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IIHGC......b....J.??..ZOZO roji. B rp. JIo6pu4, Ha ocHOBaHMe wi. 112 u ci1. oT 3aKoHa 3a

06IHCCTBCHI/ITG IIOPBYIKH, CE€ CKIIIOYHN HACTOAITUAT JJOTOBOP MEKOY:

"MHOT"OITPO®HIIHA BOJIHMLIA 3A AKTUBHO JIEUEHUE-JJOBPHY" AJ]
rp. obpuy, cbe cenanmine u axpec Ha ynpasienue: rp. Jobpuu, yi. “ITanaitor Xutos" 24,
ten.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,
npencrasisiBaHo oT JI-p Cseroszap baiiveB IletpoB — Usmwimurenen JlupexTop Ha
ApyXeCTBOTO, Hapu4aHo 3a kparko ,,Bb3JIOKUTEII” ot eqna crpana

Hu

"OPE3EHUYC MEIMKDBJI KEBP BBJITAPUS" EOO/], ¢be cenanume B Ip.
['abposo 5300, anpec Ha ympasienue: yi. "Jlro6en Kapasenos" 26, er. 4, EMK 107516166,
npencrapisaBado ot ['roga Muxitomr Pernt u Vinus Xpucros Uinues, 3ae1H0 ¥ HOOTIETHO, B
Ka4eCTBOTO UM Ha YNPaBUTENIH, HAPUYAHO 3a KpaTKocT no-aoiuy ,,U3[TBJIHUTEIT”

Ha ocnosanme Pemrenme Ne 36 ot 25.11.2019 cnex mposenena mpomenypa 3a
BB3Jarane Ha oOmmecTBeHa mnopbkuka Tum "otkpura" Ne 00083-2019-0015, ¢ mpemmer:
JlocTaBka Ha KOHLEHTPATH 32 XEMOAHANN3a, PA3TBOPH 3a Ae3MH(EKINI HA XEMOIAUATHIHH
amapaTtd M MEOWLIMHCKM H3JENHd 3a HYXAUTE Ha otTheieHue "JlmanusHo jedeHue”" Ha
»MBAJI-JIo6pua” Al ce CKIIFOYH HACTOSIIHS JOTOBOP 34 CIEAHOTO:

INPEAMET HA IOT'OBOPA 1 LIEHU

Unen 1.(1) Bb3JIOXKUTEJIAT Be3nara, a M3oeiHUTENST IpreMa 1a W3BLPUIBA
A0CTaBKa KOHIIEHTPATH 338 XCMOJHAIN3a, MEAUIMHCKH U3 U Pa3TBOPHU 3a Je3uH(EKIUs
Ha XeMO/HAJIM3HY anapaTy /HapudaHy [0-J0ly CTOKH/ 3a Hyxaute Ha ,,MBAJI-JIo6puy” AJ]
rp.lobpuu mo O6ocoGena nozmmma Ne 2: MeIuIMHCKH H3IENMS 33 XEMOIHAIM3A:
HoMeHKatypu Ne 14, No 15 u Ne 24 u mo Obocobena mosmmusi Ne 3: Pasteopu 3a
nesundexuns Ha xemoauamsay anapata Ne Ne 30, 31 u 32, 3a KouTo € y9acTBajn B OTKpHTATa
IpoLeaypa 3a Bb3JIaraHe Ha 00IIecTBeHa MOPhUKa.

(2) LleHOBHUTE NIPEAIOXEHUS Ha U3IIBIHUTENS Ca:

- 3a O6ocobena mo3mums Ne 2

Howm. HanmeHnoBaHue Ha HOMEHKIIaTypaTa Ilena Ge3
Ne AAC
14 | Kamungapuu Auanu3aTopy 3a XeMOJHaTH3a C XEIMUKCOH MeMbpaHa >1.4 M2 14.00
15 | Kanwiapau quann3aTopH 3a XeMOJMAIM3a C XEJMKCOH MeMOpaHa >1.8 m> 15.25
24 | AutuOaxtepuaneH GUITBp Ha JMANM3HUA [OBT 3d4 amapartd  3a 340.00

xeMoguannsa 3a "®pesennyc 4008 S"
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- 3a O0oco0ena mo3umma Ne 3

