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ﬂHBC..ﬁj:..{-{!.,.Eﬂlg rof. B rp. JloGpuy, Ha OCHOBAHHE L. 112 u cn. ot 3aKoHa 3a
0BIIeCTBeHHTE MOPHYKH, C& CKIIIOYH HACTOALIMAT J0rOBOP MEIKILY:

"MHOTOTPOGUITHA BOJTHULIA 3A AKTUBHO JIEYUEHUE-JIOBPUY" AL
rp. JloGpuH. Che cefauine 1 anpec Ha ynpasnenue: rp. Jooput, yi. “Ilanaiior Xurtos" 24,
ren. 058/600160, dakc: 058/600414, e-mail: oblb@bergon.net, EHK 124141302,
npencragissano ot J-p Cperozap baiiues [leTpos — Manenuarenen Jlupekrop Ha
APY#KECTBOTO, HApHHYAHA BB3JIONKMTEN

"ATAPTA-IIM" EOOJI, ¢be ceflamHile B C. Jlonuu Borpos, anpec Ha ynpasicHHe
yi.” 40-ta” Ne 1, EWMK 121096923, npeacrapispano oT 1lenka [lerkosa MapuHoBa, anpec 3a
kopecnonaenima rp. Codus 1712, s.k. Mnanoct-3 6a.304, marasnh Ne 6 u ofuc 1,
onpesesien 3a HamBIHUTEN ¢ Peuenne Ne 11/ 01.04.2019 roa. sHa M3mbaHHTEIHHA THPEKTOP
Ha BLITOMHTENS, clel MPOBEAeHa NMpoLeaypa 3a Bh3jjaraie Ha obiiecTBeHa NOPBLYKA THII
"orkputa”, ¢ mpeamer: JlocTaska Ha MEIHITHHCKE wanenns, napuuan U3ITBJIHUTEI

CrpanuTe ce Cropasymsxa 3a cleHOTO:

MPEJIMET HA JIOTOBOPA M IEHH

Unen 1.(1) U3ITBIIHUTEIAT nmocrass Ha BBH3JIOKMUTEITA mennunHcKnTe
H3JIeHs 1o cleguuTe 060cobeHH MO3HIHH:

o oBocobena nosuuns Ne 10- CucreMy 3a Paclitaxel:

TMo o6ocobena rnosuuss No 17- MeHIHHCKH H3/IEHA 32 anapati B OAMIL:

[lo obocobena nosuuus No 41- Hecrepuinu MEAHUHHCKH M3nenus., 3a
KOSTO/KOUTO € YHacTBan B OTKPHTATA IPOLE/IYpa 32 BhiJjarate Ha ob1ecTBeHa NophUKa.

(2) llenute Ha MEQMUMHCKMTE H3JCIHA HA MU3ITBJIHUTEJIA ca curiacHo
LIEHOBHTE NPEIOIKEHHs H CE HEM3MEHHA 4acT 0T 0TOBOPE.

(3) TlporHoskara CTOHHOCT Ha JOrOBOpa 3a BCAKA obocobena Mo3puMA €
[10COYEHA B 1IEHOBOTO MPe/UI0KEHNE,

(4) TlpornozHdTe KOJIMMECTBA, MOCOHCHH B JOKYMEHTALHATA 33 OOLIeCTREHA
nopLuKa He NOPakAT 3ab/KCHHE 38 BL3JIOMKUTEILS na ru 3akynu B nocoyerns obem.

CPOKOBE M HAUMH HA TUIAILAHE

Usen 2. CpoKsT Ha HACTOALLMA JOTOBOP € 12 Meceria OT JaTata HA NOAMHCBAHETO
My. JloroBopsT NpoAbIKABa AeilicTBHETO CH JI0 CKIOYBAHETO Ha I0TOBOP € APYT HAMBIHHUTEN
¢clie/1 IPOBEAIAHE Ha 001IeCTBEHA NOPBYKA.

UYnen 3. MeauilHHCKHTE H3leaus e OblaT A0CTaBsiHl OT M3ITBJIHUTEJIA Ba
BBIIOKMUTEIA B cpok jgo 72 (cememueceT H Ba) yaca OT MOMEHT@ Ha 3afBABAHETO OT
CTpana Ha Bh3N0MKHTEN.

Unen 4. JInmxuMara Ha U3MTBJIHATEILS cyma 1o Beska OTIe/lHa NoCTaBKa LIE
6uae nuarena ot Bb3JIOKWUTEILA no bankosata CMETKA Ha U3MTBJIHUTETISA B cpok no 60
(1mect/eceT) KAMCHIAPHH [HH C/E/L H31aBaHeTO Ha daxtypa ot U3TTBJIHUTEILA.

Ysen 5. CpoxsT HA FOAHOCT HA JOCTABAHUTE MCAHUMHCKH W3ZENHA € He no-
marko ot 60 % oT oblara roAHOCT B MOMEHTA Ha JIOCTABKA.

