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]lHecﬁL‘.L/.!.Q.(n.QOlS roz. B rp. HoOpuy, Ha ocHoBanme wi. 112 u ci. ot 3akoHa 3a
00LIECTBEHHTE IOPBUKH, C€ CKIOYH HACTOAIIMAT JOTOBOP MEXKIY:

"JIAb IMATHOCTHKA" OO/, cbe cepamume B rp. Cobus 1612, obmuna
Cromununa, paiion KpacHo ceno, aapec na ynpasienue: x.k. "Jlarepa, 6yir. "Llap Bopuc 111"
54, 6m. 39, Bx. 1, er. 1, an. 1, EMK 831308324, npencrapisiano or Kocragun Jlambpes
['anues, B KavecTBOTO My Ha yIIpaBUTeN, ONpEleNeH 3a HM3ILJIHATEN ¢ Pellenme Ha
Bb310kuTenst No 31/ 05.12.2017 r. cmen npoBejieHa nporeypa 3a Bh3jlarane Ha o6uecTseHa
nopbYKa THI "oTKpuTa", BIHcaHa B Perncrepa Ha obrecrsenute mophukH mo; Ne 00083-
2017-0010, napuuan [IPOJJABAY 1

"MHOT'OTIPO®PUIIHA BOJIHUIA 3A AKTUBHO JIEYEHME-JTOBPUY" AJ]
rp. Jlobpud, che cenanuiie u anpec Ha ynpasienue: rp. Jobpuy, yi. “Ilanaiior Xutos" 24,
ten.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,
npencrapisiano ot J-p Tpudon Bragumupos Mopaanos — Msnbinutenen Hupexrop Ha
npy»ecTBOTO, HapuuaHa KYTTYBAUY.

CTpaHuTe ce Cropa3ymsxa 3a ClIeHOTO:

HPEJIMET HA JJOI'OBOPA U ITEHU

Ynen 1.(1) IlpomaBaubT nposaBa Ha KylyBaya MEIHIIHHCKHTE M3IENHSA IO
obocobena mosuims Ne 59: 3arBopeHa cucrema 3a B3eMaHe Ha KPBB MOJMO3MIEAEA 59.16 1
59.17, 3a KOSITO/KOHTO € yyacTeal B IIPOIEypara 3a Bh3larate Ha 061IecTReHa IOPhUKa.

(2) LlenoBuTe NpeanoXeHHs Ha MPoJaBava ¢a CHITIACHO LHEHOBOTO MPEIOKEHHE
Ha y4acTHHUKA.

(3) IlporHosHuTe KOJHMYECTBA, MOCOYCHH B JIOKYMEHTAIIHATA 3a OOINECTBEHA
[IOPBYKA HE MOPAKIAT 3a/(bIDKEHUE 3a KyIIyBaya Jla I'M 3aKYIIH B IIOCOYEHUs 00eM.

CPOKOBE U HAUMH HA IUVIAIIIAHE

Unen 2. CpoxbT Ha HaCTOSIMS AOrOBOP € 9 (ZeBeT) Mecela OT jarara Ha
TNOJITHCBAHETO MY. JlOrOBOPBT MPO/bIKaBa JEHCTBHETO CH O CKIFOUBAHETO HA JOTOBOP C
JPYT H3IIBJIHATEI CIIE]] IIPOBEsKlaHe Ha 0bILIecTBeHa OPhYKA.

Unen 3. Menuuunckure u3fenus me ObAaT AOCTABSHM OT TPOJABAYa Ha
KyIyBaya B CPOK 10 72 (ceziemjieceT  [Ba) gaca OT MOMEHTA Ha 3aiBSBAHETO OT CTPaHa Ha
BB3JI0KUTENS.

HUnen 4. IIppkuMara Ha NpojlaBada cyMa 110 BCAKA OTJIEIHA JOCTABKA e Obie
IJ1aTeéHa OT KymyBada IO OaHKoBaTa CMeTKa Ha IpojaBada B Cpok mo 60 (mectiecer)
KaJeH/IJapHM JIHH CJIEI H3[aBaHeTo Ha (pakTypa OT IpojaBaya.