Howm. HanmeHoBaHMEe Ha HOMEHKIIATYpara Ilena 6e3
Ne AAC
30 |IIpenapar 3a ajKaIHO XMMHUYECKO IIOYUCTBAHE (00€3Ma3HIBAHE) 7.50
31 |IlpenapaT 3a TepMHUYHA XUMUYECKa AC3UH(EKIHS, [IOUNCTBAHE U 8.40

Jexanubukans
32 |IIpenapart 3a cTyZcHA XUMHYECKa Je3HH(PEKINS U IEKAIIMPAHE 4.30

(3) Odeprara na U3ITBJIHUTEJISA e HepasnenHa 4acT OT HACTOSINHS IOTOBOP,
KaTo YCJIOBHATA i Ce CUMTAT 110 IIPABO YCIOBU Ha HACTOSIIMS JOTOBOP, IOKOJIKOTO APYTO HE
€ yTOBOPEHO B JIOTOBOpA.

(4) IIporHo3HHWTE KONHYECTBa, MOCOYCHH B JOKYMEHTALHMATa 3a OOIecTBeHa
NopryKa He nopaxaaT saab/pkenue 3a Bb3JIOXKUTEJIS na ru 3akymu B mocodeHus o6eM.

CPOKOBE U HAUVH HA TUJIAIITAHE

Uiten 2. CpokbT Ha HACTOSMINS JOTOBOP € 12 Mecela OT AaTara Ha MOAMICBAHETO
My. JIoroBOpBT IPOIB/DKABA IEHCTBHETO CH 0 CKIIFOYBAHETO HA JIOTOBOP C APYT U3ITHIHUTEN
CJIe/l IIPOBEXKIaHe Ha 00IeCTBEHA ITOPhYKA.

UYnen 3. Croxure me Obaatr moctaBsad ot  MW3IIBJIHUTEIS wa
BB3JIOXKHUTEJLA B cpok 10 (meceT) kameHaapHu JHY, CIIEH 3asBABAHETO UM.

Hiten 4. Jlpmxumata Ha U3ITBJIHUTEIISI cyma mo Besika OTZENHA JOCTABKA e
Obae matena ot BB3JIOXKUTEJIS mo Gankosara cMeTKa Ha I/I31TBJIHI/ITEJIH B CPOK 710 60
(LectaeceT) KaleH JapHy JIHU CJIEJT H3/aBaHeTo Ha hakType

banka:

IBAN: .

Uien 5. UPOKBT Ha I'OJHOCT Ha JOCTAaBSHWTE MEAMIMHCKH H3ICIUS € HE II0-
Kparek 0T 60 % (mectaeceT npoieHTa) OT OOLIHA CPOK Ha TOZHOCT B MOMEHTA Ha JOCTABKA.

MACTO HA USITBJIHEHVE U TTIPEMUHABAHE HA COBCTBEHOCTTA

Hren 6. 3a MACTO Ha JOCTaBAHE Ha CTOKUTE ce ompexens “MBAJI-To6puu” AJl
rp. Jo6puy, yn. “Ilanaitor Xutor” Ne 24, 3BeH0 ,,BonHuuna anTeka”.

HUnen 7. CoOGCTBEHOCTTa BBPXY IOCTABSHHTE CTOKM M PHUCKBT OT ITBIHO HIIH
YacTUYHO IIOTMBaHE Ha CTOKMTEe npemuHaBa Bbpxy B'B3JIOXKUTEJIS or Momenta Ha
IPHEMAHETO MM HAa MACTOTO HA JOCTaBSHE C NIPHUEMO-IPENaBaTENEH NMPOTOKOJ HIIM JPYT
PaBHO3HAYEH JIOKYMEHT.

