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I[Hec.c{.;.,...'ﬁg...ZOIS roa. B rp. JloGpuy, Ha ocHoBaHue wi. 112 u ci. oT 3akoHa 3a
00IIEeCTBEHUTE IOPBYKH, CE CKIHOUYH HACTOALIMAT JOTOBOP MEK/LY:

"MEJULIMHCKA TEXHUKA WHXXEHEPWUHI™ OO/, cbc cenanuiue B rp.
Codus 1750, paiton Mnagoct, azpec Ha ynpasiaeHue: x.K. "Mnamoct 1" 28b, EMK
831641528, mnpejcraBisBaHo OT Mouka Xpucrosa I'erToBa-XpHcTaHOBa, ompesieleH 3a
m3nbiaHUTEN ¢ Pemenuwe Ne 20 /21.08.2018 rox. Ha BB3JIOXKHTENS, ClIed NpOBeJEHA
IpoLeIypa 3a Bh3j1arane Ha oOliecTBeHa nopbuka Tii "oTkpuTa npoueaypa’ Ne 00083-2018-
0007, ¢ mpenMer "JlocTaBka Ha nabopaTOpHM KOHCYMATHBH, PEAKTHBH U TECTOBE 3a
oraenenus "Kimnunyna mukpobuonorus”, "Tpancdysmonna xemarosnorust” u "Krnuapuna
narosiorus”, Hapudan [IPOJJABAY U

"MHOT'OITPO®UJIHA BOJIHUIIA 3A AKTUBHO JIEHEHUE-JJOBPUY" Al
rp. JdoOpuu, cbe cepanuine U ajapec Ha ynpasiaenue: rp. Jobpuuy, yi. “Ilanaitor Xuros!' 24,
ten. 058/600160, dakc: 058/600414, e-mail: oblb@bergon.net, EWMK 124141302,
npencrasisBano oT J-p Cserosap baiiueB Ilerpop — Msnenuurenen Jlupextop Ha
IpyxectBoTo, Hapuuana KYTIYBAY.

CrpanuTe ce criopa3yMsaxa 3a CJIeIHOTO:

[NPEAMET HA TOITOBOPA 1 [IEHHA

1.(1). IlpoaBaysT mmpoaaBa Ha KylyBaua 1adopaTOPHU KOHCYMAaTHBH, PEAKTUBH U
TECTOBE (HApHYaHHW [10-J0Jy MEIMIIMHCKYW/Te W3[eNusi), 32 KOUTO € ydacTBal B OTKpHTa
mporeypa 3a Bh3narane Ha oduiecTBeHa nopeyuka 1no odbocodena mosumus No 1: JlocraBka Ha
nabopaTopHH  KOHCYMAaTHBH, peakTHBH M  TecToBe 3a  otjeneHde  "KumHuuHa
mukpoOuosiorus': Homenknatypa Ne 5

ITo o6ocobGena mo3uis Ne 3: JlocraBka Ha 1aDOpaTOPHH KOHCYMAaTHBH, PEaKTHBH
u tectose 3a otaenenne "Knunununa natoyorus”: Homenknatypu Ne Ne 56, 57, 58, 59, 66, 69,
74,77 u 78.

(2). llenuTe Ha wW3genusaTa MO al.l ca CBIVIACHO LIEHOBHTE IPEAJIONKEHHs Ha
[IpojiaBaya ¥ ca HepasJesiHa 4acT OT HACTOSILHUS J0T0BOP.

(3) IlporHo3HuTe KOJMYECTBAa, IIOCOYEHH B JOKYMEHTalHsITa 3a OOLIECTBEHA
NophYKa He TOPayKIAT 3aIb/DKeHHE 3a KyITyBaJa Jia ' 3aKyIH B I0COYEHHs 00eM.

CPOKOBE U HAUMH HA TUIAILIAHE

2. CpoKBT Ha HACTOSIIMS 0T0OBOp € 12 Mecella OT Jarara Ha IOANHCBAHETO MY.
JloroBopsT NpoabJIKaBa JAEHCTBHETO CH 0 CKIIOYBAHETO HA JOTOBOP C APYT H3IIBJIHHUTEN
cliell MpOBEKIaHe Ha o0IIecTBeHa ophYKa.

3. ITocoyenuTe B wi. 1 u3genus me OBAaT JOCTABSIHU OT IIpo/jaBayda Ha KyIyBaya
CpOK 10 14 (dyeTHpHHA/IeCeT) KaJeHIapHH [THH, CIIEl 3asBIBAHETO HM OT KyIlyBaya.