Ynen 5. CpokbT Ha rOXHOCT HA JOCTABAHUTE MEIMIIMHCKH H3Je/Hs € HE II0-
maiko ot 60 % oT obLaTa roJHOCT B MOMEHTA Ha JOCTABKA.

MACTO HA U3ITBJIHEHUE U ITPEMUHABAHE HA COBCTBEHOCTTA

Unen 6. 3a MICTO Ha NOCTABSHE HA MEIMIMHCKHTE H3JIENUA CE OIpeIels
“MBAJI-Hobpuu” A/l rp. HoGpuu, yi. “Ilanatior Xutos” Ne 24, 38eHo ,,boimHnuHa anTeka’.

Qien| 7. CobeTBEHOCTTA BEPXY JOCTABSHUTE MEIHIMHCKHA H3JETUS U PUCKDBT OT
ITBJIHO HJIM YACTHYHO MM IIOrMBaHE IPEMUHABA BHPXY KyIlyBaya OT MOMEHTA Ha IIPUEMAHETO

MM Ha MACTOTO Ha JOCTABAHE C NpPHUEMO-NIpejaBaTeleH IMPOTOKON MJIM JAPYr PaBHO3HAYEH
JIOKYMECHT.
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[IPABA U 3AJTBJDKEHHWS HA TIPOJTABAYA

Ynen 8. (1) IlpomaBaubT € mIbkeH Aa CKITIOYH JIOTOBOP 3a MOAHM3IBIHEHHE,
KOTaTo € 00SABHII B 3asBJICHHETO CH 3a YYaCTHE MON3BAHETO HA HOIU3IBIHATE, B Cpox 10 3
JHM OT CKJIIOYBAHETO HA JOTOBOP 3@ IOJU3IBIHEHHE MM Ha JONBIHUTEIHO CHOPA3yMeHHe
3a 3amdHa Ha IOCOYCH B 3asBJICHUETO MOAM3IIBIHHUTEN M3IIBIHUTEIAT M3Mpalla KOmhe Ha
ZI0TOBOPa MK Ha NOI'BJIHUTEIHOTO CIIOPa3yMEHHE HA BB3JIOIKUTENS 3a¢/(HO ¢ J0Ka3aTelICTRa,
Y€ Ca U3NIBJIHEHH YCIoBUsTA 110 Wwi. 66, aim. 2 1 11 ot 30T1.

(2) llopu3npnHUTENUTE HAMAT NPaBO Jia NPEBB3NAraT ejlHd WIH II0BEYC OT
ACHHOCTHTE, KOUTO ¢a BKIIOYEHH B IIpe/IMeTa Ha J0T0BOPA 33 IOIH3IThIHEHHE.

(3) HesaBucuMO 0T BB3MOMKHOCTTA Ji@ C€ M3IOA3BAT IO/U3IIBIHUTEINH,
OTTOBOPHOCTTA 3a M3IIBJIHEHHE HA JI0T0BOPA 3a 0OIIECTBEHA IOPBYKA € Ha [IPo/IaBaya.

(4) KynysauybT HAMa Jla HU3BBPIIBA JUPEKTHH PA3ILIALIAHMS C IOAH3IILIHHTETHTE

Uien 9. [IpogaBausT e [UIBXKeH 1@ JOCTABA MEIUIHHCKH H3ACTIS, KOUTO:

1. oTroBapsr Ha u3ucKBaHuATa Ha wi. 82, ai. 1 ot 3MU;

2. OTroBapaT Ha M3HCKBAHHATA, MOCOYEHH B JOKYMEHTAIHUATa 3a OOIIecTBEeHA
HOpBUKA.

Hnen 10. ITponasaysT B ¢cpoka Ha JIOrOBOPA € ITBIKEH /14 HMa PaspelicHue HIiH
YAOCTOBEPEHHUE 3a THPrOBUS Ha PO ¢ MEJMUUHCKH H3ICTHS, U31a7eH0 0T M3nbaiaurennus
mupexrop Ha MAJI o pena ma 3MMU,

