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,Z[Hec.&'f.‘..fé.:.l@l? roz. B rp. Jlo6puy, Ha ocHoBamue wi. 112 1 ¢i. ot 3akona 3a
OOLLECTBEHUTE NIOPBYKHU, C& CKITIOUH HACTOSMIMAT JOTOBOP MEY/LY:

"BI' MEJ" EOOJ, cne cepamume B rp. Codust 1504, ajpec na ympasnenue yi.
"Acen 3natapos" 10, EMK 175366547, upencrapinsano oT AHTOH BOSHOB AHIOHOB 1
Pocrua Hukonaesa Mopjianosa, 3ae0H0 | OOT/IEIHO, aipec 3a Kopecnionaertms rp. Cogust
1799, yn. "Csern Kunpusn" 44, omnpejienien 3a H3IIBIHATEN CJleil MPOBEAEHA| MPOLELYPa 3a
Bh3iarane Ha obmecTsena nmopeuka No 00083-2016-0012, napugan ITPOJIABAY U

"MHOI'OITPOPUITHA BOJIHHIIA 3A AKTUBHO JIEYEHUE-JIOBPHUY" AJT
rp. obpuy, cbe ceyanuiie U anpec Ha yrnpasnedue: rp. Jdo6puu, yu. “Tlamaitor Xuros" 24,
ter.  058/600160, dakc: 058/600414, e-mail: oblb@bergon.net, EWK 124141302,
npencrasisaBano ot JI-p Tpudon Bnamumupos Mopmanos — I/Izrern-n/nreneHJ Jupexrop Ha
JpykecTBOTO, HapryaHa KYITYBAUY.

CrpaHHTE ce cropasymsxa 3a CIeIHOTO:

[TPEJMET HA TOI'OBOPA U 1IEHH

1.(1). lposraBaust mpozasa Ha KynyBaua Tab0OPaTOPHA KOHCYMATHBH, PEAKTHBH U
TECTOBE (HAPUYAHH [0-HOJY MEJMIMHCKM/TE H3MCHsA), 3a KOUTO € y4acTBal B OTKPHUTA
IIPOLE/1ypa 34 Bh3JIarane Ha obuiecTsena mopbuka o obocobena mosuius Ne 1 "JJocraska Ha
n1abopaTopHH  KOHCYMATHBH, DEAKTHBH M TecToBe 3a  oTxenenme  "Kimuuuna
MUKpoOuonorus", nomenkiaTypa Ne 34 "Bopsu tectose u ELISA KuTOBE: B €IMH JIOT OT
efHa (pupMa JOCTaBYHK'",

(2). lenopure npemIOKCHHA Ha [POJaBaya, IIOCOYEHHM B TPHIOKEHHETO [10
HPEJX0HATa allMHes, CA HEpa3/eIHa YacT OT HACTOSIIUS IOTOBOP.

(3) IIporHosHuTe KOMMYECTBA, MOCOYEHH B MOKYMEHTAIMSITA 34 OOIIECTBEHA
[IOPBYKA HE MOpaX/IaT 3aIbIDKCHIE 3a KyllyBadd Aa TH 3aKyIH B [IOCOYCHUS 06eM.

CPOKOBE M HAYMH HA TIJTAIIAHE

2. CpoKBT Ha HACTOSLIAS JOrOBOp € 12 Mecela OT JarTara Ha MOIIHCBAHETO MY.
JloroBopsT nponnKaBa JICHCTBHETO CH [0 CKIIOYBAHETO HA JOTOBOP C JAPYT H3IIBJIHHTEN
clie)l IpoBeskaane Ha o0ecTBeHA MTOPLYKA.

3. Hocouenute B un. 1 usjienus me GbIaT ZOCTABSHU OT NpOJaBaya Ha KyIyBaua B
Cpok [0 14 (YeTupuHameceT) KajeHIapHy JIHH, G/ 3asBSIBAHETO UM OT KyITyBa4a.