ITPABA 1 3AIBJDKEHIS HA U3ITBJIHUTEILA

Hien 8. (1) UBITBJIHUTEJIA e murbxkeH ia CKIIOYM AOTOBOP 323 IMOAM3IBIHCHHE,
KOTaTo € OOSIBIJI B 3aSBJIEHHETO CH 33 yJacTHC HOI3BAHETO HA MOAM3IBIHMTEN. B cpok 10 3
JHH OT CK/IIOYBAHETO HA JIOTOBOP 3a MOJM3IBIHEHAE MK Ha OMBIHUTEIHO CIOPA3yMEHHE
3a 3aMAHA Ha IIOCOYCH B 3asBJICHUETO IOAUIIBIHHTEN H3IIBIHUTEIAT H3IIpalld KOIHE Ha
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AI0TOBOpa WK Ha JOIbJIHUTEIHOTO CIIOPa3yMEHME Ha BB3NOXKUTEIS 3ae/IHO ¢ JOKA3aTelICTBa,
Ye Ca U3IIBJIHEHHU YCJIOBUATA 11O Wi, 66, an. 2 u 11 ot 30I1.

(2) Ilomm3ubiHATENUTE HSAMAT NPaBO Ja NPEeBB3IAraT €IHA WM TIOBEYE OT
JEHHOCTHTE, KOUTO Ca BKIIOUEHH B IIpe/METa Ha TOr0BOpA 33 MOAN3IIbIHEHHE.

(3) HeszaBucumo OT BB3MOXHOCTTA [Ja C€ H3I03BAT IIOAM3IBIHHTEIY,
OTTOBOPHOCTTA 3a M3IIBJIHEHKE Ha JIOroBopa 3a obectBeHa mopwuka e Ha USITHJIHUTEJI.

(4) DBbsnoxurens HAMa 1a H3BBPIIBA  JUPCKTHH  pasIUTAMAHHS  C
HOJU3IbIIHATETUTE

"ren 9. UBITBJIHUTEIL e anbxeH Oa JOCTaBs CTOKH, KOUTO OTTOBAapsT Ha
H3MCKBAHMATA, IIOCOYCHH B TCXHUYCCKUTE CHENU(GUKAUM OT JOKYMEHTaLUATa 3a
o0b1IeCTBeHA MOPBYKA.

Uren 10. UBITBJIHUTEJIA B cpoka Ha JOroBopa € ITbKeH 1a UMa pa3peLicHIe
WIA YJNOCTOBEPCHHE 3a THPrOBHA HA €Ip0 € MEAMIMHCKH M3JENHSA, W3MAJEeHO OT
MsnbnaurenHus qupextop Ha AJI o pena va 3SMIU.

Unen 11. UBIIBJIHUTEJIS B cpoka Ha ROroBopa € JIBKEH Ha NpHIAra u
IIoAABpXKA CUCTEMa 3a ympasieHHe Ha kadectBoro EN ISO 9001:2015 w/unmu EN ISO
13485/2016, w/unu exBuBaneHTHa, ¢ o0xBar B 061ACTTa HA NPOM3BOACTBOTO W/WIH
TBPrOBHUATA C METUITUHCKH H3IEIIH.

Qren 12. USITBJIHATEJLA] e anbxeH na u3gaje B cpok GakTypa 3a JOCTABEHUTE
CTOKH,

IIPABA 1 BAIBIDKEHIST HA BB3JIOXKUTEJIS

Unen 13.(1) Bb3JIOXKUTEJIS uma npaBo 1a npoBepsBa KOJTUYECTBOTO Ha BCAKA
OTAENHA JIOCTaBKa, KAaTO IPU YCTAHOBABAHE Ha HECHOTBETCTBHE € IBKEH A YBEIOMHU
IIpoJaBaya B CPOK OT 24 uaca.

(2) Ilpu ycraHOBsIBaHE Ha HECHOTBETCTBHE B Ka4YECTBOTO HA JOCTABEHHTE CTOKH
BDB3JIOKUTEIS e nnexen aa yeenomu U3ITHJIIHUTEJLA B CPOK OT 24 4aca.

(3) HecworBeTcTBHETO Ha KOJNMYECTBOTO M KAYECTBOTO CE YCTAHOBSBA C
[IPOTOKOJI, CECTABCH OT KOMHCHS, ChCTAaBEHA OT ANBXHOCTHHTE nuna Ha BB3JIOXKUTEJIS.

(4) B ciyuait, we U3ITBJIHUTEJLA B cpok no 24 4yaca ciej] YBEXOMSBAHETO IO
al. 1 ocIIopu MMCMEHO HECHOTBETCTBHETO Ha KAYECTBOTO, TON MOXE Jla MCKa MPOBEPKATa MY
OT YNIBJIHOMOIICHA JIabOpaTopys, 4Ype3 B3eMaHe Ha KOHTPOJHH 0Opasiuu (MOCTPH) OT
J0CTaBKaTa ¥ CPaBHJBAHETO WM C IPEJCTaBEHHTE 00pa3lmu (MOCTPH) IIPH YYacTHETO B
obImecTBeHaTa MophYKa.