Hnen 11. TlponaBausT B cpoka Ha JOroBOpa € JTBXKEH jla IpMIara | IoJyIbpika
cucrema 3a ynpasnenue Ha xadecTBoTo EN ISO 9001 w/mmm EN ISO 13485/13488, w/un
eKBHBAJICHTHA, ¢ 00xBar B 00jacTra Ha IPOH3BOJICTBOTO H/UIIH THPrOBHATA C MEAMIIMHCKH
H3JEITHA.

YUnen 12. [IpomaBaynbT e jurbXkeH na M3gaze B CPoK (pakTypa 3a JOCTABCHHTE
MEUIIMHCKH U3IEITHA.

[TPABA 1 3ABIDKEHN A HA KVITYBAYA

Unmen 13.(1) KynysausT wMa mpaBo jJa IpoBepsBa KOIHYECTBOTO Ha BCSKA
OTZAEIHA AOCTaBKa, KaTO IIPH YCTAHOBABAHE Ha HECHOTBETCTBHE € UTHKEH [a YBENOMHM
rpojasaya B CpoK OT 24 gaca.,

(2) llpu ycraHoBsiBaHE HA HECHOTBETCTBHE B KA4Ye€CTBOTO HA JIOCTABEHHTE
MEIHMLHHCKH H3/IeIHs KYIIyBaubT € IUIBKEH Jla YBEJIOMH IIpoiaBaya B CpoK oT 24 yaca.

(3) HecnoTseTcTBHETO Ha KOJIHMYECTBOTO M KauyeCTBOTO C€ YCTAHOBABA C
IPOTOKOJ, CHCTABEH OT KOMMCHS, ChCTABEHA OT ABKHOCTHUTE JIMIA HA KYITyBaya.

(4) B cnyyaii, ye npogaBadnT B CpoK K0 24 yaca ciell yBENOMSBAHETO 1O aj. 1
OCIIOPH ITHCMEHO HECHOTBETCTBHETO Ha KAa4eCcTBOTO, TOH MOXE Ja HCKa [IPOBEpKaTa My OT
YI'bIHOMOIIEHA J1JabopaTopHs, Ype3 B3eMaHe Ha KOHTPOJIHHM OOpaslli OT JIOCTABKATA, WIIH
4pe3 CpaBHSIBAHETO Ha MOCTABEHUTE MEIUIMHCKM M3IENHS C MPEeJCTABEHUTE MOCTPH,
OITMCAHHE WJIM CHUMKH IIPH YYaCTHETO B 00IIECTBeHATA TOPHYKA.

Ynen 14. KymysaybT € JUIBXKEH Ja 3aIIaTH YrOBOpEHATa [€Ha B pasMepa, 1o
HAYHHA H B CPOKA, ONPEJENIEHH B HACTOAIIHS JOTOBOP.

HEYCTOMWKH

Ynen 15.(1) Ilpu 3abaBa Ha nocTaBKa OT cTpaHa Ha NpojaBada ¢ [oBede oT 24
(1BajzeceT W YETMPH) Yaca, KyImyBaybT MMa IPABO [d MOJYYH HEyCroHka B pasmep Ha 0.1
(Hyna 1o, elHa Jecera) Ha CTO OT CTOWHOCTTA Ha 3a0aBeHara JOCTaBKa 3a BeekH 24 uaca
3a0aBa.
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(2) llpn ycraHoBABaHe Ha HECHOTBETCTBHE B KOJIHYECTBOTO, IpPOJaBaybT €
ATBKCH /1a TOCTaBH ITHIICBAIIOTO KOIMYECTBO IIPU Ce/IBAIlATa JOCTABKA, 4 IPH MOMCKBAHEe
OT CTpaHa Ha KylyBaya B Cpok oT 24 uaca. Ilpu HemsmbaneHHe Ha TOBA 3a)(bIDKEHHE
KyITyBa4YLT HMa IIPABO JIa IIOJIYYH HEYCTOHKA B pasMep Ha 5 (II€T) Ha CTO OT CTOMHOCTTA Ha
JIMIICBALIOTO KOJIHYECTRO.