4, JIsipKuMaTa Ha pojiaBadya cyMma I10 BCSKa OTHeIHa J0cTaBKa e Obje miaTgHa
OT KyIyBaua o 6aHKoBaTa CMeTKa Ha IpojaBada B cpok 10 60 (mectaeceT) KaaeHIapHH JIHE
cllejl M3/1aBaHeTo Ha (akTypa OT pojaBaya. e 1

5. CpoKbT Ha FOJHOCT Ha JOCTaBEHUTE U3/enus TpAdBa 1a e He I10- Kpam;c o0
% (mmecTaeceT NPolleHTa) OT OBIIKs CPOK Ha FOJHOCT KbM MOMEHTA Ha JIocTaBKarta. / g\ /16

b

MSACTO HA U3ITBJIHEHUE U IIPEMUHABAHE HA COBCTBEHO(ﬁ \
6. 3a MSCTO Ha J0CTaBsHe Ha m3aenusaTa ce ompenens “MBAJI- ILoGpm"’)ﬁ%
Hob6puy, yiu. “Ilanaitor Xutos" 24. e
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7. CoOCTBEHOCTTa BBPXY [HOCTABIHUTE H3JEIMS M PUCKBT OT IIBJIHOTO  HJIH
YaCTHYHOTO MM IOTHBaHe IPEMHHABA BbPXY KyIyBada OT MOMEHTa Ha NPHEMaHEeTO HM Ha
MSCTOTO Ha JOCTaBsIHE C IPUEMO-TIPEaBaTelieH IPOTOKOJI HITH JAPYT pABHO3HAYEH JOKYMEHT.

[TPABA U 3AABIDKEHWA HA TIPOJIABAYA

Unen 8. (1) IlpomaBaubT € [UIbKEH Ja CKIKOYH JIOTOBOP 3a IOAHM3IIBIHEHHE,
KOraTo € 00SBHII B 3asBJIEHHETO CH 3a y4acTHE ITOJ3BAHETO HA MOAu3IbIHUTEN. B cpok 1o 3
JHH OT CKITIOYBAHETO HA JOrOBOP 3a NOJU3IbJHEHHE HIIM HA JOIBIHHUTENIHO CIOPa3yMEHHE
33 3aMfAHA Ha MOCOYEH B 3asBJIEHUETO MOIM3I'BIHUTEN H3INBIHUTEIAT H3Ipalla KOIHEe Ha
JIOTOBOPA HJIH Ha JIOIBIHHTEIHOTO CIIOPa3yMEHUE Ha BB3JIOMKHTEIN 3a€(HO C JI0Ka3aTesICTna,
4ye ca H3ITBJIHEHH YCJIOBHSTA 0 Wi. 66, an. 2 u 11 ot 3011

(2) llomu3mbIHHUTENWTE HAMAT [PaBO Ja I[peBB3JlaraT €/1Ha HIH II0BEYE OT
JIEMHOCTHTE, KOMTO Ca BKJIIOUEHH B IIpe/IMeTa Ha JI0T0BOpa 3a IOIU3IIbIHEHHE.

(3) HesaBrcuMO OT BB3MOXKHOCTTA Ja C€ H3M0I3BaT IOAU3IBIHUTEH,
OTrOBOPHOCTTA 32 U3ITIHEHHE Ha JIOTOBOPA 3a 00IIecTBeHa ITophyKa € Ha IIpo1aBaya.

(4) KymmyBaubT HsMa J1a H3BbPLIBA JUPEKTHH PasIUIallaHus C [OAH3IIbIHUTEIHTE

UYnen 9. [IpoaBaubT € JUIBXKEH Aa J0CTaBs MEIULMHCKH U3JICIHs, KOHTO!

1. umar HaHeceHa "CE" MapkupoBKa B CHOTBETCTBHE ¢ U3HCKBAHMATA Ha WI. |5 0T
3akoHa 3a MeaunuHCKUTe n3aenus (3MHN);

2. IMaT HaHeCeH UIACHTH(HKAIMOHEH HOMED Ha HOTH(HUMPaHHs OpraH 1o 4. 64,
an. 2 ot 3MMU, xoraro mpouenypure, onpeaenieHu B Hapeadure 1o wi. 18 or 3MHU, uznucksat
HaHACSIHETO MY;

3. WMar HaHeCceHW HAMMEHOBAaHHME M AJPEC Ha YIpaBIECHHE HA IPOM3BOIUTES
W/WH YITBTHOMOIIEHHS NPEJICTABUTEN U BHOCHTEILS,

4, UMaT HHCTPYKIHA 3a yrnoTpeda, ¢ H3KII0UeHHEe Ha W3/IeIUATa, 32 KOUTO TOBA HE
e npejaBHeHO B 3MU;

5. ca MpHAPYKEHH OT BAIUJICH CepTH(UKAT, yIOCTOBEPSBAIl ChOTBETCTBHETO ChC
CBLINECTBEHHTE H3UCKBAHMS, IPHJIOIKHMH 32 U3/IEJIMETO, H3aACH OT HOTH(UIIHpAI] OpraH.