4. Jlsmxamara Ha TpojiaBada cyma 10 BesKa OTIeNHA J0CTABKA e OhIE [IaTeHa
OT KyIlyBada I10 DaHKkoBaTa CMETKA Ha IMpojiaBaya B cpok 10 60 (1ecTIeceT) KaleH 1apHu THH
CIIeM H3JaBaHeTo Ha (pakTypa OT IIpo/iaBaya.

5. CpokbT Ha TOIHOCT HA JOCTABEHUTE H3ICIHs TpsAOBa Jia € He MO-KpaThk oT 60
% (1uecTAeceT NPOIeHTa) 0T OOIIMS CPOK Ha TOIHOCT KbM MOMEHTA HA JOCTABKATA.

MACTO HA U3ITBJIHEHUE W ITPEMUHABAHE HA COBCTBEHOCTTA

0. 3a MACTO Ha JOCTaBSHE Ha W3JEJHSITa CE ONPEeIeCIIs “MBAJI-doGpuu" AL, rp.
Hobpuu, yi. “Tlanaiior Xutos" 24.

7. CobcrBenocTTa BBPXY JIOCTABSIHHTE W3JCIUS MW PUCKBT OT IIBJIHOTO HIIH
YaCcTHYHOTO MM IOTHBAHE NPEMUHABA BHPXY KyIlyBaua OT MOMEHTA Ha IIPHEMaHETO HM Ha
MACTOTO Ha JIOCTABAHE C IIPUEMO-TIPeIaBaTelleH IPOTOKOI WM APYT PABHO3HAYEH JOKYMEHT.

IIPABA Y 3ABJIDKEHMS HA TIPOJIABAYA
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Ynen 8. (1) IlpomaBausT € IILKEH @ CKIFOYH JIOTOBOp 3a T
KOrato ¢ oOsBHII B 3asBJICHHETO CH 33 YYACTUE II0T3BAHCTO HA MOIH3IIBIIHUTE
IHH OT CKJIKYBAHETO Ha JOrOBOP 3a MOJMANEIHEHUE MIH HA TOIBIHUTEIHO
3a 3aMsHA HA MOCOYEH B 3afBICHHETO TOJM3IBIHUTE] H3IBIHUTENAT H3Mp

e nmi!:obib@ffergon.net

_

DJIM3IIbJIHEHHE,
. B cpok o 3
CIOpa3yMeHHE
1la KOIHEe Ha

AOTOBOpA WK HA TOIBJIHUTEHOTO CIIOPA3yMEHHE HA BB3IIOKUTEIS 3a€/(HO C IOKA3aTeNICTBa,
4€ Ca M3I'BIHEHM YCIOBUATA 110 Wi, 66, an. 21 11 ot 3011,
(2) Ilopu3nbIHUTENNTE HsIMAT TIPABO A IPEBB3NArar eaHa v
JEHHOCTHTE, KOUTO Ca BIJIIOYEHH B IIPEAMETa Hal J0r0BOPA 34 IO IH3ILIHEHHE,
(3) HesaBmcmmo OT BB3MONKHOCTTA [da CE W3MON3BAT  I10J
OTTOBOPHOCTTA 3a M3NLIHEHHE HA JIOTOBOPA 3a 0ONIECTBEHA IOPLYKA € Ha PO}
(4) KynyBaunT HsIMa [a H3BBPLIBA AMPEKTHH PA3ILIAIAHKS C 103

Ynen 9. IlposaBaun € JUTbIKEH 1 JOCTABA MEIUITHHCKH H3/ISIHs, K

L. umar Hanecena "CE" MapkupoBka B CHOTBETCTBHE ¢ H3UCKBAHS
3aKona 3a MeIMIHHCKUTe u3emms (3MU);

2. MMaT HaHeceH MACHTH(HKAIIMOHEH HOMED HA HOTH(HITHPAHHS of
an. 2 or 3MH, koraro nponexypure, onpeieneu B HapeaouTe mo wi. 18 ot 3
HaHACSHETO MY;