(3) Ilpn ycraHOBsABaHE HA HECBOTBETCTBHE B KAYECTBOTO, IPOAABAYBT € JUTHIKCH
Aa IOCTABH MENHLUHCKH H3/IeJIUs ¢ YTOBOPEHOTO KAYeCTBO HIPH ClIeIBAlATA A0CTABKA, 4 TIPH
[IOUCKBAaHE OT CTpaHa Ha KylyBadd B Cpok oT 24 daca. [Ipy Heu3IbIHEHHE Ha TOBA
3a/Ib/DKEHNE KYIIyBaybT MMa IIPABO Ja IOJy4YHM HeycToiika B pasMep Ha 5 (IeT) Ha cTo OT
CTOHHOCTTA Ha HEKauyeCTBeHAaTa JOCTABKA.

(4) B cioygauTe nmo ajmHen 2 ¥ 3, ako NpoJaBaybT HE JOCTABH JOTOBOPEHOTO,
KymyBaybT HMa [paBO Jid 3aKyIH HEOOXOJMMHMTE MYy MENHIHMHCKH H3ACIUS OT JApYyr
J0CTaBYMK, KaTO pasjimKara MEKIy LieHara 10 JIOroBopa U ACHCTBHTE/IHO 3aMIaTeHATa [1eHA €
3a CMETKa Ha IIpo/aarava,

Qnen 16.(1) Ilpu oTkas Ha mpoxaBada [Ja A0CTABH 3asBEHHTE My MEIUIIHHCKH
M3JICIHs MM TIPH 3a0aBa noBede oT 48 (yeTHpuieceT U oceM) yaca, KyIyBagbT HMa IIPABo Ja
3aKyNd HEOOXOMMMHUTE My MEAUIIMHCKA U3CIUA OT JPYT JOCTABUHK.

(2) B cyyante no npenxoaHara anuHes pasiHKaTa MEX/y [eHaTa 110 J0TOBOpPa H
JISHCTBUTEIIHO 3aIIATEHATa I[EHA € 32 CMETKa Ha [IPoIaBada.

Ynen 17. KymysausT mMa npaBo na mcka obeslueTeHue B IBJeH pasMep Ha
BpPEIIUTE, KOUTO € MPETHPIAT B pe3yaraT Ha 3a0aBeHaTa W/HiId HEKAueCTBEHATa JOCTARKA.

Ynen 18. [Ipu 3abaBa Ha miamaHe OT CTpaHa Ha KyIyBada, IOCIEIHUIT IBIDKH
Ha [IpoJjiaBavya HeyCToMKa, B pasMep Ha 3aKOHHATA JIHXBA.

Hnen 19. Heycroiikute, o0e3leTeHHsITa U IIEHOBHTE PA3sIMKU 10 wi. 16, am. 2
MOraT Ja 0b1aT yAbp)KaHH OT BCAKO JABKAMO HA [IPoJaBaya IUIalaHe.

[TPEKPATABAHE HA JIOT'OBOPA

Ynen 20. JloroBopsT ce nmpekpaTsana

1. ¢ m3rnuane ma cpoka, 3a KOKTO € CKIIOUEH, OCBEH B CIYYaHTE 110 4il. 2, H3D.
BTOPO.