MSICTO HA M3ITHJIHEHME Y IPEMUHABAHE HA COBCTBEHOCTTA

Unpen 6. 3a MACTO HA JOCTABSHE HA MEIMIMHCKHTE M3Jlenns CE OMpEacu
“MBAJI-Jlo6pusa™ AJL rp. [obpuH, yi. “[Tanaiior XuTos” No 24, 3seHo , bonHHYHA anTeka’.

Ynen 7. COBCTBEHOCTTA BLPXY JOCTABAHATE MEAHUHHCKA W3ICTHA H PHCKET OT
MBLIHO WM 9acTHYHO MM MOrMBaHe [pPeMHHABA BLPXY BHL3NOXKHWUTEIS or MoMeHTa HA
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lipHEMEHETO HM HAa MHCTOTO Ha A0CTaBAHE C© HpﬁﬂMﬂ-ﬂpﬂﬂ,ﬁEﬂTEﬂﬂH poOTOKON HIIH ApyYT
pEBHUSHE'—IEH JOKYMEHT.

[TPABA W 3AJIBJDKEHWA HA W3ITBJIHUTELA

Unes 8. (1) M3ITBJIHMTEIAT e mreien Jja  CRINORH NOrOBOp 38
noaMaNbiHeHHe, Korato € O0#BHI B 3AABICHHETO CH 3a YydacTHe [OI3BaHETO Ha
nonu3nLIHKTEN. B cpok 10 3 AHM OT CKIIO4BAHETO HA JIOFOBOP 3a MOAM3ITBIHEHHE W HA
HOMBIHMTENHO CIIOpasyMEHHE 32 3amfHa Ha TOCOUuCH B JAABNIEHHETO MOAH3ITBIHHTEN
MAILIHHTENST W3Mpailla KoMue Ha JIoroBopa HiH Ha JMOMBJAHATEHOTD CIIOpazyMeHHE Ha
BRATOKHTENS 3aeHO ¢ JOKA3ATENCTRa, He Ca H3MTbIHCHH yCIOBUATA 110 4. 60, . Zullor
3011

(2) TMomu3nbAHUTENHTE HAMAT Npaso jia TIpeRb3jlaraT eHa WM [oBede o7
JefiHOCTHTE, KOMTO Ca BKJIIOMEHH B [PEAMETa Ha NOTOBOPE 38 NOJAH3NBIHCHHE.

(3) HesasmcHMO OT BBIMOKHOCTTAZ Ja €€ HAMOM3BAT  MOAMIIMTBLIAHUTEH,
OTTOBOPHOCTTA 32 H3NBIHEHHE HA I0rOBOpa 38 obecTena nopsuka e na M3ITBJTHUTEILA.

(4) BB3JIOKMTEJAT wnama na  H3BLPIIEA JMPEKTHH pasmiaianus ¢
NOAHATLIHHTEIHTE

Ynen 9. U3ITBJIHUTEIIST e nnbiken fa A0CTaBs MEAHIHHCKH H3JICIHA, KOMTO!

1. OTroBapsAT Ha W3MCKBAHHATA HA L. 82, an. 1 or 3MH;

7 cLOTBETCTBAT HA M3MCKRAHMATA HA JlHpeKTHBA HA Epporneiickus mapiaMeHT
Coeera na Espona 98/79 EC 3a MeIMIIHHCKATE CPEACTBA 38 maartocTHia (IVD) — camo 3a HH
BUTPO JIHAMHOCTHYHA MEIHITHHCKH Wajienus no cMuchaa Ha § 1, T 12 ot JIP na 3MH.

3. OTrOBApAT HA W3MCKBAHWATA, MOCOHCHH B JIOKYMEHTAIHATA 32 0DIIeCTBEHA
NOPhLYKA.

Ysers 10. U3ITHLJIHUTEJIAT B cpoka Ha 0roBopa € JUTRIKCH J1a HMa paspetienie
WM YIOCTOBEpPEHHE 3a THProBHA Ha eapo ¢ MENHIIMHCKH W3M1eNiud, W3JlaneHo ot
Wansanurennns mipektop na MAJI no pena na 3SMH.

Ynen 11. MU3ITBJIHUTEJSIT B cpoka Ha 10roBOpa ¢ JUILKEH Aa npunara M
NoJUTHpYKa CHCTEMA 3a YIIPaB/ieHHe Ha KauecTRoTo EN 1SO 9001 u/ums EN I1SO 13485/13488,
W/ eKkBMBanenTHa, ¢ oOxsar B ofnacTTa Ha NPOM3BOACTBOTO H/WIH THProBHATA C
MEIHIMHCKH H3eHA.

Upen 12. W3IMTBIHUTEIAT e mreien Aa u3jage B CPoK (raktypa 3a
J0CTABEHNTE MEHITHHCKH H3/ETHA.