6. ca MPOM3BEJEHH OT IPOM3BOAUTEI, KOWTO INpHJara M TOUIbp)Ka chcTema 3a
yrnpasienne Ha kadectBoro ISO 9001 m/mnm cucTema 3a ynpaBjIEeHHME Ha KadyecTBOTO HA
MmeauiuHckuTe u3nenus ISO 13485 u/nunu ekBUBaJeHTHA.

Unen 10.(1) [IpomaBausT B cpoka Ha J0roBopa TpsAOBa Aa OTroBaps Ha CIIEJAHUTE
W3UCKBAHUS:

1. Jla ¥Ma paspelieHue WM YJ0CTOBEPEHHE 3a THPrOBHA Ha €Ip0 ¢ MEJUIMHCKH
u3zenus, u3naneHo ot Manemaurenaus aupekrop Ha MAJI no pena va 3MU.

2. Jla npuiara u moJUIbpKa cucTeMa 3a ynpasileHue Ha kKadectsoro [SO 9001 B
061acTTa Ha IPOM3BOACTBOTO W/HIIM THPTOBHATA C MEIHIMHCKH H3JENUS W/MIM CHCTEMa 3a
yrnpasienue Ha kadecTBoTo [SO 13485/13488 n/unu exsuBanenTHa.

(2) MponaBaubT € ANBKEH He3a0aBHO Ja YBEJIOMH KyIllyBaya IIpM OTHEMaHe Ha
CHLOTBETHHTE pa3pelleHus Wi 00e3CHIBaHe Ha YIOCTOBEPEHHS.

Ynen 11. Besika otnenHa JoctaBka TpsOBa Ja € NpHAPYXEHa OT NOKYMEHTH,
YAOCTOBEPSABAIIH TPOM3BOIUTENS, TAPTUAHHA HOMEp, CEpPHIHHUSI HOMED, CPOKa Ha I'OJHOCY

MEIUIMHCKH H3/IETHs. .,/ N !/

[TPABA U 3AJIBJDKEHWS HA KYITYBAUYA .
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Ynen 13.(1) KynyBaubT MMa MpaBoO Ja IPOBEpsABa KOJIHYECTBOTO HAa BCAKA
OTJeNIHA JOCTaBKa, KaTo MpPH YCTAHOBSABAHE HA HECHOTBETCTBHE € JUIBXEH Ja YBEJOMH
npojaBada B CpPOK 0T 24 uaca.

(2) Tlpu ycraHoBsBaHE Ha HECBOTBETCTBHE B KAYeCTBOTO Ha JIOCTABEHUTE
MEIUIUHCKY H3JIeNisl KYNyBaybT € JUTHXKEH Ja YBEJOMH [IpoiaBaya B CPoK OT 24 vaca.

(3) HechoTBETCTBHETO Ha KOTMYECTBOTO U KAYE€CTBOTO CE YCTAHOBSABA C MPOTOKOI,
ChCTABEH OT KOMHCHS, CECTaBeHA OT IUTHKHOCTHHTE JIMIA HA KYyIlyBaya.

(4) B ciyuaif, ye mpojaBadbT B CPOK 10 24 yaca cjie/l yBEJOMsABAHETO 10 all. 1
OCIIOpH TTHCMEHO HECHOTBETCTBUETO HA KayecTBOTO, TOM MOJKE Jla MCKa IpOBepKara My OT
YI'BJIIHOMOIIIEH OpraH WK J1a00paToOpHs.

Uien 14. KymyBausT e JUIbXKeH Ja 3alljlaTH YrOBOpEHaTa ILleHa B pasMepa, 10
HAa4YHHA U B CPOKA, OIPE/EICHH B HACTOALIUSA JOTOBOP.

HEYCTOWKU

Ynen 15.(1) IIpu 3abaBa Ha AOCTaBKa OT CTpaHa Ha IpojaBada ¢ mosede OT 24
(nBazeceT W YETHpH) vaca, KylyBaybT HMa IIPaBO Ja IOJy4d HeycTodka B pasmep Ha 0.1
(Hyna Lsio, eHa JieceTa) Ha CTO OT CTOMHOCTTa Ha 3a0aBeHara JOCTaBKa 3a BCEKH 24 daca
3abaBa.