3. MMar HAaHECEHH HAMMEHOBAHHE M A/[PEC HA YIPABJICHHE HA 1]
M/WIH yI'BITHOMOINEHHS [IPEACTABUTET H BHOCHTEIIS:

4. UMaT UHCTPYKIMA 33 yroTpeba, ¢ H3KIIOUeHNE Ha H3/IeiusTa, 3a
¢ mpejBuieHo B 3MU;

3. ca MPHAPYIKEHH OT BAJIMICH CEPTH(HUKAT, YIOCTOBEPSBALL CHOTBETCTBUETO Che
CHIICCTBEHU TS U3UCKBAHUSA, IPHIIOKUMHE 32 M3/(eJIMETO, H3Ja/IeH OT HOTH(MIMPAI OpraH,

6. ca MPOU3BEJIEHH OT HPOM3BOMMTEN, KOHTO NpHIara u HOAABPIKA CHCTEMA 34
ynpapienue Ha kagecrBoto ISO 9001 w/mmm cucrema 3a yrpasnenue mHa KAYECTROTO Ha
MeMIMHCKHTE n3aenus ISO 13485 u/nnu exBupaneHTHa.

Ynen 10.(1) IlpoyaBausT B cpoka Ha j0ropopa TpaOBa 1a OTroBap
H3HCKBaHUS:

1. Jla uma paspemicHue iy yI0CTOBEPEHHE 38 THPTOBHS HA €PO
usesns, u3naneno ot Msnennurennus qupexrop va MAJI no pega ma 3MU.

2. Jla mpunara ¥ MOIIBPIKA CHCTEMA 3d YHpaBJIeHHe Ha kadectsoto I1SO 9001 &
obJiacTTa Ha IPOU3BOJCTBOTO M/YMJIH THPrOBHATA C MEIMIMHCKYA W31e/Hs n/utu CHCTEMA 34
ylpasieHue Ha kauecTBOTO ISO 13485/13488 u/unu expupaneurua.

(2) IlpomasaunsT e AnBKen He3abaBHO 1@ yBEIOMH KyIIyBada npH
CBOTBETHHUTE PA3PCILCHUS WK 00C3CHIIBAHE HA YIOCTOBEPEHHSL.

Ynen 11. Beska oTmenna jlocraska TpaOBa jia € IPHIPY)KeHa o
YIOCTOBEPSBAIIA IPOU3BOMUTEINS, IAPTHAHNUA HOMED, CEPUHHKSA HOMED, CPOKa HA FOJHOCT U
OT AHAIM3HH CePTU(UKATH (OPUTMHATHH, 3aBEPEHO KOMHE MM MYOIHYHO OTIOBECTEHH),
JOKYMEHTHPAIIH IPOU3X0JA, ChCTaBa U TEKYIIHMs KOHTPOJ Ha KAYECTBOTO HA M3Ie U TA.

Unen 12. TlpomapausT ¢ mIkKeH Ja H3Jafe B CPOK (axTypa 3a gocraBeHHTE
MEMIIUHCKY U3IEIT S,

11 IIOBCYE OT

[H3ITBIHHUTEIH,
[aBada.
MMIBJIHUTEIIUTE
OHTO.

Ta Ha wi. 15 oT

aH 110 4. 64,
MU, uzncksar

POHU3BOJIUTENS

KOHTO TOBA HE

1 Ha CICIHUTE

> MEITHIIMHCKH

OTHEMAHE Ha

T JTOKYMECHTH,

IMPABA N 3ATBIDKEHMS HA KYTIVYBAYA
Yren 13.(1) KynyBausT uma mnpaso ma NpoBepsiBa KOMMYECTBO
OTJIe/IHA JI0CTaBKa, KATO IIPM YCTAHOBSIBAHE HA HECHLOTBETCTBHUE € JUTHIKEH
IpoJiaBaya B Cpok o1 24 yaca.
(2) Ilpn ycraHoBsIBaHE Ha HECHOTBEICTBHE B KAUSCTBOTO HAa
MCIHIHHCKH H3CIHS KYIyBaYbT € ITBIKEH Jla YBEIOMH [IPO/IaBadya B CPOK OT 2