[MPABA W 3ATBJDKEHMA HA BB3JIOKUTEIL

Unen 13.(1) BB3JIOKUTEIIAT uma npaso ja npobep:sa KOJHMYMECTBOTO Ha
BCAKA OTIAEHA JOCTABKA, KATO MPH YCTAHOBABAHE HA HECHOTBETCTBHE € JUThIKCH Jid YBEIOMH
M3ITBJIHHUTEILS B cpok oT 24 yaca.

(2) llpu ycranoBsBaHc Ha HECHOTBETCTBHE B KAYecTBOTO HA JAOCTABCHHTE
MeHIHHCKH H3nenns Bb3JTIOKUT EJST e wibken ma ysenomu M3ITBJIHUTEILA B cpok
ot 24 yaca.

(3) HecwoTBETCTBHETO HA KOMMYECTBOTO W KAYECTBOTO Ce YCTAHOBABA C
MPOTOKO, ChCTABEH OT KOMHCHSH, ChCTABeHa 0T urbHocTHUTe nHia na Bh3JIOKHUTEIA.

(4) B cayuaii, ue W3ITBJIHUTEJISAT B cpok Ao 24 yaca ciie/l YBEJIOMABAHCTO 110
a1, | ocnopH IMHCMEHO HECHOTBETCTBHETO Ha KA9ECTBOTO, TOH MOE /1a HCKa NpOoBepKara MY
0T YIBIHOMOIIeHA 1ad0paTopHs., Hpe3 BiemMane Ha KOHTPOJIHH 00pasin 0T J0CTaBKaTa, HilH
ype: CpaBHABAHETO HA JOCTABEHHTE MEAMHMHCKH M3Menus ¢ TPEICTABEHHTE MOCTPH.
OMMCAHNE HIH CHUMKH TTPH YHACTHETO B 0DIIECTBEHATA MOPBLUKA.
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Unen 14. BLIJIOKWTEJIAT e urbien aa 3amiiaT YTOBOpEHATA LIEHA B PA3MEpa.
no HauMHa ¥ B CpoKa, onpensicHu B HACTOAIINA N0TI0BOP.

HEYCTOWKH

Unen 15.(1) [Tpy 3abasa Ha 10CTABKA OT CTPaHa Ha M3 BJIHUTEJLA ¢ noseue o7
24 (gBajneceT W UETHPH) Haca, Bb3JIOKWTEJST uva npaso 1@ MOIYHH HeycTofika B
pasmep na 0.1 (nyna usno, caHa feceTa) Ha CTO OT CTOHHOCTTA HA sabapeHara J0CTaBKa 3a
peexy 24 uaca 3abasa.

(2) [Npu ycraHoBABaNE HA HECHOTBETCTBHE B xommuecrnoto, M3ITBJIHUTEIAT e
JUTbIKEH 1 [I0CTABH JHICBAIIOTO KOIHYECTBO NpH Ce/BAIATA JOCTABKA, @ [PH NOMCKBAHC
OT CTpaHa Ha Bb3JIOKHUTEJIS 8 cpok ot 24 uaca. Ilpyu HEH3NBLIHEHAE HA TOBA 3ab/IKEHHE
BB3INTOKUTEISAT wva npaso ja [OayHH HeycTolika B pasmep Ha 5 (net) Ha cro OT
CTOIHOCTTA HA JHICBAIIOTO KOMHYECTRO.

(3) Ipu ycraHopsiBaHe HA HECHOTBETCTBHE g kauectsoro, M3ITBJIHUTEIAT e
UTbKEH @ JOCTARM MEIHIHHCKH H3JeIHa © YrOBOPEHOTO Ka4eCTBO MpH ClIeaBallaTa
fMocTaBKa, a NpH MOHCKBaHe OT CTpaHa Ha BB3JIOKUTENS B cpok or 24 waca. [lpu
HeH3TLIHEHHE Ha TOBA 3ab/IKCHHE BBHITOKWUTEIAT uma ripaso Ja moayas HeycToiiKa B
pasmep Ha 5 (neT) Ha cTo oT CTOITHOCTTA Ha HEKAYECTBEHATA JIOCTABKA.

(4) B chnyuaute N0 AIMHEH 7 u 3, ako M3ITBJIIHUTEJIAT ne nocrask
OrOBOPEHOTO, BBEINNOKHUTENAT uma npaso Jia 3aKynH HeoOXOIMMHTE MY MEIHIHHCKH
waseNHs OT APYT IOCTABUMEK, KATO PA3MKaTa MEiy ueHata fo JIOTOBOPA H JEHCTBHTENHO
JAMIATEHATA [[EHa € 3 CMETKa Ha M3ITHJIHWUTEILA.

Ynen 16.(1) [lpm orkaz Ha M3ITHBIHUTEIST na focTaBH 3adBEHHTE MY
MEJMIMHCKH H3Je/lHs HIH [pH agGapa mopede oT 48 (METHPHICCET H pceM) uaca,
BB3TOKUTEIAT HMa npaso ja 3aKymH HeoOXOAUMHUTE MY MEHIHHCKH H3/IeHA 0T ApYT
JIOCTABYHK.