(2) Tpu ycraHOBsiBAHE Ha HECBOTBETCTBHE B KOJMYECTBOTO, INPOJABaYbLT €
JUTHLKEH J1a JOCTABH JIMIICBANIOTO KOJIMYECTBO IIPH CJI€/BalllaTa JOCTaBKa, a P [MOMCKBAHE
OT cTpaHa Ha KymyBaya B Cpok OT 24 uaca. llpy HeusnbiiHeHHE Ha TOBa 3aILIDKEHHE
KyIlyBa4bT MMa IIPaBo Ja MOJIy4H HeycTOHKa B pa3Mep Ha 5 (IeT) Ha CTO OT CTOMHOCTTa Ha
JIUIICBAIIOTO KOJIMYECTRO.

(3) IIpu ycraHoBsiBaHE Ha HECHOTBETCTBHME B Ka4yeCTBOTO, MPOJABAYBT € JTHIKCH
J1a I0CTABHM MEIHIIMHCKH H3JIEJIHs C YTOBOPEHOTO Ka4eCTBO IIPH CJIeBallara JIOCTaBKa, a IpH
[IOMCKBaHE OT CTpaHa Ha KymyBada B cpok OT 24 wvaca. lIpw HeusmbiIHEHHME Ha TOBA
3aIB/DKEHHE KyIlyBaubT MMa MPaBo Ja TOIy4Yd HeycToHka B pasMep Ha 5 (II€T) HA CTO OT
CTOHHOCTTA HA HEKayeCcTBEHATa JOCTaBKa.

(4) B ciyuaure mo amuHew 2 ¥ 3, aKO NpoJaBa4bT HE IOCTaBH JOTOBOPEHOTO,
KyIlyBaubT HMa INpaBO Ja 3aKylH HEOOXONMMHTE MY MEIHIHHCKH H3Zenus OT Jpyr
JOCTaBYMK, KAaTO pa3NiuKaTa MeX/Iy IIeHaTa I10 JOroBopa U JAeHCTBHTEIHO 3ariaTeHara LeHa e
3a CMETKa Ha [IpoJaBaya.

Ynen 16.(1) [lpu orka3z Ha npojaBada Ja JOCTABH 3asBEHHTE MY MEIHMIIMHCKH
M3JIeTHUs MM 1pu 3abaBa nmoseue 0T 48 (YeTHpHIEceT H 0CeM) Jaca, KyImyBaqbT HMa IIPaBo i
3aKyNH HEOOXOIUMHUTE My MEIUIIMHCKH H3JIENIHUs OT IPYT JTOCTaBYHK.

(2) B cayuanTte mo npeaxoaHaTa aldHes pas3iMKaTa MeXKIy LeHaTa 110 JoroBopa u
JIefiCTBUTENTHO 3aIllIaTeHaTa IieHa € 3a CMeTKa Ha ImpoaBaya.

UYnen 17. KymyBausT HMMa NpaBo Ja HcKa OOE€3INETeHHE B IBJICH pasMep Ha
BpeIUTE, KOUTO € MPEeTHPILSIT B Pe3y/ITaT Ha 3a0aBeHaTa i/Wii HeKayecTBeHaTa J0CTaBKa.

Yen 18. Ipu 3abaBa Ha IUIaIaHe OT CTpaHa Ha KymyBayva, IMOCACIHUAT JIb/DKH Ha
po/iaBavya HeyCToHKa, B pa3Mep Ha 3aKOHHATA JIMXBA.

Unen 19. Heycroiikute, 06e3leTeHUsITA 1 [IEHOBHTE PA3NHKK Mo 4. 16, am 27
Morar ja ObJIaT yIbp:KaHu OT BCAKO Jb/KMMO Ha IIPOJaBava IulalaHe. ; :"3 ¢ , &

[IPEKPATSBAHE HA JIOT'OBOPA ,-fl N
Unen 20. JloroBopbT ce IpeKparsasa:
1. ¢ U3THYAHE HA CPOKa, 3a KOMTO € CKIIOYeH, OCBEH B XUIIOTE3aTa H‘a f{
H3peYeHHe BTOPO; o)

i

Aoy
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2. OT M3IpaBHATa CTpaHa IIPYd CHUCTEMHO HEHM3IIBIHEHHE Ha 3aIbJDKEHHATA 110
norosopa. [Toj cucTeMHO HEM3NMBIHEHHE ce pa3dupa TakoBa, M3BBPLUCHO [ABA WM I10BEYE
[IbTH B PAMKHTE Ha €JIMH KaJeHIapeH Mecell, HJIU T0BeYe 0T TPH IbTH B pAMKUTE Ha CPOKa Ha
J0roBOpA;

3. mpu CH3JaBaHETO Ha YCJIOBHs 3a JIOCTABKA HAa MEJUIIMHCKH M3JIENHs ClIE]
POBEXKIAHETO HA LEHTPAIU3UPAHU €IEKTPOHHH ThPIOBE.