2. IPH CHCTEMHO HEH3IIBJIHEHHE Ha AOCTABKUTE 110 KOJMUECTBO H/HIIM KAYECTRO
OT CTpaHa Ha npoxasada. [loa cucreMHO HeM3NBLIHEHHE ce pa3bipa TaKoBa, H3BBPIIEHH ABa
HJTH TIOBCUC IIETH B PAMKMTE Ha €IHH KaJICH/IapPeH MECEILl, HIIH [IOBEYE OT TPU IIBTH B PAMKHTE
Ha CpOKa Ha JIOroBopa;

3. TIpM CH3[ABAHETO HA YCIOBHS 3a /[OCTABKA Ha MEIUIMHCKATE H3ICIHS,
IPEIMET Ha JOroBOpa ClIEM MPOBEIKAAHETO HA IIEHTPAIM3HPAHH €JIEKTPOHHH THPIOBE.

4. B cnyyaii, ue Oble nMpoMEeHeHa HOpPMAaTHBHATA ypeaba, B Pe3yaTaTl Ha KOETO
OTIaAHe HEOOXO/IMMOCTTA OT IOCTAaBKATa Ha MEIHIIMHCKHTE H3ZEIHsA, KOUTO ca IIpeaMeT Ha
JI0TOBOPA;

5. mMpH HEBB3MOXKHOCT Jla C€ OCHUIYypH (HHAHCHpAHE 3a H3INBIHCHHETO Ha
IIOpBYKaTa 10 MPUYHHH, KOUTO KYIyBaYbT HE € MOT'BII 1A IIPE/IBH/IH.

JAPYI'U YCIIOBUSI

Hnen 21. Crpanure 1o JoroBopa He MOIraT [a IO H3MEHAT, OCBEH B CIIyYauTe,
npeasuieHn B wi. 116 ot 3011,

Hnen 22. CTpaHHTE 110 JIOTOBOPA M€ PENIABAT BBLIHUKHAIMTE IO H3IIbIHEHHETO
CIIOPOBE II0 B3aMMHO CBIJIACHE, & aKO TOBA € HeBB3MOXKHO, o pena wa ['TIK mpexn pomoso
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KOMTIETEHTHHAT Cb B Tp. JJoOpHY, OCBEH B CIy4YauTe, KOTaTo NPETCHIUATA ¢ TIPEABEHa 110
pelia Ha 3aloBeIHOTO MPOU3BOJACTBO.

Ugen 23. 3a BCHUKH HEypEIEeHH [0 HACTOSAMIHNS JIOTOBOP BHIPOCH IIE ¢ LIPUITAraT
pasnopexoure Ha 3011, [TI13011, 331 u T3.

Unen 24.(1) 3a Bamunu ajgpecH 3a NpUEMaHE Ha cHOOLIEHNs, CBBpP3aHH C
HACTOSIIES OTOBOP CE CMATAT a(PECUTE, MOCOUSHH B HAYAI0TO Ha J0r0BOPa.

(2) Ilpu nmpomsiHA Ha NAHHUTE 1O HPEIXOIHATA AIMHEs, CHOTBCTHATA CTpaHa e
JUTBIKHA J1a YBEIOMH JIPYTaTa B TPHIHEBEH CPOK OT IPOMSHATA.

[Ipu ChLCTaBsHe Ha HACTOSIIMAT JOTOBOP C€ TPEACTABHXA OT U3IIBIHATEI
cJle[IHUTe JOKYMEHTH 38 JIOKa3BaHe JuIcaTa Ha OCHOBAHMS 33 OTCTPAHABAHC:

- 3a o6eTosTesncTaTa mo @wi. 54, an. 1, T. 1 ot 3011 - cBUAETEINCTBO 3a ChANMOCT,

- 33 0G¢eTogTeIcTBOTO 1Mo Wi, 54, an. 1, T. 3 o1 3011 - y1ocTOBEpEHHUE OT OPTraHUTe
[0 IPHXOJHUTE H yHNOCTOBEPEHHE OT obmmHATa TO CEJANHUIIETO Ha BB3JIOKHTEId H Ha
KaHMIaTa Wik y9acTHHKA,

- 33 0BCTOSTENICTBOTO 1O Wi. 54, ai. 1, T. 6 o1 3011 - ymocToBepenye OT OPraHuTe
na Vanpaaurenia aredims "I aBHa HHCIEKIUA 10 Tpya”;