TO Ha BCAKA
Jla YBEJIOMH

HOCTaABEHHUTE
4 gaca.
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(3) HechOTBETCTBHETO HA KOJIMUYECTBOTO H KAYECTBOTO CE YCTaHOBSBA € ITPOTOKOI,
CBCTABEH OT KOMHCHS, CHCTABEHA OT JUILIKHOCTHUTE JINIIA HA KYITyBaya. |
(4) B ciy4aid, ye mpoaaBaubsT B CPOK 0 24 yaca clej| YBeAOMSBAHETO 1O 4, |
OCLIOpHM TTHCMEHO HECHOTBETCTBHETO HA KAYCCTBOTO, TOH MOMKE Ja HCKA MPOBEPKATA MY OT
YI'BJTHOMOIIICH Opran uin nabopatopusl.
Qren 14. KynysausT ¢ JUIkKeH Ji@ 3aIUIaTH YrOBOPEHATA IIEHA B pasmepa, 1o

Ha4yMHa U B CPOKA, OIPEIAC/ICHA B HACTOSIIIMSL JOTOBOD. ‘

HEYCTOUKU |

Hren 15.(1) Ilpu 3a6aBa Ha JocraBka OT cTpaHa Ha IIpoJaBada ¢ moBeve ot 24
(IBajeceT W YETHPH) Haca, KyIyBaybT MMa MPaBo JIa MONYYH HEyCTOHKA B | pajMep na 0.1
(HyJia 1aU10, eHa JieceTa) Ha CTO OT CTOMHOCTTA Ha 3abaBeHara J0CTaBka 3a ‘BCGKH 24 uaca
3abaBa.

LOEPHY 9300 E7ya. " Mataiiont Xumed” 24 &

(2) llpn ycramopsBaHe HA HECHLOTBETCTBUE B KOJIHYECTBOTO, inpo;xaBa%T 8
ATBKEH NI JOCTABH JIMICBAIIOTO KONMYECTBO [PH Cle/BalliaTa JOCTaBKa, a TIPH ITOMCKBAaHE
OT CTpaHa Ha KynyBaua B cpok oT 24 waca. Ilpu Heusmwinenue Ha TOB!a 3abJDKCHHE
KYIyBaYbT HMa IPaBO JIa MOJy4d HEYCTOHKa B pasmep Ha 5 (IleT) Ha CTO OT iCToﬁHooTTa Ha
JMIICBALIOTO KOJUYECTRO.

(3) Ilpu ycranosaBaHe Ha HECHOTBETCTBHE B KAYECTBOTO, l‘IpOJﬁ[aBE{II’BT € JUIbXKEH
Aa JIOCTaByu MEAUIMHCKY H3JICIHS C YTOBOPEHOTO KA4eCTRO IIPH ClIe/BAIIATA AOCTABKA, & TIPH
NOMCKBAHE OT CTpaHa Ha KylyBada B CPoK OT 24 waca. [Ipd HeMsILiHEHWE HA ToBa

3a/IIDKCHHC KYIyBaubT MMa IIPaBO Jid MOJYYH HEyCToHKa B pasmep Ha 5 (Her) Ha CTO OT
CTOMHOCTTA HA HEKAYECTBEHATA JJOCTABKA.

(4) B ciyyanre mo aymmmen 2 u 3, ako NnpojaBavYbT HE JOCTABH JIOTOBOPEHOTO,
KymyBaypT HMMa IPaBO 14 3aKylH HEOOXONHMHTE MY MEIMIMHCKH H3JEIUs OT Jpyr
AOCTABIHK, KaTO pasJIdKaTa MEXIly [EeHaTa 110 JI0r0BOpa U ACHCTBUTEIHO 3aIUIaTeHATA [IeHA €
3a CMeTKa Ha 1po/asaya.

Qnen 16.(1) Ilpu oTkasz Ha npojaBaya Ja JOCTABH 3aiBEHUTE MY MEJIHIMHCKH
M3JIeAS HTH TIpH 3a0aBa mosede oT 48 (4eTHpr/ieceT W 0ceM) Yaca, KyIyBayh T uMa paBo Jia
3aKYIH HEOOXOMMUMHTE My MEIUIHHCKH M3/IEeTUA OT JAPYT JOCTABYHK. '

(2) B ciryyante no npenxoHata ajluHes pasinkaTa Mex/1y HCHaTa 110 JIOTOBOpA U
JICHCTBUTEITHO 3aIljIaTeHaTa LIeHa € 3a CMeTKa Ha IIPoJIaBaya.