4. npu HEBB3MOXKHOCT Ja C€ OCUIYypH (QHHAHCHpaHe 3a M3ILIHEHHETO Ha
MOpBYKATA MO IPUYHHH, KOHTO KyIIyBauyhbT HE € MOTBJI JIa IIPEIBH/IH.

IOPYTU YCIIOBUA

UYnen 21. CtpaHHTE 1O JIOTOBOpPAa HE MOraTr Ja IO M3MEHST, OCBEH B CIIy4YauTe,
npeasuaeHy B Wwi. 116 ot 3011

Unen 22. CTpaHuTe MO AOrOBOpa IIE PEllaBaT BE3HUKHAIUTE IO M3IIBIHEHUETO
CIIOPOBE IO B3aUMHO CBIJIACHE, a aKO TOBa € HEBB3MOXKHO, 10 pexa Ha I'TIK, mpex pomoso
KOMIIETEHTHHUAT ChJ B I'p. Jlodpuy.

Uien 23. 3a BCHYKH HEYpEISHH I10 HACTOSIUIMSA JOrOBOP BBIIPOCH L€ Ce mpujiarat
pasnopendute Ha 3011, ITIT30I1, 3311 u T3.

Unen 24.(1) 3a BanmuaHH afpecd 3a [pUeMaHe Ha ChOOIIEHMs, CBBP3aHH C
HACTOSIIIKS JIOTOBOP C€ CMATAT aJpPECcHTe, IOCOYEHH B HAYAIOTO HA JIOTOBOPA.

(2) Ilpu mpoMsiHa Ha JaHHHTE MO IMpPEIXOJHAara ajluHes, ChOTBETHATa CTpaHa ¢
IUTBKHA JIa YBEIOMH JIpyraTa B TPUIHEBEH CPOK OT IPOMSIHATA.

[lpun cbcTaBsHE Ha HACTOALIMAT JOMOBOP C€ IMPEACTABHXA OT M3IBIHHTENS
CIIEIHUTE JIOKYMEHTH 3a J0Ka3BaHe JIUIcaTa Ha OCHOBAHHUS 34 OTCTPaHABAHE:

- 3a obcrogrencreara mo wi. 54, ai. 1, 1. 1 ot 30I1 - cBHAETENCTBO 3a CHAUMOCT;

- 3a obcTosTencTBoTo 1o Wwi. 54, an. 1, 1. 3 ot 3011 - ynoctoBepenue oT OpraHuTe
0 NPUXOJUTE H YJOCTOBEPEHHE OT OOIIMHATa [0 CEJAalMIIETO HA BB3JIOKHTEIsS M Ha
KaH/IUAATa UM Y4aCTHHKA;

- 3a 00CTOATENICTBOTO MO Wi. 54, an. 1, T. 6 - yIOCTOBEpEHHUE OT OpPraHuTe HA
Wsnbaaurensa arenius "l TaBHa HHCOEKIUS 110 TpyAa";

- paspelleHHe 3a THPrOBHs Ha €p0 ¢ MEIUILMHCKM M3Jeus, u3naneso ot MAJl
WM JPYr JOKYMEHT, yJOCTOBepsBall] IPaBOTO HAa YYacTHHKA Ja ThPryBa C MEIHIIHHCKH
W3/eIHs, H3a/IeH OT KOMIIETEHTeH OpraH Ha CbOTBETHATA JIbPiKaBa;

- ceprudHKaT 3a IpWJara€e M MOJJLpJKAaHe Ha CHCTEMA 3a YNpPaBICHHEe Ha
kauectBoTo ISO 9001 B OONacTTa HA MPOM3BOJCTBOTO H/HIHM THPTOBHATA ¢ MEIHIIMHCKH
W3Mends W/MOM CHCTeMa 3a ympasleHue Ha kKadectBoro SO 13485/13488 w/mim
CKBHBAJIEHTHA;