(2) B cnyuanTe mo NpeaxoaHaTa anntcs pas/HKaTa M1y IEHATa 110 JIorosopa H
NeficTBUTENTHO 3aMIaTeHaTa LeHa ¢ 33 CMETKA Ha M3 BJIHUTEILA.

Unen 17. BB3NOXKUTEIAT uma npaso na HCKa obe3leTeHHe B TILICH pasMep
Ha BpelHTe, KOUTO € MPeThPIIAN B pesyirat Ha sabapenaTa H/HIA HEKaYeCTBeHATa IOCTARKA.

Unen 18. IMpu 3a6aBa Ha niallane 0T CTpana Ha BB3JIOKUTEJLA, nocneaHuar
yiin Ha U3ITBJIHUTEJLA neycToiika, B pasMep Ha 1aKOHHATA JTHXBA.

Ynen 19. [lpn npexparssate Ha MOrOBOpa MOpPajJH HEH3NBJIHEHWE Ha HAKOA oT
cTpaHdTe, BHHOBHATA CTPaHa Ib/KH HeycToifka B pasMep Ha 10 % (mecer Ha cTO) OT
IPOrHO3HATA CTOAHOCT Ha JI0roBOpa.

Unen 20. Heycroiikute, obe3meTenHATa 1 HECHOBHTC pasmuku no . 16, an. 2
MOTET J1a OBJAT YIBPIKAHH OT BCAKO ABMHMO Ha U3ITBJIHUTEJA nnamane.

MPEKPATSIBAHE HA IOTOBOPA

Unen 21. JloroBopsT ce NpeKpaTdsa

|. ¢ H3THYAHE HA CPOKA, 33 KOHTO € CKIIOHEH, OCBEH B CIyHaHTe f10 ujl. 2, u3p.
BTOPO.

2. i CHCTEMHO HEH3IBIHEHHE HA JOCTABKHTE TI0 KOJMYECTBO M/MIIH Ka4ecTBO
OT CcTpaHa Ha W3ITBJIHUTEILS. [Mog cHCTEMHO HEH3NBIHCHHE CC pazdupa TaKoBa,
H3RLPIICHH /1Ba HIH OBEYC IIHTH B PAMKHTE HA CIIHH KaneHapeH Mecell, HiH MoBeye oT ThH
[THTH B PAMKHTE Ha CPOKa Ha JI0T0BOpa;

3. npu CH3ABAHETO HA YCNOBHA 33 JoCTaBka Ha MEIHIMHCKHTE H3/IeIHs,
[IpeAMET Ha I0TOBOPA ClIE/L POBEKAAHETO Ha HeHTPaTH3HPaHH CIEKTPOHHH THProBe.
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4. B cnydail, ye ObIe npoMeHeHa HOPMATHBRATA ypenba, B pesynTar Ha KOETO
oTnanHe HEGGXDHHMDG’["I‘E OT I0CcTaBKaTa Ha MEeIHUHHCKHTE HIAeNuda, KOHTO ca ['lpf:,I[MET HAa
JI0TOROPA;

5. mpH HEBB3MOMHOCT Ja CC OCHIYpH (MHAHCHpAHE 3a H3ILIHCHHETO Ha
MopLYKATa N0 MPHUUHH, KOHTO BBINOWHUTEIST He e MOrbJI la NPeABHIN.

JIPYT'HW YCJIOBMA

Ynen 22. Crpanute mo JIOTOBOPA HE MOTAT 1 0 HIMEHAT, OCBCH B CIIYYaHTe,
npensunenn 8w 116 or 3011

Upen 23, CrpaumTe 0 [0roBopa Mme periasar BBIUUKHAINUTE N0 W3MBIHEHHETO
criopose MO B3AUMHO CBIJIACHE, & AKO TOBA © HessiMoikHo, no peaa Ha [TIK npen pososo
KOMIIETEHTHHAT CbA B rp. [obpu4, OCBEH B ClyqanTe, KOraTo NpeTeHIHATa € npeasBeHa no
pejia Ea 3al0BEIHOTO IPOH3BOACTEO.

Upen 24. 3a BCHYKH HeyPE/IEHH 10 HACTOAMMA IOTOBOP BBITPOCH e CC NpHArat
pasnopenoute Ha 3011, 13011, 334 u T3.

Upen 25.(1) 3a Banuanu ajpecd 3a NpHEMaHe Ha choDLIEHMA, CBBP3AHH C
HACTORIIHMA IOFOBOP C& CMATAT AAPECHTE, NOCOUEHH B HAUANOTO HA 1OTOBOPA.

(2) Tlps DpOMsAHE HA JAHHHTE M0 NPEAXOAHATA WIHHEH, CLOTBETHATA CTpaHa ¢
JUTBIKHA 1@ YBEAOMH APYTaTa B TPHAHERCH CPOK OT NPOMAHATA.