Unen 14. Bb3JIOKWTEJLA e apkeH fa 3aIl1aTH YroBOpeHATa LEHA B pa3Mepa,
10 HAYMHA U B CPOKA, OLIPE/ICIICHH B HACTOSIIIUSA JIOTOBOD.

HEYCTOMWKHU

Hiten 15.(1) Ilpu 3a6aBa Ha noctaBka ot crpana Ha U3ITHJIHUTEJLS ¢ moseye o
24 (nBanecer u wernpn) vaca, Bb3JIOJKWTEJLI uMa npaso 1a nosiyun HeycTolka B pasMep
Ha 0.1 (myna 1m0, efHa JieceTa) Ha CTO OT CTOMHOCTTA Ha 3a0aBeHAaTa HOCTABKa 3a BCEKH 24
yaca 3a0aBa.

(2) Ilpu ycraHOBsIBaHE Ha HECHOTBETCTBUE B KommdecTBoTo, U3ITHJIHUTEJIS e
AJIBXKEH Jla OCTaBU JIMIICBAIOTO KOJIMYECTBO IIPH CIICBAINATA JJOCTABKA, a IPH IIOMCKBAHE
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ot crpaa Ha Bb3JIOXKUTEJIA B cpok ot 24 gaca. IIpu HeM3IIBIHEHNE HA TOBA 3aIb/DKCHUE
BB3JIOKUTEJISl wma mpaBo jga moiyud HeycTodika B pasMep Ha 5 (mer) Ha CTO OT
CTOMHOCTTA Ha JIUICBALIOTO KOJHNYECTBO.

(3) Ilpu ycraHoBsiBaHE Ha HECBOTBETCTBHE B KauecTsoTo, M3ITHJIHUTEIIS e
AJTBXCH Ja NOCTaBH CTOKM C YrOBOPEHOTO Ka4deCTBO IPH CJeABAaIIaTa JOCTaBKa, a IIPU
noucksane oT ctpana Ha Bb3JIOXKUTEJLA B cpok ot 24 yaca, IIpu HeM3IbIHEHHE Ha TOBa
sagbikeHue BB3JIOXKUTEJLI uma npaBo ga HoIydn HEycTolKa B pasMep Ha 5 (IIET) Ha CTO
OT CTOMHOCTTa Ha HEKaYeCTBEHATA JOCTABKA.

(4) B cnywante mo amubmen 2 u 3, ako HM3ITBJIHUTEJIS ne nocrasu
aorosoperoto, BB3JIOXKUTEJLA uma npapo jia 3akynn HEOGXONUMHTE My CTOKH OT ApPYr
AOCTAaBYMK, KAaTO pasiinKara MEXKIy LieHaTa 10 JOTOBOPa M JACHCTBUTEIIHO 3aINIATCHATA [ICHA €
3a cMeTka Ha UBITBJIHUTEJIA.

Unen 16.(1) Ipu orkas na U3ITBJIHUTEJIA na mnocrasu 3asBeHHMTE My CTOKH
Uy npu 3abasa mosede ot 48 (vermpuaecet u oceM) daca, BB3JIOXKUTEJLS uma mpaso aa
3aKy¥ HEOOXOIMMHTE My CTOKH OT JIPYT JOCTaBYHK.

(2) B ciyuaute no mpeaxo/HaTa aNMHes pa3jiMKaTa MEX/y LeHaTa o J0ToBopa K
JEUCTBUTEIIHO 3aIuIaTeHaTa IeHa e 3a cMerka Ha U3IThJIHUTEJLY.

Yren 17. Bb3JIOJKUTEJLA nma mpaBo fa ucka o6e3INeTeHne B IIbIeH pa3Mep Ha
BpEIIUTE, KOUTO € IIPETHPIIAI B pe3yiTaT Ha 3a0aBeHaTa U/UIi HEKaYeCTBEHATA JOCTaBKa.