HCpﬂSJIEHHa HacT OT HAaCTOAIIH, JOTOBOp Ca TEXHHYECKOTO MW IIEHOBATA
MpeJIOKCHHAE 3a U3NIBJIHEHHE Ha IIOPBYKATA,

HacTosimuar JOroBOp c€ CBETaBH B TPH €IHOOOpasHH EK3eMIULIpa, €IHH 3a

‘-‘v‘ {

KYITYBAY:/
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Hpunosicenue No 7 - 3advascumenen obpazey

TEXHH‘IEClﬁO MPEXJIOXKEHUE

[oanucanust/anata Hena AnexcanppoBa CasoBa, EI'F \(}ﬂ p{ f{;j}};{) B
Ka4eCTBOTO CH Ha IIBIHOMOIIHHK ¢ H@Tapuanﬁo 3aBEPEHO IILIHOMOLIHO (U3nucéa ce
OnvJicHocmma) Ha , MeaunuHCKa Texuuxa Wmxenepunr” OO]] (usnucea ce umemo na
yuacmnuxa), cee cenamauie: rp. Codus 1750, x.x. ,,Mnagocr” 1, 6. 28 B, yn. , JAuMursp
Momnos” , anpec Ha ympaBieHwe Tp. G;oqmﬂ 1750, x.k. ,Mnanoct” 1, 6. 28 B, ym.
,»  AnMuTEp Monnos”, EMK 831641528,

1. TIpaBst cieAHOTO MPETIOXKEHNE 38 U3ILIHEHHE Ha [IOPHYKATA B CHOTBETCTBHE C
TEXHHIECKUTE CEIU(DHKAIMNA U H3UCKBAHIATA Ha BB3JI0KHUTEILS:

IIpennaram 1ocTaBKaTa Ha U3JETHSL, KOUTO!

- €a IIPOM3BE/CHA OT NPOM3BOAMTEN, KOMTO IIpHMiIara M NOAILpPIKA CHCTEMA 3a
ynpasineHue Ha xadecTBoTo ISO 9001 m/mam cucTema 3a ympaBleHHe HA KAYECTBOTO Ha
MegumuHCKUTE u3aenus SO 13485 u/uny exBHBaIEHTHA.,

- CHOTBETCTBAT HA M3UCKBaHMATAa Ha J[upexkTuBa Ha EBponeiickus mapnameHT u
CoBera Ha EBpona 98/79 EC 3a MemuuuHCKHTE CpECTBA 3a THATHOCTHKA (IVD), xoraro e
TIPUII0KHIMO.

- OTrOBapAT HA U3MCKBaHUATA }1& 4. 82, an. 1 ot 3MU;

- OTFOBAPAT Ha APYTUTE U3MCKBAHUS, [IOCOYEHH B TEXHIUECKUTE CIEIU(DUKAIIHI.

2. JlexyapupaM CHIJIACHETO CH € KJI2y3UTE Ha IPUJIOKEHU POCKT Ha 10TOBOP,

3. Hexnapupam CpoX Ha BaIMIHOCT Ha odepraTa: 3 (Tpa) Meceua oT narara,
KOSTO € IIOCOYEHA 34 JIaTa Ha NIofaBaHe Ha odeprara.

4. Ilpuemam cpoxa Ha M3IBIHEHHME Ha IOphUKaTa: 12 (oBaHazecer) mMecena ot
CKIIIOYBAHETO HA JIOTOBOPA.

5. Ilpuemam cpoka 3a mmamane: o 60 (mectjecer) K&JICHJApHU JIHH OT
M3BBPIIBAHETO HA TOCTABKATA M M3JaBAHETO Ha (GaxTypa OT M3ILIHUTES,

6. Ilpuemam cpoka Ha JiocTaBKa: 40 14 (ueTmpuHamecer) KaJICHOAPHU IHK OT
MOMEHTA Ha 3a9BABAHETO OT BB3JIOKUTEIS.

7. Ilpuemam cpoxa Ha FOHHOCQL He 1o-Maiko ot 60 % (wecraecer npouenTa) ot

00mus CpoK Ha FOZHOCT KBM MOMEHTA Ha JOCTABKATA.

8. llpuemam 12 M3MBIHIBAM BCHYKM M3MCKBAHWS HA BH3JIOXKUTEINL, IOCOUESHH B
00SBICHHETO U JOKYMEHTAUSITA 38 YIacTHE.