[Ipu chCTaBAHE HA HACTOAUMAT [OroBOp C€ [peacTaBiXa OT H3MBIHHTEN
clie/lHATe JOKYMEHTH 32 JIOKa3BaHe JIMTICATa Ha OCHOBaHms 33 OTCTpaHiBaHEe i ChOTBETCTBHE
¢ KpHTEpHHTE 3a nosbop:

1. 3a oficrosTencraara no wi. 54, an. 1, 7. 1 oT 3011 - cBHAESTENCTRO 34 CHAHMOCT,

7. 3a ofcrosTencTsoTo no un. 54, an. 1, T. 3 ot 3011 — ynocrosepenne 3a JHMCA
Ha NYONMYHA 3aIBLKEHHs, H3/IaJeHO OT OpraHuTe M0 TPHXOAWTE;, YAOCTOBepEHHE OT
O6uwua rpan Jobpud 3a JHnca Ha MyONHIHK 3A0BIKCHAA, yjlocToBepenne o1 o0luHaTa 110
CeNTHILETO HA YUACTHHKA 32 JIHNca Ha myOnHIHH 38/ BIKEHI,

3. 3a obcrogtencrsoTo no wi, 54, an, 1, T. 6 - YOOCTOBEpEHHE OT OpraHMTe Ha
Waniisurensa areduus "TapHa HHCOESKIMA 10 Tpyaa”;

4. Ceprurxar, yI0CTOBEPABALL BHEAPEHA CHCTCMA 34 yrpaB/ieHHE Ha Ka4ecTBOTO
EN 1SO 9001 m/wm EN SO 13485/13488 w/nnu expuBAICHTHA, C obxsar B oOnactra Ha
POK3BOJACTBOTO H/HJIM ThProBUATA C MEJHIIHHCKA anmaparypa;

5. Jlexnapauua mo 4i. 59, an 1, T. 3, gBB Bp. ¢ wi 53, an. 2 or 3MHUII no
sampuknTeanns obpasen Ipunoxenne Ne 3 ot oOpasiiuTe JOKYMEHTH Ha JOKYMEHTaLHATa 3a
yuacTtHe.

[lpunosieHns KbM J10roBOpa:
1. lleHoBO Ipe/IOIKEHHE;
2. TexHWYeCcKO NPeIoAKeHHE 38 H3NBIHCHHE Ha NOphHKaTa.

Ve

Y,

HacTosimuaT JOTOBOP CE€ ChCTABH B TPH enHooOpaszun ex3e eHH 33
M3TBIHUTEIS v asa 3a BB3JIOXKUTEILA.
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Hpunoncenue Ne 2 — 3a0vancumenen obpasen
[pedcmasn ce no ecara obocobena No3wRA, 34 KOAMO ce nodasa oger

TEXHHYECKO NPEJAJONKEHH

Monnucananara llenxa INerkosa Mapunoga, EI'H = _ 25 aﬁqeu. JTO CH
ua Ynpasuren (usnucea ce onvocnocmma) Ha  JArapra-LIIM®™ EOOJ (usnucea ce umemo na
yyacmiuka), e~ ~=ranuue; ¢. Jdonun borpos, yn. ,,40-ta%, Ne | | obumna Cronuyna, anpec

Ha ypaBiet siuu Borpos, yn. ,40-ta®, Ne 1, ofumina Cromuysa, EMK 121096923,

-

1. s xp-cTapam odepra 3a yuactue no obocobena nozuwms No 10

(Mons nocoveme nomepa wa ofiocobenama nosuyua, 3a Koamo npedcmasame
oghepma)

2. Jlexnapupam cpox Ha BanmuaHocT Ha oteprara: 3 (TpH) Meceua oT aaTarta,
KOSTO € [IDCOYEHA 3a 1aTa Ha nojapade Ha odeprara.

3. [lpuemam cpoka Ha M3NBJAHEHHE HA Mophykata: 12 (ABaHajeceT) mecena ot
CKITIOUBAHETO Ha JIOTOBOPA.

4. Tlpuemam cpoka 3a nmawane: no 60 (mecTaeceT) KaJeHAAPHH JIHH OT
M3BLPIIBAHETO HA JOCTABKATA H H3/IaBAaHETO HA (HaKTYpPa OT U3NBIHHTES,

5. Tlpuemam cpoka Ha goctaska: [lo 72 (cepempaecer u ABa) yaca oT MOMEHTA Ha
1aABABAHETO OT CTPAHA HA BHINOMHTE.

6. Ilpuemam cpoxa Ha rogauoct: He mo-manko ot 60 % or obmara rogHocT B
MOMEHTA HA JIOCTABKA.

7. JHexknapupam, ue CBEM HAUPABHA UEHOBH NPEJIOKEHHA M0 BCHYKH
HOMEHKIATYPH, BKIoueHn B obocofenarta nozuums (korato obocobeHara no3uiua BRIOYBA
HOMEHKJIATYPH).