Hien 18. IIpu 3a6aBa Ha mamane ot ctpana Ha BB3JIOXXUTEJLS, nociequust
MbIDKA Ha U3IIBJIHUTENS HEYCTOWKA, B pa3Mep Ha 3aKOHHATa JINXBA.

Hnen 19. Heycrolikure, 00e3IMeTeHUATa B IEHOBUTE PAa3IMKH 10 1. 16, ay. 2
MOrar ga 6b/1aT YABPKaHU OT BCAKo abinkuMo Ha VI3ITBJIHUTEIS miamane.

ITPEKPATABAHE HA JOTOBOPA

Ynen 20. loroBopbT ce npekparsisa

1. ¢ usTnuaHe Ha CpoKa, 32 KOMTO € CKIIOYEH, OCBEH B CIIyYauTe IO WI. 2, H3p.
BTOPO.

2. Ip¥ CHCTEMHO HEH3IIBIIHEHHE Ha JOCTABKUTE II0 KOJHYECTBO /MM KaueCTBO
or ctpana Ha W3IIBJIHUTEJLA. Ilox cucreMHO HEM3IbIHEHME ce pa3bupa TaKoBa,
U3BBPIICHH [[BA MM ITOBEYE IIFTH B PAMKUTE Ha €IMH KaJleHAapeH MeCel, UK TI0BEYE OT TPH
ITbTH B PAMKUTE Ha CPOKa Ha JOTOBOPA;

3. IIpH CH3ABAHETO Ha YCIOBHA 32 NOCTAaBKA HA CTOKHTE, IIPEJIMET Ha JOroBOpa
ClIe[l IPOBEXKIAHETO HAa LEHTPATU3UPAHY EJIEKTPOHHHN ThPTOBE.

4. B cinyuaii, 9e ObJe OpOMEHEHA HOpDMaTHBHATa ypenba, B pe3ylTaT Ha KOETO
OTIajHe HeOOXOAMMOCTTA OT JJOCTABKATA HA CTOKHTE, KOUTO Ca IIPEIMET Ha JI0roBOpa;

5. Ipu HEBB3MOXHOCT Jla Ce OCHUTYpH (HHAHCHpaHE 3a H3IIBIHEHHETO Ha
nopkukara mo npuduHu, Kouto Bb3JIOKUTEJIA e e Morsn na npeasuy.

JAPYTU YCIIOBUA

Unen 21. Crpanute 110 J0OroBOpa HE MOraT Aa IO H3MEHSAT, OCBEH B CIYHYaHTe,
npensusiead B wi. 116 ot 30I1.

Unen 22. CtpanuTe 1O AOTOBOpA I PElIaBaT BE3HUKHAINTE 110 M3ITBIHEHHETO
CIIOpPOBE 110 B3aMIMHO CBIJIACHE, 4 4KO TOBA € HEBBE3MOXHO, 10 pena Ha ['TIK mpen pomoso
KOMIICTCHTHUAT CbJ] B Ip. JIoOpHY, OCBEH B CllydanTe, KOTaTO NPETEHIMATA € IpPEAsSBEHa 110
penia Ha 3aI10BEIHOTO MPOU3BOJICTRO.
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UrneH 23. 3a BCHYKH HEYPEAEHH O HACTOSIIMS JOTOBOP BBIPOCH IIIE CE IPHIIArat
pasnopenbure Ha 3011, ITIT30I1, 330 u T3.

YUnen 24.(1) 3a pamuiHu ampecu 3a IpHeMane Ha CHOOIIGHHS, CBLP3aHU C
HaCTOAMIHKA JOTOBOP CE CMATAT aPECUTE, IIOCOUEHH B HAYalIOoTO Ha JIOroBopa.