9. B ciyyait, 9e 6ba onpe/ie/IeH 3a M3IBIHATET HA HOPHYKATA, Ce 3aBIDKaBaMm,
py  NOANMCBAHETO Ha [OrOBOpa 3a ODINECTBCHA IOPBYKA, Ja MpPEACTABS AKTYAIHH
AOKYMEHTH y/IOCTOBEPABALIM JIMIICATA HA OCHOBAHMS 3a OTCTPAHSBAHE OT MpOLE/IypaTa,
KaKTO M ChOTBETCTBHETO C IIOCTABEHUTE KPUTEPHH 3a IOAGOD:

- 38 o6cTosATENICTBATa IO WI. 54, ai. 1, T. 1 ot 3011 - CBUIETENCTRO 3a ChAMMOCT;

- 33 00CTOATENCTBOTO 10 wi. 54, ain. 1, T. 3 ot 30I1 - YAOCTOBEPEHHUE OT OPTAHUTE
II0 NPUXOAUTE M YJOCTOBEPEHHE OT OOIMMHATA 110 CENAIMINETO HA BB3JIOXKHUTEIST U Ha
KaH/JuIaTa WiIK y9acTHHKA, ¥

- 3a obcrosiTencTBOTO 110 WI. 54, an. 1, T. 6 - YHAOCTOBEPEHHE
Msneiaurensa arennus " N1aBHa MHCIEKLIHS 110 pr,ua";/ e

Qf} /
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- Pa3peIICHUC 34 THPIOBUA Ha €APO C MEAMIMHCKH M3, u3zaneHo oT UAJ
MM ApyT JIOKyMCHT, yAOCTOBEpSBALl NPABOTO HA YYACTHHKA [a THPIyBa ¢ MEIHMIIHHCKH
U3JeNNA, U3[aJ€H OT KOMIIETEHTEH opﬁaH Ha CBOTBETHATa AnpxkaBa. Paspemenue wmnu
YIOCTOBCPEHHE HE CH M3UCKBA OT IIPOM3BOJUTEINTE HA MEIHIIHHCKY U3JENHsI, YCTAHOBEHH
Ha TepuTopuATa Ha Penybiuka Brnrapus;

- cepTuduKaT 3a NpuiaraHe M NOAABPKAHE HA CHCTEMA 3a YIIPaBICHHE Ha
kaiecTBoTo ISO 9001 B OGnmacTTa Ha MPOM3BOACTBOTO /MM ThPrOBUsATa ¢ MEOULMHCKH

M3NENMA W/MIM CHCTEMA 3a YIpaBlIeHME Ha KadecTBoto ISO 13485/ 13488 w/mmm
CKBUBAJICHTHA,

Hena Anexcanaposa Carosa — [TenHOMOIIE
(ume, Ganwno U Gamunms, LTb

'.QS;
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\ Hpunoscerue No 7 — 3a0vancumenen obpazey

TEXHUYECKO NPEAJOKEHUE

Ionmmcannst/anata Hepa Anexcangposa Casosa, EI'H // . A/ 47 3 ‘% '\é”
KaueCTBOTO cu Ha IlbiaHOMOmEMK c Hg‘iTapHaJIHO 38BCPEHO INBJIHOMOIIHO (uznucea ce
onvocnocmma) Ha , Memunuacka Texy ika Mmxenepuur” 00]] (usnucea ce umemo ua
yuacmuuka), cbe cemanuine: rp. Codus 1750, x.x. ,,Mnamocr” 1, 61. 28 B, ynm. » IAMUTED
Mouos” |, aapec ua ynpasienue rp. Copus 1750, x.x. »~Miagoct” 1, 61. 28 B, VI
»» AEMUTED Momnos”, EUK 831641528,

1. Ipaest cieqnoTO npennomenmte 32 U3IIBITHCHHUE Ha IOPBYKATA B CHOTBETCTRIE C
TEXHUYCCKUTE CICNU(PUKALMY M M3HCKBAHUSTA Ha BE3JIOXKUTEIA:

Ipepnaram focraskara na usge; U, KOUTO:

- Ca TIPOM3BEJICHA OT MPOM3BOIMUTEN, KOUTO Ipuniara ¥ NoAXbpKa CHCTEMA 3a
YHpaslIeHue Ha kawecTBOoTo ISO 9001 m/mwm cucrema 3a YIIpaBICHHE Ha KAa4ECTBOTO HA
MeaunuHCekuTe u3genus 1ISO 13485 w/umu e BUBaJICHTHA.

- CBOTBETCTBAT HA M3UCKBaHMATA HA J[upeKTHBa Ha EBponeiickus napnament u
Csaera Ha Espona 98/79 EC 3a MCMIUHCKHATE CPEeACTBA 3a JMArHOCTHKA (IVD), xorato e
IIPHIIOXKHEMO,

- OTrOBapAT HAa M3UCKBAHUATA HA 4. 82, air. 1 oT 3MU;

- OTTOBAPAT Ha NPYTUTE U3UCKBAHMS, [IOCOYEHH B TEXHHUCCKUTE cnenudukanuy.