8. [lpueMam a HANBIHABAM BCHYUKH H3MCKBAHUS HA RLAIOMNTENS, MOCOYCHH 1
00ABIIEHHETO W IOKYMEHTALMTA 33 YHacTHE.

9. JleknapupamM ChIIACHETO CH ¢ KJay3uTe HA MPHIIOKEHUS TIPOCKT HA JOTOROT.

10. B cnyyaii, ue Ob1a onpelienien 3a H3NBIHHTEN HA OPBLYKATA, CE€ 3a0%’

NpH NOANMCBAHETO Ha JOTOBOpa 3a oDIlecTBEHA [IOPBYKA, [a MpeacTaBs
JAOKYMEHTH YIOCTOBEpABALlM ITHIICATA HA OCHOBAHWA 3a OTCTpaHABAHE OT I
KAKTO ¥ ChOTBETCTBHETO C TIOCTABEHUTE KPUTEPHHU 3a Noadop:

10.1. 3a oGcrogrencteara mo wi. 54, an. 1, 1. 1 or 3011 - -
CHAHMOCT, H3JaIeH0 B 6-MeceuHHA CPOK Ha BANMAHOCT [IPENH Npe/icTaBar

10.2. 3a o6crostencreoTo no u4n. 54, am. 1, 1. 3 or 30I1 — ;.

THTICA Ha MYyONWYHM 3abIKEHHA, H3JANEHO OT OPraHuTe Mo NPUXOIHTE; YIO0N oT
Obuuna rpan Jobpuy 3a nunca Ha myONUYHE 331b/IKEHHS, YIOCTOBEpeHHE OT 00L .afo;
ce/IAlMIIeTO HA YUACTHHKA 34 JIMICA HA MYONHYHH 3aIb/IKEHHA;
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10.3. 3a ofcToaTencTroTo No Wi 54, an. 1, T, 6 - yAOCTOBEpEHHE OT OpraHuTe Ha
ManbiuuTensa arenmms "Tnasia MHCIIEKIMS 10 TPyJa';

10.4. Ceprutuxar, yaocTOBepsBalll BHEJAPEHA CHCTEMA 3a YNpPABICHHE Ha
cauecrsoro EN ISO 9001 w/mm EN ISO 13485/13488 u/nim expupanentHa, ¢ 00XBaT B
oBnacTTa Ha MPOM3BOCTBOTO W/HIIM THPrOBHATA C MEIHIHHCKA anapatTypa;

10.5. Jlexnapanusa no wi. 59, an. 1, . 3, BbB Bp. C L. 53, an. 2 ot 3MHUII no
JanLIKHTeIHHA oOpasen TTpunoxkenue Ne 3 ot obpasnuTe JOKYMEHTH Ha JIOKyMEHTAalHATa 38
yuacTHe.

3adenexcxa: Yoocmosepenuama no moyku 10.2 u 10.3 mpatea oa ca yéadeuu
cred damama na OMKPUEAHemo Ha npoyedypama. 7

[Moanue Ha TPeCTARMABAILOTO THLE H MEUAT .. ..oonvertrrieias

Llenxa [lenxosa MapuHoba - Ynpasuten «}
(nme, GammHO | pamunus, JUTBIKHOCT)
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- Hpunoncenne Ne 2 — 3a0waxcumenen oopasen
IIpedcmasa ce no scaka 0focobena NO3IUNIA, 30 KOAMO ce nodasa ogrepmia

TEXHHYECKO NPEJJOKEHHE

Noanucananarta Llenka Merkosa Mapunosa, ETH . . A KAYECTBOTO CH
na Ynpasuren (usnucea ce onvocnocmma) ua ,Arapra-LIM™ EOOJ (uznucsa ce umemo Ha
yuaemu “a), che cepanume: . Jonun Borpos, yn. ,40-ta®, Ne 1, obmmna Cronuuna, agpec
Ha yT ve ¢. Jlosnu borpos, yau. ,,40-ta®, Ne 1, obumna Cromuuna, EHK 121096923,

1. lpencrapsm odepra 3a yuactre no obocobena nozummsa Ne 41

(Mons nocoveme nomepa na ofiocofenama NO3UYUA, 30 KOAMO npeocmasame
oghepma)

2. JlexnapupaM cpok Ha BammpHoct Ha ofpeprara: 3 (Tpm) Meceua oT jiarara,
KOATO € MOCOYEHa 3a IaTa Ha nojiapane Ha oepTara.

3. Tlpsemam cpoKa Ha M3IBJIHEHHEe Ha nophukata: 12 (nBaHajecer) mecena oT
CKINOYBAHETO Ha JIOTOBOPA.

4, Tlpuemam cpoka 3a mmamane: o 60 (wectiecer) KaJeHIApHH JHH OT
W3BBPIIBAHETO HA JOCTABKATA H M3/IABAHETO HA (AKTYPA OT M3NBIHHTENA.