Hnen 17. Kynypaubr uma mpaBo ja ucka oGeslieTeHHe B IBJICH pasMep Ha
BPEIATE, KOUTO € IPETHPIIAN B Pe3y/ITaT Ha 3a0aBeHaTa U/UITH HEeKadeCTBEHATA [OCTABKA.

Uien 18. Ilpu 3abara Ha 1UaIane OT CTpaHa Ha KyIIyBada, MOCIeTHUAT IBJDKH Ha
poJlaBaya HeYCTOHKA, B pa3Mep Ha 3aKOHHATA JTHXBA.

Hnen 19. Heycroiikute, o6e3meTenusta n 1EHOBUTE Pa3IHKH 0 wi, 16, an. 2
MoraTt ia ObJaT yAbpIKaHU OT BCSIKO JIBIDKEMO HA IIPoJaBada [IialiaHe.

ITPEKPATABAHE HA JIOTOBOPA

Hiren 20. JloroBopbT ce mpeKpartsBa;

l. ¢ usTMvane Ha cpoka, 3a KOWTO € CKIIOUEH, OCBEH B XHIIOTE3aTa Ha “WieH 2,
H3PEYCHHE BTOPO;

2. OT W3NpaBHATA CTPaHA IIPH CUCTEMHO HEM3IBIHCHHE HA 3aMLIDKCHUSTA I10
joroopa. llox cucreMHo HeM3mbiHEHHE ce pa3dHpa TAKOBA, M3BBPIICHO ABA HIH MOBEUC
'BTH B PAMKHTC Ha €/IUH KaleHIapeH MEeCell, MM [10BEYe OT TPH II'GTH B pAMKHTE Ha CPOKA Ha
IIorosopa;

3. IPH CDL3JIaBAHETO HA YCIOBHS 32 MOCTABKA HA MCAMLMHCKA M3JCIHS CIe
IMpOBEIKOAHETO Ha LNCHTpaIU3HPaH! CJICKTPOHHH ThPTOBE.
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4. Ipu HEBB3MOKHOCT Jla Ce OCHIYpH (DHHAHCHPaHE 3a H3MLIHEHHETO Ha
IIOPBYKATA 110 TPUIHHH, KOUTO KYIIYBaYbT HE € MOT'BIT JIA IIPEIBH L.

HAPYT'U YCIIOBUA

Ynen 21. Crpanure 10 J0roBopa He MOTraT Ja IO M3MEHST, OCBEH B CIydauTe,
npensujiedd B @i, 116 ot 3011

Qnen 22. Crpanure 1O JOTOBOPA lil€ PEIIABAT BHLIHUKHAIHTE TI0 H3IIBIHEHHETO
CIIOPOBC 110 B3aMMHO CBITIACHE, & akO TOBa € HeBL3MOXKHO, 110 peaa na [TIK, mpex poaoro
KOMIIETEHTHHUAT CBJ B Tp. Hobpuu.

Hiten 23. 3a BOUYKH HEYPENEHH 110 HACTOSIIHMS JI0TOBOP BLIPOCH e CE [IPUIIAraT
pasnopenbute ma 3011, ITIT30TI, 331 u T3.

Unen 24.(1) 3a Bamuinu agpecH 3a NpHEMaHe HA CHOOIIEHHS, CBBP3AHH C
HACTOAIMS IOTOBOP Ce CMSITAT afpecuTe, IOCOYEHH B HAYAIOTO Ha JI0r0BOpa.

(2) Tlpn mpomsia Ha JIAHHWTE 1O HPEIXOLHATA ATMHES, CHLOTBETHATA CTPAHA €
JUI'bKHA 18 YBEJAOMH JpyTraTa B TPUAHEBEH CPOK OT IPOMIHATA.