- paspeleHue 3a ThProBHI Ha €ApO ¢ MCAUIHMHCKH uzmenms, m3naaeno or MAJI
WM APYT JDOKYMEHT, yHOCTOBEPSBALL IPaBOTO Ha ydacTHHKA 1 THPryBa ¢ MEIHIMHCKH
M3 IeNHs, M30aieH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA [bPIKABa,

- cepTmuUKAT 3a IpUIAaraHe ¥ MOJABPIKAHC Ha CHCTEMA 34 yIpaBlICHUE HA
kayectBoTo EN ISO 9001 m/wm EN ISO 13485/13488 w/uaHM cKBHBAJIEHTHA, ¢ 00XBAT B
061acTTa Ha JIPOM3BOICTBOTO H/WIIA THPrOBUATA C MCAHIMHCKH H3/ICIHA,

- mexyapanus 1o Wi 6, al. 2 oT 3aKOoHa 33 MEPKUTE CPelIly H3MMpaHe Ha DapH
cepriacHo Ipumoxenue Ne 2 KM il 11, an. 2 ot MIT3MHII — 110 3aBIKUTEIHASL obpazen
[Tpunoxerne No 4 ot 0bpazuuTe JOKYMEHTH KbM JOKYMEHTAIUsTa 38 yJacTHe.

HacToSIIAAT JOTOBOP CE ChCTABH B TPH €IHOOOPA3HM CK3EMILIpA, CIMH 33
Ipo/iaBata 1 JiBa 3a KyiyBada.
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Hpunoncenue No 2 - 3a0vnicumenen o0pazey
lIpeocmasn ce no scara o6ocobena RO3UKUA, 30 KOAMO ce n00aAsa oepma

TEXHUYECKO NPEJAJOXKEHUE
Hommmcanuar, Kocragun JlamOpes Tanues, EI'H 4105016485, B xauecTBOTO CH
Ha Yrupasuten Ha ,JIAD [JTMATHOCTUKA” OO, ¢bC cemanuiie: rp. Codus, ampec na
yipasnenue: rp. Codus, Oy ,,Ilap Bopue I1I” Ne 54, x. k. wlarepa” 6m1. 39, Bx. 1, er. 1, am.
1, EMK 831308324

1. Tlpencrassm odiepra 3a yuactme mo oGocoGena mosumass Ne 59 »3aTBOpeHa
CHCTeMa 32 B3eMaHe Ha KPbB”,

2. Jlexnapupam cpox Ha BajujaHocT Ha odeprara; 3 (TpH) Mecella OT HaraTa, KOATO &
IIOCOYUCHA 32 JlaTa Ha I10JaBaHe Ha ogeprara.

3. Ilpremam cpoxa Ha H3ITBIHEHHE Ha TOPBUKATa: 9 (IeBET) Mecena 0T CKIIOUBAHETO
Ha JIOrOBOpA.

4. Ilpuemam cpoxa 3a mramame: 70 60 (mecraecer) KalneHJapHu [OHH OT
M3BBPIIBAHETO Ha JIOCTABKATA U M3JaBAHETO HA (DAKTYPA OT H3ITBJIHUTENS.

5. Ilpmemam cpoxa ma mocraska: Jlo 72 (cememuecer u 7IBA) yaca OT MOMEHTA Ha
324BSABAHETO OT CTPaHa Ha BB3TOKHTEIS,

6. Ilpuemam cpoka Ha rogsoct: He mo-mamko ot 60 % or 06ImaTa ToqHOCT B MOMEHTA
Ha [OCTaBKa,

7. Nexnapupam, 4e CbM HAIPABWI LEHOBH TIPCUIONEHHS TI0 BCHUKH HOMEHKIIATYPH,
BKITIOYMEHH B 060cobenaTa mosuuus (Koraro o6ocoGesaTa ITO3HIES BKIFOYBA HOMEHKJIaTypH).