5. Ilpuemam cpoka Ha pocraska: Jlo 72 (cenempeceT ¥ J1Ba) 4aca OT MOMEHTA Ha
JaABIBAHETO OT CTPaHa Ha BhL3IOKHTENs.

6. Tlpremam cpoka ma rogsoct: He nmo-mamxo or 60 % or obmara roaxocT B
MOMEHTA Ha JIOCTABKA. .

7. Jexnapupam, de CBbM HanmpaBui [EHOBH NPEUIOMKEHHS MO BCHUKH
HOMEHKIATYDH, BK/IIoYeHn B oBocobenara nosuius (korato ofocobeHara Mo3HIUHA BKIOUBA
HOMEHKIATYPH).

8. Ilpuemam g2 W3MBIHABAM BCHUKH M3HCKBAHHS HA BBINOIKHTENA, OCOUCHH B
ODABJICHHETO H IOKYMEHTAIIMATA 34 YYaCTHE.

9, Jleknapupam ChIJIACHETO CH C KJay3HTe Ha NPHIOKEHNA MPOEKT HA JIOTOF

10. B cayyaii, ue Objla onpeseneH 3a M3MBIHUTEN Ha TIOPBUKATA, Ce 3a0bT
fMpM NOAMMCBAHETO HA JOTrOBOpa 3a ODMIECTBEHA TOPBYKA, Na MPEncTass
JIOKYMEHTH YIOCTOBEpPABAIM NHUNCATA HA OCHOBAHWA 33 OTCTPAHABAHE OT MHp
KAKTO W CROTBETCTBHETO ¢ TIOCTARSHHTE KPHTEPHH 32 noadop:

10.1. 3a ofcrosrencreara mo un 54, an. 1, 7. 1 or 30Il - ¢wm
CHANMOCT, H3J1a/1eH0 B O-MeceyHns CPOK Ha BATHAHOCT NpeH npencmﬁm@{ﬁf

10.2. 3a ofcrosrencTroto no 4. 54, an. 1, . 3 or 30I1 -
nunca Ha nyOIHYHM 3a0BIDKEHIS, H3IAJEH0 OT OPTaHuTe MO NPHXOAUTE]| Vi, .
OBmuua rpan JobGpus 3a unca Ha MyOIMYHE 3a0bIKCHNN] yJI0CTOBEPEHHE OT Ou 10
CeNanMIeTo Ha YUACTHIKA 34 JTUICA HA NYOIHYHH 38 bIKCHHA, :
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10.3. 3a obcTosTeNcTROTO 1o un. 54, am. 1, T. 6 - YIOCTOBEPEHHE OT OpPraHuTe Ha
MansanuTenHa arenuns "TIaBHA HHCMEKUHS M0 Tpyaa";

10.4. Ceprudmxar, yHOCTOBEpABAll BHEJPEHA CHCTEMa 3a YOpaBICHHC HA
waueerporo EN ISO 9001 w/mwm EN 1SO 13485/13488 w/unu eKBHBaJIEHTHa, C obxBar B
0BNacTTa Ha TPOH3BOJICTBOTO /WK THPTOBUATA C MEIHIIHHEKA anapaTtypa;

10.5. Jlexnapanus no wi. 59, an. 1, T. 3, BLB Bp. € 4, 53, an. 2 or 3MHUIT no

sanbmkntes obpasen [Mpunoikenne Ne 3 o1 00pa3nuTe AOKYMEHTH Ha JIOKYMEHTAlHATA 32
y4acTHE.

3abenencka: Yoocmosepenuama no mouxu 10.2 uw 10.3 mpatea 0a ca uidaoexu
cned damamd Ha OMKPUBAHEMO 1A npoYedypama.
[Moanuc Ha NPEICTABAABAIIOTO IHIE H MEHAT. ...

Llenka ITenkosa Mapuuosa - %
(ume, BampHo W QaMuiud,

-3

‘\\



"MHOTOITPO®UAHA BOAHHIIA 3A AKTUBHO AEYEHHWE - JOBPHUY" ALl

] NOBPHY 9300 B ya "ManaRor Xuros® 24 B 05EG004EE daxe 058/600414 H e-mail; oblbi@bergon net

/ A
ATAPTA - IIM kooz @g.',-_
(1) MEAMUMHCKY KOHCYMATHBH intertek

3 Cindpatn, . Moranere 3, B, o o 2.mea fifasie naj T4 AL W E543, BT i o mail; agatacene o b wive sgaria by

Mpunoorcernue Ne 2 — 3ad0vaxcumenent 00pasey
Mpedcmass ce no ecaa obocodbena NOJUUUA, 38 KOAMO ce nodasa ogepma

TEXHHYECKO NPEJAJOKEHHE

[Moanucananara [lenxa [Nerkosa MapuHoga, EI'H = * B KAYECTBOTO CH
na Vnpasuten (usnucea ce OawvdicHoCmma) Ha LArapra-IIM* EOO/] (uznucea ce umemo na
yuacmuuxa), che cepanuue: ¢. Jonxu borpos, yu. LA40era®, Ne 1, obumna Ctonu4Ha, anpec
Ha ynpasnenue c. [loauu Borpos, yi. ,40-ta", Ne 1, obmmna Cronuana, EHMK 121096923,

1. Ilpeacrassm oepra 3a yuactue no obocobena mozuitua Ne 17

(Mons nocoueme nomepa na obocobenama NO3UYUA, 3a KOAMO npeccmashme
othepma)

2. Jlexnapupam cpok Ha BanmuaHocT Ha ofeprara: 3 (TpH) Meceua OT HATATa,
KOATO © [IOCOYEHA 3a JIATA HA NojlaBaHe Ha odeprata.