(2) llpn mpoMsiHa HA JaHHHWTE 1O NPEAXOAHATA AIMHEs, CHOTBETHATA CTPAaHA €
JUTBbXKHA 12 YBEJIOMH JIPyTaTa B TPUAHEBEH CPOK OT IPOMSHATA.

llpu cheraBAHE HA HACTOAIIMAT JOTOBOP CE€ HPEICTABMXA OT M3MBLIHUTENS
CJIEZIHUTE TOKYMEHTH:

1. AKTyanHH [JOKYMEHTH YAOCTOBEpSBAld JMICAaTa HA OCHOBAHHA 34
OTCTpPaHABaHE OT MNpoLEAypara, KakTo W ChOTBETCTBHETO C IIOCTABEHHTE KPHTEPHH 34
noadop:

- 32 o0cTosATeNCTBATA IO WI. 54, ai. 1, T. 1 o1 3011 - CBUAETENCTBO 3a CHOUMOCT;

- 33 00CTOATENCTBOTO N0 1. 54, an. 1, T. 3 ot 30II - yrocToBepeHne 0T opraHute
10 NPUXOMUTE H YMOCTOBEPEHHE OT OOIIMHATA MO CEHATHILETO HA BB3JIOKHUTEIS M HA
KaH[MJaTa WIK YYacTHHKA,

- 32 OOCTOATENCTBOTO 1O Wi 54, al. 1, T. 6 - yAOCTOBepeHUE OT OpraHUTE Ha
W3neaauTenna arennus "I 1aBHA MHCHEKIIUS 110 Tpyna";

- paspeleHue 3a THProBUA Ha €Ip0 C MEIUITMHCKH HM3Aenusd, u3fageHo ot MAJI
UM JpYT NOKYMEHT, YAOCTOBEPsBAlll IPABOTO HA YYACTHHKA JIa ThPryBa ¢ MEIMIMHCKU
U3JENAA, M3JafieH OT KOMIIETEHTEH OpraH Ha ChOTBETHATAa Ibp)KaBa. PaspemeHue umu
YAOCTOBEPEHHE HE CH H3UCKBA OT IMPOW3BOJUTENUTE HA MEIUIMHCKYU H3JEJIHA, YCTAHOBEHN
Ha TepuTopuaTa Ha Peny6nuka benrapus;

- cepruduKar 3a HpujaraHe M IOJUIbPKAHE HA CHCTEMa 33 YIPABJICHHE Ha
kagectBoTo EN ISO 9001:2015 w/mm EN ISO 13485/2016 w/unm exBuBaneHTHA, ¢ 06XBAT B
001acTTa Ha IPOU3BOACTBOTO M/HIIM THPTOBHATA ¢ MEJMIIMHCKH H3CIHS.

2 lexnapanus no 4 59, am. 1, 1.3 oT 3akoHa 3a MepKUTe Cpelly H3IEpaHe Ha
Iapy — 10 3aJk/DKUTeNeH obpaser [punoxenne No 3.

ITpuitoxeHus KbM JJOTOBOpA!

1. Texnuuecka cenupuKanus

2. TexHuYecKo MpeNIOKEeHHE 32 H3NBJIHEHHE HA IIOPHUKATA,

3. LleHoBo mpetoxXeHHe.

HaCTOSIHII/IﬂT JOTrOBOp €€ CBCTAaBH B TpH CI[HOOﬁpaBHI/I CK3EMILEIpa, €OUH 3a

VsnennnTens 1 1Ba 32 Beanoxuress, ————._
# A 3A ,CU,-_;'
Tk
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IIpunosicenue Ne 2 — 3a0vaxcumenen oopazey
Ilpeocmaesa ce omoenno 3a écaka obocobena nosuyus

IHEHOBO IIPEAJIOKEHUE 3A U3ITbJIHEHHUE HA IIOPBYKATA

Ot ®pezennyc Memuknn Kebp Brirapus EOO]T

cbe cepanuiue B ['abpoBo obmuHa ['abpoBo u agpec Ha
ynpasienue yi. Jlroben Kapasenos 26

EVIK / BYJICTAT 107516166

npencrasissal oT Unus Xpucrtos Vnues

EI'H Ka4ecTBOTO My Ha Y IpaBUTEI

IIpencraBsamM 1EHOBO NPEMIOKEHHE 0 000c00EHA TTO3UIMSL:
Ne 1: Konnentparu 3a xeMouanmsa
x No 2: MeHITHHCKH U3 Aeus 34 XEMOANAIN3a
Ne 3: PastBopH 3a ge3uH(EKIIN Ha XeMOAHATM3HE aapaTy
(6sapHOmo ce ombensizea).
IIpunaram nombiHeHn W moamucaH Jymcr "OG6.mo3. Ne ... " or Cmucepka Ha

060Cc00eHNTE TTO3MIMK B HOMEHKIIATYpHTe, 38 000c00eHaTa MO3UIMA 1 HOMEHKJIATYPUTE, 34
KOSITO/KOUTO TpecTaBsIM odepra.