8. Ilpuemam fa M3IBIHABAM BCWYKH M3HCKBAHHUS HA BH3JIOKUTENS, [IOCOUCHH B
OOSBICHHETO H TOKYMEHTAIMATA 32 YUACTHE,

9. Ilexiapipanm CHIIACHETO CH ¢ KIIAy3UTe Ha IPHIOKEHHS IPOSKT HA J0T0BOp.

10. B ¢ayuait, ye Op1a onpe/ienen 3a H3MBIHATE Ha IOPBUKATA, CE 3aIbIDKABAM, IIPH
HOLIICBAHETO Ha N0T0BOPa 3a OOLIECTBEHA MOPBYKA, /I IIPEJCTABS aKTYAIHH TOKYMEHTH
YIOCTOBEPSBAIM JIMIICATA HA OCHOBAHMA 3a OTCTPAHSBAHE OT INpPOIEAYPaTa, KaKTO H
CBOTBETCTBHETO C MIOCTABEHUTE KPUTEPHH 32 110160p:

10.1. 3a obcrosrencrBata mo wr. 54, am 1, . 1 or 30I1 - cBugeTencTBO 3a
CBIMMOCT, H3/1aIeHO B 6-MECEUHHUA CPOK Ha BAJMHOCT IIPE/IH [IPEJICTABIHETO),

10.2. 3a obcrosrencrsoro mo um. 54, an. 1, . 3 ot 30IT - YIOCTOBEPEHHE OT
OPraHuTe 11O MPHXOAWUTE H YJIOCTOBEPEHHE OT ODLIMHATA 110 CEJANMILETO HA BH3JI0KHTENS 1
Ha yYaCTHHMKA, M3Ja/ICHH CICH PEIIeHHeTO Ha BB3IOxUTeNnd mo uwi. 108, am 1 ot 30I1 3a
ONpENENAHE Ha U3ITBJIHHTE;

10.3. 3a ofcrosrencteoto no wi. 54, ai. 1, . 6 ot 3011 - yrocroBepenue oT
opranuTe Ha M3smbipurenna arennps 'IJaBHa HHCHEKIHS 10 Tpyaa', H3NAACHO e
PeIIEHHETO Ha BhaIoxuTeNs 10 wi. 108, an. 1 ot 3011 3a onpenensue Ha H3ITBITHHTEIL,

10.4. Paspemenue 3a THPrOBHA HA €APO ¢ MEAMIMHCKM H3NENHS, U3JANCHO OT
WAJT v Apyr HOKyMEHT, yIOCTOBEPSBALI IPABOTO MM Ja THPIYBAT C MEAHLEHCKY H3ICIH,
H3Ma[eH OT KOMIICTCHTEH OpraH Ha ChOTBETHATA ABPkKaBa. PaspelleHne HIlH YIOCTOBEPEHHE
HE CH H3KCKBA OT TIPOM3BOJMTEIHTE HA MEJMUMHCKY M3JENHs, YCTAHOBEHH Ha TCPHTOPHATA
Ha PenyOnuka Beirapus,

10.5. Ceprubuxar, ymocropepssaml, 4Ye YYaCTHHKLT IPHIATA U MO THEpXKAE
CHCTeMa 3a ynpaBieHHe Ha xkadgecTsoTo EN ISO 9001 w/mmu EN ISO 13485/13488 w/unm

CKBHBANCHTHA, ¢ 00XBaT B 061acTTa Ha NPOU3BOACTBOTO W/HIH TBPTOBHSTA ¢ MEIHIMHCKH
H3IEIHS

X0




10.6. Jexnapanus mo wi, 6, an. 2 0T 3aKOHa 3a MEPKUTE CPEIy M3IMpaHe Ha rapy

— mo 3agwpivkuteneH  obpasen Ilpmnoxenue Ne
JNOKYyMEHTALMATA 33 yIacTHE.

4 or ofpasuure IOKYMEHTH

Ha



