKA Ha MCJMIMHCKHTE H3JIEHUS
IpeaMET Ha JOroBopa Cliejl POBEIKIaHEeTO Ha LICHT PAIM3MPAHK CIICKTPOHHH ThProBe.

4. B cnyuail, ye Objle 11poMeHeHa HopMaTHBHATA ype)iba, B Pe3ylnTaT Ha KOeTo
OTHA/IHE HEOOXOAMMOCTTA OT JIOCTABKATA Ha MEMIIMHCKHTE W3/ICHsl, KOWTO ¢a [peAMET Ha
JOrOBOpA;

5

S5 [PH HEBB3MOMKHOCT Jla C& OCUI'YPH (bPEHELHCP[]JaHC 3d HM3IOLIIHCHHUECTO Ha
IMOpBHUKATA TTO HPUYKUHK, KOUTO KYIIYBAYBET HC ¢ MOTI'LJ @ TTPCABK A,

JAPYT'M YCIIOBU S

Ynen 21. Crpanure 110 J0roBopa He MOrar ja ro U3MEHsIT, OCBEH B CIIYUauTe,
npeasuaenu B wi. 116 ot 3011,

Uien 22, CrpaduTe 1O JIOFOBOPA 1IC PEIaBaT BL3HHKHAIATE 110 U3IILIHEHUETO
CIIOPOBE IO B3aWMHO ChIVIACHE, a aKO TOBa € HEBBIMOXKHO, 10 pepa na ['TIK mpen pojoso
KOMIETEHTHHAT ¢BJ)L B Ip. JloOpru, ocBeH B cliyuanTe, KOraro MPEeTeHIMITa ¢ pejisaBseia no
pena Ha 3armoReIHOTRFIPOU3BOJICTRO.
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tien 23, 3a BCMUKH HEYPEACHH 110 HACTOAIIMS JIOTOBOP BBIIPOCH IIE CE Npriarar
pastiopendure na 3011, TITI30I1, 33/1u T3,

Hnen 24.(1) 3a Banuanu ajpecu 3a npueMaHe Ha ChoOUICHUS, CBLP3alK C
HACTOSIIMS JOTOBOP CE CMATAT aIpeCHTe, TOCOUEHH B HAYAIOTO Ha J0r0BOpA.

(2) Ilpyn npomsHa Ha JaHHUTE [0 NPEAXOJHATA AIMHES, CHLOTBETHATA CTpaHa €
JUIBIKHA JIa YBEJIOMU JpyraTa B TPHJHEBEH CPOK OT MPOMsHATA.

Ilpu cberaBsne Ha HACTOAUIMAT JIOIOBOP CE IPEJCTABHXA OT H3ITLIHWTEII
CJIEHUTE JOKYMEHTH 3a JIoKa3Bale JiMIicarTa Ha OCHOBAHHUS 3a OTCTpalsiBaHE:!

- 3a obcrogrceicreara 1o wi. 54, ai. 1, 1. 1 or 3011 - cBU/ETeNncTBo 3a ChIuMOCT;

- 3a obcrosiresicTBoTo 1o wi. 54, an. 1, 1. 3 ot 3011 - yaocrosepenue o opranure
110 [PUXOAUTE W YAOCTOBEpeHHE OT obmuHaTa 10 CEJAIMINETO Ha BH3JIOKHTCIS U Ua
KaH/IH/1aTa WM YHaCcTHHKA;

- 3a 0o0CcTOATENCTBOTO 110 Wi 54, an. 1, T. 6 - yIOCTOBEpPEHHE OT OpraHuTe Ha
MsnbiHuTeHA areduys "'l maBua HHCIEeKIHs 110 Tpyta';

- pa3peuieHyMe 3a ThProBUs Ha ¢IP0 ¢ MCAMUMHCKU M3Jelins, u3jainedo ot MAJ
WK JIpYr JIOKYMEHT, YJOCTOBEpsiBalll MPaBOTO HA YUACTHMKA Ja THLPryBa ¢ MEJAMITMHCKH
W3JIENHs], U3JIaJ(EH OT KOMIIETEHTEH OPraH Ha ChOTBETHATA ALPIKABA;

- cepru(HUKaT 3a NpuiaraHe W [O/UIBPIKAHE Ha CHCTEMa 3a ylpasleHUE Ha
kauectBoTo EN ISO 9001 w/mnu EN ISO 13485/13488 w/unu expupaiienTHa, ¢ 00XBaT B
o0J1acTTa Ha [IPOU3BOJICTBOTO W/HIIK THPTOBUSITA C MEJIMIIMHCKU M3)IEITHSL,

[puitosxeHust KbM JIOIOBOPA:
1. TexHHYecKo NpeIoKCHUE 3a U3IMBLIAHCHUE Ha [ophUKaTa;
2. lleHORO npemyioKeHHUE.