Ilpu cherapsHe Ha HACTOSIIMAT JOTOBOP CE NPENCTABHXA OT M3IBIHHTEIs
CICAHUTE JIOKYMEHTH 3a OKA3BAHE JIMIIcaTa Ha OCHOBAHHES 38 OTCTPaHsBaHe:

- 3a obcrogarencrsara o wi. 54, an. 1, 1. 1 or 3011 - cBHaeTencTBO 3a ChAUMOCT;

- 33 obcrosiTencTBoTo 1o wi. 54, an. 1, 1. 3 ot 3011 - yaocroBepente oT OprasuTe
110 MPUXOJUTE U YJOCTOBEPEHHE OT OOLIMHATA MO CEAAMIIETO HA BBHAMOMKHTENS M Ha
KaHIUAATA MK YIaCTHHKA,

- 3a 00CTOATENCTBOTO 110 WL 54, ai. 1, T. 6 - yhmocToBepeHHe OT OpraHuTe Ha
Msneiiurenna arennus "I iaBHa HECIIEKIUA 110 TPyIa";

- paspeluieHue 3a ThProBHs Ha AP0 ¢ MEAUIMHCKH H3JeIus, u3aaaeso ot MAJI
WM IPYT JOKYMEHT, YJOCTOBEpABAILl NPABOTO HA YYaCTHHKA JIa THLPTYBA ¢ MEIHIIHHCKH
M3JIETIHA, U3/1aJICH OT KOMIIETEHTEH Oprad Ha ChbOTBETHATA JIhPKaBa,

- cepTH(UKAT 3a NpUIAraHe H INO/UIbPIKAHE HA CHCTeMa 32 YIpaBlieHHe Ha
kadecTBoTO ISO 9001 B 0Gnactra Ha IPOU3BOACTBOTO W/MJIM THPTOBHATA C MEIMIMHCKM
M3IENHMST W/MIIE  CHCTeMa 3a YIpaBieHde Ha KadecTBoTo I1SO  13485/13488 wu/umm
CKBHBAJIECHTHA,

Hacrosmmsar 1oroop ce cheTaBH B TpH eAHOOOPA3HM EK3EMILIIpA, SOMH 3a
[IpoJiaBaya u J1Ba 3a KyIyBada.

IMPOLABAUY: KVIIYBAUY:
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Ipunoscernue No 7 — 3a0vICUmenen obpazey

TEXHUYECKO HPEAJNOXKEHUE

Honnucanara Mapust Xprcroga Huxonona, EI'H B Ka4eCTBOTO ¢H
Ha MCHHIKBD oOIIecTReHH HNOPBYKH (usnucea ce OnvoKcHOCIMmMA)  Ha »bll MEI” EOO/]

(usnucea ce umemo ng yeacmuuka), cee cenanume: rp. Cobus, anpec ua yIpaBlieHue yir,
»1Ipod. Acen 3narapog” 10, EMK 175366547,

CKIFOUBAHETO Ha NOTOBOpa.

5. Ilpuemam CPpOKa 3a Iuramame: no 60 (Lectmecer) KaleHJaapHu JHH o
H3BLPIIBAHETO HA NOCTABKATA H H3MABAHETO Ha (haxTypa o1 m3mbIHETES

6. Ilpuemam cpoxa ma AocTaBka: g0 14 (uertupuHaecer) KaJIeHIapHH JHM oT
MOMECHTA Ha 3a5BABAHETO OT BB3JI0KHTEILS.

7. llpuemam cpoxa ma FOIHOCT: He mo-Mayko or 60 % (ectaecer TIPOIIEHTA) OT
OOILMS CPOK Ha TOAHOCT KEM MOMEHTA Ha JOCTABKATA.

8. Ilpremam ma msnmmmssan BCHYKM H3HCKBAHHUS Ha BB3JIOKUTENIS, [IOCOUEHH B
00sBIeHHETO M AOKYMEHTAINATA 34 yYacTue.

KaKTO H CLOTBETCTBHETO C I0CTaBeHMTe KPUTEepHH 3a mogbop:

- 3a o0cTOsATE ICTBATA 110 W)L, 54,am. 1, 1. 1 or 30II - cunerencreo 38 ChIAUMOCT;