2. Jlexyiapupam ChIIIacueTo cu ¢ KJIAY3HTE Ha IPHIIOKEHUS IPOEKT Ha JOrOBOp.

3. Jlexnapupam cpox Ha BaTMIHOCT Ha odeprara: 3 (tpu) mecena or narara,
KOATO € rocoHena 3a jaTa Ha 110JaBaHe Ha o(eprara.

4. IlpuemMaM cpoka Ha W3IBIHEHHE Ha Iopsukara: 12 (aBaHamecer) mecena ot
CKITOYBAHETO Ha JI0r0BOpA.

5. Ilpmemam cpoka 3a nnama}ne: no 60 (mectaecer) KalCHIapHu OHH OT
M3BBPIIBAHETO HA JOCTABKATA U H3/ABAHETO Ha (bakTypa OT H3IBIHKUTES.

6. Ilpuemam cpoka na ,HOCTaBKa: no 14 (ueTupunazgecer) KJICHOAPHU JIHU OT
MOMCHTA Ha 3a9BABAHETO OT BH3JIOKUTEIS,

7. IlpyeMaM cpoka Ha TOJHOCT: He 10-mManxo or 60 % (mwectaecer IIPOLIEHTA) OT
OOIIHUS CPOK Ha TOAHOCT KbM MOMEHTA Ha JI0CTaBKaTa.

8. Ilpuemam ja m3nbIHSBAM BCHYKH U3VCKBAHHS HA BB3IOXKHUTEIS, TTOCOYCHH B
OOSIBIEHHETO ¥ OKYMEHTAIMATA 33 y4actue,

9. B ciyvait, ye 6h12a onpeaener 3a H3IBIHUTEN Ha TOpBYKATa, Ce 3a5JDKaBaM,
IpH  IOANMUCBAaHETO Ha [JOroBOpa 3a o6iuecraeﬁa IIOpPBYKaE, Ja IIPEACTaBs aKTyaTHu
AOKYMEHTH yAOCTOBEPSBAIM JIMIICATA Ha OCHOBAHUS 33 OTCTPaHsABAaHE OT INpOLEIyparTa,
KaKTO X CbOTBETCTBHETO C IIOCTABEHHUTE Kpnﬁeppm 3a rmogbop:

- 32 obcTosTeNCTRBaTA 1O W, 54, am. 1, 1. 1 or 30I1 - *BUJIETENICTBO 3a CBAUMOCT;,

- 32 006CTOATENICTBOTO 110 Y. 54, :1111 1,4 3 or30IT - YIOCTOBEpEHKE
IO IIPUXOJMTE M yAOCTOBEPEHHE OT OBIMHHATA IO CelIMINETO Ha BH3JI
KaHIM/IaTa MM YYaCTHHKA,

- 32 06CTOATENCTBOTO 10 Wi, 54, am. 1, T. 6 - yAocTOBepenue
Wsnemnurenna arennus "INiasua MHCIEKUH 10 Tpyaa";
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~ PaspelICHHE 32 TBPrOBUS HA €APO C MEAUIIMHCKY M3Ienud, usnaneHo or UAJI
W ApyT MOKYMEHT, YJOCTOBEPABAlll PABOTO Ha YHaCTHUKA N1a ThPryBa ¢ MeJUIMHCKH
U3lemus, M3NANCH 0T KOMIETEHTEH OpraH Ha ChOTBETHATA AbpxaBa. Paspemenue wimm
YAOCTOBCPEHHE HE CH M3UCKBA OT NPOM3BOLUTEIHTE Ha MCAMIMHCKA M3JCTIUS, YCTAHOBEHH)
Ha Teputopusra Ha Penybnuka Birapus; |

- CepTU(UKAT 3a IpUarane u NONIbpXKaHe HA CHCTEMa 3a YIpaBICHUE Ha
kagectBoro ISO 9001 B obyactra Ha o OU3BOJCTBOTO H/WIM THPrOBUATA C MeIMIHHCKH

H3[ENMA W/MIM CHCTeMa 3a YUpasleHue Ha KadectBoro ISO 13485/13488 w/mmu
€KBHUBAJICHTHA, ?

|
HOI{HHC Ha IIpeACTaBIIABALIOTO JIUIIE H IIeya I:

Hepna Anexcanaposa CaBosa — I[Twir
(ume, Garugo 1 dhammi