Hacrosmsat JOrosop ce ChCTaByu B TpH C,l[HOOG]JElBI-IM CK3EMILIApa, CHMH 3a
npoaaBayda ¥ JiBa 3a KyIryBatda.
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Hpunoscenue No 4 — saovincumenen 0opazeu

llpeocmaea ce no ecara obocobena nosuyus, 3a kosmo ce nodasa ohepma P‘.\ )
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TEXHHYECKO HPEAJOXKEHUE
Hopnucanusr, Kocrammn JlamOpes ['arues, EI'H 4105016485, B kauectsoro cu
Ha Ynpasuten Ha ,JIAB JIMATHOCTHUKA® OOX, cpe cenanume: Tp. Codwmsi, ampec ua
ynpasiaenue: rp. Codus, Oy ,,Ilap Bopuc 111 Ne 54, x. k. »Jlarepa” 6. 39, Bx. 1, er. 1, am.
1, EMK 831308324 =

1

vy ‘

1. Ilpencrassam Od)épTé‘ 3a ydactue 1o obocobena mosuums Ne 59 »3aTBOpPEHa
CHCTEMA 32 B3¢MaHE Ha KPbB”,

2. Jlexmapupam cpox Ha BaTMAHOCT Ha odeprara; 3 (Tpu) Mecena OT JlaTaTa, KOsSTo ¢
MOCOYEHA 3a JlaTa Ha ToaBane Ha odeprara.

3. llpuemam cpoka Ha M3MBIHEHME HA [OpbYKATa: 12 (mBananecer) mecema oT
CIJIFOYBAHETO Ha JIOTOBOPA.

4. llpmemam cpoka 3a 1wramame: o 60 (mmectmecer) KaueHAapHW JHH OT
M3BBPIIBAHETO HA NOCTABKATa M H3LABAHETO Ha (PAKTYPa OT M3MTBIHHUTENS.

5. Ilpuemam cpoka Ha jocTaBKA: Ho 72 (cememuecer u aBa) waca oT MOMEGHTA HA
3asBSIBAHETO OT CTPaHa Ha Bh3JIOIKUTEIIS.

6. TIpuemam cpoka Ha rogrocT: He mo-Manko ot 60 % or o01ara romHOCT B MOMEHTA
Ha JIOCTaBKa.

7. Jlexnapapam, ye ¢bM HAIPABHI HEHOBM IPEATIOIKEHHS TI0 BCHUKH HOMEHK/IATYDH,
BIUIOUCHH B 000cobeHaTa o3ums (Korato 060co0eHaTa TTO3HIHS BKIIFOYRA HOMEHKIIATYPH ).

8. Tlpuemam ma W3IBIHABAM BCHYUKHM M3MCKBAHHS HA BB3IIOIKUTENS, [TOCOUEHH B
ODSBIICHMETO U JJOKYMEHTALMATA 34 Y4aCTHE.

9. IlpeiyarannTe KOHUEHTPATH 38 XeMOMHAIN3A CHOTBETCTBAT Ha H3UCKBAHUATA,

IIOCOYeHN B Texnudeckara crielu(uKars.

10. Jexiapupam chbriacuero o ¢ kiaysure Ha TPUIIOIKEHUS IPOEKT Ha JOTOBOD.

L1. B cnyuait, ue 6514 onpeselieH 3a H3IBIHUTENT Ha TOPBYKATE, CC 3abIKABAM, [IPH
TOAMHMCBAHCTO Ha A0roBopa 3a oOIIecTBeHa MOpPbhYKa, Aa MPEACTABS AKTYaJIHi JOKYMEHTH
YAOCTOBCPSABAINM JIMIICATA HA OCHOBAHMSA 34 OTCTPAHSABAHE OT [ponejaypara, KakTo H
CHOTBCTCTBUETO C IOCTABCHUTE KPUTEPHH 34 Moabop:

- 38 obCTOsITENCTRBATA 110 Wi. 54, ar. 1, 1. 1 o 3011 - cBUETENCTRO 24 ChJIUMOCT;

- 32 00cTOATENCTBOTO 110 Wi, 54, ain. 1, 1. 3 ot 3011 - YIOCTOBEPEHHE OT OPraHuTe 1o
HPUXOJUTC U yI0CTOBEPEHKE 0T OOIIMHATA [0 CeIANIMINETO Ha BH3JIOIKHTENS 1 HA KaHuarea
WIIH YUACTHHKA;

- 3a 00CTOATENCTBOTO 10 wi. 54, am. 1, 7. 6 - YOOCTOBEPEHUE OT OpraHuTe Ha
Wsnbnaurenya aresms "I aBHa HHCITEKLFS IO TpyHa'";

- Pa3pCIICHUE 38 THPrOBUA Ha CIPO ¢ MEAMIMHCKH H3JIeNus, u3naneno or UAJ wim
APYT IOKYMEHT, YA0CTOBEPABALL IPABOTO HA YUYACTHHKA [1a THPryBa ¢ MEIMIHHCKH H3JeNns,
U3AANCH OT KOMIICTEHTEH OPraH Ha ChOTRETHATA AbpKasa. Paspernenue uim YIOCTOBEpEHHE
HE CH H3WMCKBA OT NPOU3BOJMTENATE HA MEIMIIHHCKH H3JIE/IMS], YCTAHOBEHH HA TEPUTOPUSITA
na Penybnuxa Bearapus;

- CePTHQUKAT 3a TIPUIIAraHe ¥ MOILPIKAHE HA CHCTEMA 34 YIPAaBIIEHHE HA KAUECTBOTO

EN ISO 9001 B ofuacrra Ha npoH3BOACTEOTO M/MimM TBPTOBHATA C MEIHLUHCKH H3/IeiHs,/

W/HITH cucTeMa 3a yupapsfeyme Ha kauecTBoTo EN SO 13485/13488 w/wm CKBHBAJICHTHA;
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