3. Tlpuemam cpoka Ha H3NBIHCHHE HA NOphUKATA: 12 (npananecer) mecela ot
CK/IIOYMBAHETO HA J0rOBOpa.

4, [puemam cpoka 3a miamane: Ao 60 (wectaecer) Kanenjapuu AHW OT
M3ABLPIIBAHETO HA A0CTABKATA H H3JIABAHETO HA (PAKTYPA OT H3MBIHHTENA.

5. TTpuemam cpoka Ha gocrapka: Jlo 72 (cememmeceT W ABa) Yaca OT MOMEHTA Ha
1a4BABAHETO OT CTPAHA Ha BBINOMKHTEI.

6. Tlpuemam cpoxa na roamoct: He mo-manko or 60 % ot obmiata roAHOCT B
MOMEHTA Ha 0CTaBKa.

7. JleknapHpaM, ue CBM HAmpaBuil [IEHOBH IMPEUIOMKEHUA [0 BCHYKH
HOMEHKIATYPH, BKIOueHH B oDocobeHaTa nosuins (koraro ofocobeHaTa NO3UIKA BKTIOYBA
HOMEHKIATYPH).

8. Tlpuemam 1a H3MBIHABAM BCHUKH H3HCKBAHHMS HA BBINOKHTENA, NOCOUCHH B
OOHBACHUETO H JOKYMEHTALHATA 38 YIacTHE.

9. Jleknapupam ChIIACHETO CH ¢ KJIAY3UTE HA NIPHIOKCHHA NIPOCKT HF .

10. B cnyuaii, ue 6b1a onpesieneH 3a H3MBIHHTEN HA TIOPBUKATA, C
NpY MOANMCBAHETO HA Jorosopa 3a oOMICCTBEHA MOPBHKE, Na MNPEN’

NOKYMEHTH YAOCTOBEPABAIIH JIMIICATA HA OCHOBAHMA 34 OTCTpAHABAHE
KAKTO ¥ CHOTBETCTBHETO € NOCTABEHHTE KPUTEPHH 3a noadop:

10.1. 3a obcrosTencreara mo ur 54, an. 1, 7. 1 ot 307 3
ChAMMOCT, H31aeHO B 6-MECe4HHA CPOK Ha BAMH/HOCT MPEH NpencT _

10.2. 3a obcroarencrsoro mo 4. 54, an. 1, 1. 3 o1 2 Je 3a
munca Ha nyGaHuHY 32 BDKEH’S, H3AAEHO OT OPraHuTe Mo HPHXG, SHHE OT
O6wmna rpas JloBpuy 3a nunca Ha nyOARHHE 3a0BUKEHHA; YI0CTOBEPL. (JMHATa 10

ceJaluIleTo Ha VUacTHHEA 34 NHICa Ha H}'ﬁﬂﬂ‘-IHH A0 BAKCHHEA,
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10.3. 3a ofcrosTencreoTo no Wwi. 54, an. 1, 7. 6 - ynocToBepeHUe 0T OPraHlTe Ha
Wanemuurensa aredius " aBHa HECIEKIMS Mo TpyAa"]

10.4. Cepruduxar, YAOCTOBepABANl BHE[PEHA CHCTEMA 33 YNpPABICHHE Ha
asecrsoto EN ISO 9001 w/wmm EN 1SO 13485/13488 w/uma exsuBanentHa, ¢ obxpar B
061acTTa Ha IPOH3BOCTBOTO H/MIM ThProBHATA C ME/IMITHHCKA anapatypa.

10.5. Nexnapamus no 4i. 59, an. 1, T. 3, BBB Bp. € Wi 53, an. 2 ot 3MHII no
sabmkrTenuus obpasel [lpunoxerne Ne 3 o1 0OpasinTe JOKYMEHTH Ha JIOKYMEHTAlMATA 38
YUACTHE,

Jabenencrka: Yoocmosepenusma no mowxu 10.2 u 10.3 mpabea da ca uzdadenu
cned damama Ha OMKPUaRemo Ha npoyedypama.

TMoamuc Ha NPeCTABNABAIIOTO THILE H MEHAT . ovvvvrenenre

L]
Ilenka [Nenkosa Mapunosa - Vups

(ume, GamuHo 1 (amMims, Tb¥