- 32 00CTOATENCTBOTO 110 Uy, 54, anm. 1, 1. 3 ot 307] - YAOCTOBEPEHUE OT OpranuTe
110 TIPHXOZUTE M y#oCTOBEpeHHe OT obIIHHaTa 110 CCHNAIMINETO Ha BB3NONKHTENS W Ha
KaHJMaTa UM y9acTHHKa,

- 32 OOCTOSATENICTBOTO T1o 9. 54, am 1, 1. 6 - YOOCTOBEpEeHHE OT OpraHure mHa
Msnenuurenna arenuus "['naBHa uHCIeKIMS 110 Tpyna";
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YAOCTOBEPEHHE HE CH M3UCKBA OT NPOM3BOAMTENHNTE HA MEIUIMHCKY H3JENHUS, YCTAHOBEHH
Ha TepuTopHATa Ha PenyOnuka Brirapus;

- cepruduKar 3a IpuIaraHe W TOAIBPKAHE HA CHCTEMA 3a YIIPAaBICHHE HA
kayecteoTo ISO 9001 B ofnacrtra Ha HPOMIBOACTBOTO W/HIH THPrOBHSTA ¢ MEIUIMHCKH

M3JENMA H/MIH CHCTeMa 3a YOpaBieHue Ha KadecTBoTo ISO 13485/13488  w/umm
CKBUBAJIEHTHA, j _Q'?\\\s
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: { S
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(nme, OamuHO ¥ (PaMILTHS, TITEKHOCT)




(LoomMqIT ‘BUIENRD B OHMITR ONH)
IMRIdON HHOE108MQO daxirHoN “BEOIrONHE] vdoroudy sudepy

~ 7R

i
T |
1

....... TV W

-LBRhOIl U ONUIr OLoMegkIraeIoradn ey DQHIITO] |

oF 1 ywodg PuelIe o5 ou nrderuer) DRIIO ) £
EHHIIIH
PHOHEIAA eI+ WHTHEE LT
X 001 I AdONeo | mumruserdon vs madis 1yo1 I )orm w
¥ 0S I EXEONRUO | HHLHOMO(N e nudis 1oor I)DIN ¥
X 0s I BNEONBIIO wanodon e undys roax IO  or
X 0S I EHEONRLO | HOdMHudLdan vs undiy 1oor aT)omi| ¢
X 0S I BIFONELIO HHIMOMHIO ¥t uudLy 13a. (] ol ge
X 0¥ i BNEONBIIO BHITHELIQAD ex4) upenDeg LE
RETH o
Adeoir) ex erads enrarunedy
X ) 00¢€ 0001 nodg eHrdomnedr 9 nHONWEL HHIrHdaL) 9¢
Le1yodaeHt 9 HIrAQOdoeodNHN
H HgodaeHe el anedugniry
ee edadhoowre umeasdLiudo
X : 0z 1 BNEONBIIO ‘uLaven nmedudonog — sy Il s¢
00°26/¢ b€ N edAierHawon on omoo
EONI[020I0)D
00°0G€ |o0°0s€ 00°0s€ BIJ3L 94 ‘PY] SousouselT ssanioq I BAGONELIO | BIUISIO X BH SHRETOLOSH BE Liry VSITd]| 11%¢
Hqwp syonpoiq sonsouder D3] LepIopFing eljoliog- nue: 1vsrog
00°0Z¥ |o0‘0z 00°0z+ BLO3L 751 SIBOYI[BOH SUDUIDLS I EMEONBLO | EMOWHE][ BH 9HBSITOIOLH BS Lin] VSITE| 0I'v¢
HQWD s1onpoiy sonsouerq INS] LapIopSing BI[QLIOG— [Ue: 1991r0g
00°00% |o0‘0oF 00°00+ BLOAL 761 SIEOUI[BOH SULUIRIG 1 ENEONBIIO | EMOWHR]T BH SHESYSLSEH BE Lin] VSITd] 6'+¢
AIH— IUe ©H OHeETaoen
0000z |oo°T 00°00T BIOAL ()0 ‘P¥] SonsouBeI(] ssanio 007 1001 OHRHIOIr0d20 BE 9801001 uedag| gpc
BIO3L 96 "ATH~
00'v2Z |00°LET 00°LET BIOAL 96 "PV] sonsouei( ssoniog Z LO BNEONRIIO HUE BH SHRENOIOEH BE LHY VST LFE
ADH— [JUE eH oHRATAIroH A
00021 ozl 00°0¢1 BLOAL OO "PYT sousouSer ssoxio I 00T 1991 OHhHIOIr0d2D BE 2801921 uedag < 3
BLO3L 96 ADH—
_’Oodom 00°SLT 00°081 BLOAL g ‘PY] sousouselq ssoniog < LLC ONBLIO [JUe BH oHedwol: ok S
——




BILO2L 96 WS- 09gH—
00°00¢ BLO3L 94 "PYT SOLSOUSRI(T SSO1I0,] 1 10 BHONBIIO [UE BH QHRETOUOEH BE LY VS Td|  +$C
BYSgH BH oHEEUSIDEH
00‘c8 |80 00°ce BIJ3L OO "P¥] SoUSOUTRI( $SOILI0] 001 1231 OHRIIOUOds BE 9801001 Hedag| ¢4¢
BII2L 94
00°0S¥ [00°06 00°06 B1JAL 94 "P¥] SOuSOUSEI(T] SS211I0,] [« LO BNHONEIO|  SYSH] BH SHRANOUOEH BE LUX VS[TH| 7 b€
BLO3L 96 WS] — AVH
00‘'00%v |00‘00Z 00°00Z BILO3L 96 "] SOLSOUSRI(T SSOILIO 4 LO BIHONBIO — [JUE BH QHBEIOIOEH BE 1M VS T| ['+E
= AFuhgeLdor ewdud eHY? Lo LoIr HHT
¥ 008¢ X X 4 :990LHN VST ¥ 990101 Hrdag ¥E
1€€ AN edALBINHIWOH 0u 0Mmg()
001 wed.1 BHHII20M BHOOEHI0-od1uB-ede] | '¢C
001 wedl IRIHITHIED-YN| €'¢¢
001 weds HHDLOMI ] LHIANE -N]|  7°¢¢
00T wedi KHIHEIOQAD —eaoHO0 vaondieyy| [-¢¢
X 0S ¥ )¢ THIHINEId HMIORHINKY €€
SISO[mdIaq)
‘I ex snedunaudapur ec
X al 08 rnodg (n1Harr) 1091 HaseriArad — Ledimyy z€
SISCIRSISGN; “JA ¥H JHEUHIHRGIPIY
X 06 08 Hodg €S (HLHAK) 1DIL HOHIEHY 1€
HHednLenw
‘unedudreds “rn (5 ,, HOMEQDS
X 001 00$ Hodg uL myeaddus mmxcddodimayy 0€
ENEBITIONHIA
EHI'ELHHAI0dA vH aHeaudyLo
X 081 I BAFONBIIO gt HO9rAQ HuHHIde — Bad 67
doied
HaruoLewdad eH duBIraradiio vs 1391
¥ 86°L 76°1€ [WpXT "P¥T sousousel(] ssonI10g|00 ] ¥ d1HrHIn [adaLerr BoHoHnERHLArIE sdag — am| 8z
/O HuEHIrOLURAdIOHIHE [ 1391
X 79°9 Al [WHX ] "PY S2UBOUSEI(] SSANI0I| (00| ¥ dULHIMIHN [¥2918r HoHOUNEHA LA E ed90 — [QV LT
197 i\’ edALBINMHIWOH 011 0XI0(Q)
o nodg dere Hogidy ee a9dy exmenag| 1197
HHHHIdE
HICAIINE H HHEHI “HHIMHAO BH SHRIERNOY BE
00T nodg ursdo uaraIHAEdX HHROL HHRARIAIINY 01°9Z
HHOWOXHAL eH oHRdHaHLIAY
0z erado ee erado eHraluHedy enedusmimdonrr| 69z
01 yodg HWAd2o usoudds muronome)| g9z
01 wodg HWAdSD MHAOLHORH HHIGHOWIRD)| /97
001 do unAdso naonfda uroxwyg| g9z

B .‘-N"'\i

<

P

SN
N