WNmns Unuer, Yupaputen
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STST daoy] rauroN ‘dg gz HOmIEX 00°S0¢€ 000 Z rnodg BHRAOWON HOIMHINIX O BEULIBUTOWIX| G
okuHatadd OIXA ee Hdoirenireny HHABIUALIEY]
BuHEWAD | NP <

00t 1 daoy] raxuro *dg oz HOomIEY 00°08C 020 1 podg eHRAQWOW HOIMHMIMAX O BEUIBUIONIX| $]
skmHosadd XA ee udoreenirenyy nHABIUIIRY]
BAHEWD | N 0°7< eHRdQWOW BEOHOPIrAOHUIOTI

02t 1 deoy] rauraN "dg 1 HOmTEX 0v°0L1 0t rodg BHRHULOLHMD 090 BEUIBUTONIX| €]
oAnuoeadd SAHOTA ee ndoreenrenry nHABIUIRY
EAHEWdD | N 8 1< BHRAQWOW BEOHOPIADHUIOIT

SPCT daoy] raxuro ‘dg 71 HOmIEY 0t°191 0Th 1 yodg PHRULOLHHUO 090 BEULBUITOWAX| 7]
sAuHeddDd STHSA Be HdoleEUIrBUT HHABIAIERY]
EAHEWdD | N 9’| < eHRdOWOW BdOHOPIAoHIrOL

0LC1 daoy raMuroN -dg 71 HOmEM 0v°CS1 00¥ C nodg PHRULOLHHUD 090 BEUIBUIOWAX| ]
2AnHY¢dd STHLA ve Hdoreenirenr HHABIUTIRY]
KUHRWAD | M €' 1< eHRdOWOW BEOHODIIAOUION

STl daoy] raxuraN "dg 71 HOmIEX 00°L¥1 0€8 nodg BHRHULOLHUD 990 BEUIBUTONWAX| (]
oAnnacadd SAHOA ee udorecuireny HHABIUALRY]

BEMIFBHIOWIX BE BUIMYEH HMIHHNMIITA 7 s\ BHIIMEOL BHIQ0I09()
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NOISYHA OId 861V

09 nodg | Iedere o WHIOOWEID ‘LHOIBAMEND HIH/M| GT
0006 Horendoregurne darrndedir g
guHRWAD T d99)] .S 8001 2AMHIEdA(D,, BE BEUIBUITOWNIX
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Hpunoscenue No 2 — 3a0v10ucumenen oopasey
IIpeocmaen ce omoenno 3a ecaxa 060cobena nozuyus

IEHOBO IPEJUIO’KEHUE 3A W3ITbJIHEHUE HA IIOPHBYKATA

Ot @pesennyc Meankni Kebp Bearapus EOOJT

chbe cepanuie B ['abpoBo obmmna ["aGpoBo u anpec Ha
ynpasnenue yi. Jlro6en Kapasenos 26

EUK /BVYJICTAT 107516166

npenacrasiassad oT Vs Xpucrtor Mnues

El B Ka4e€CTBOTO MY Ha YTIpaBUTEI

IIpencraBsaM 1IEHOBO MpeATIOKEHHE ITO 000COOEHA TTO3HIUA:
Ne 1: KonrteHTpaTH 3a XeMouanmsa
Ne 2: MeauImyHCKN U3ENAs 38 XEMOAUAIN3A
x Ne 3: PastBopH 3a e3nH(pEKIM Ha XeMOIHATH3HY anapaTy
(6sapHomo ce ombensizea).
IlpunaraM nonsiHeH W mopamucan muct "O6.mo3. Ne ... " or Coucpka Ha

060C00eHNTE O3MIMK B HOMEHKIIATYPHTE, 32 000co0eHAaTa TO3UIHS ¥ HOMEHKIIATYPHUTE, 32
KOS'TO/KOMTO TIPECTaBsIM odepra.

Wnus Uimes, Yapasuren



x
Highlight

x
Highlight

x
Highlight

x
Highlight


eredene eH Jady sunrrArd 1o nAKMSLOdI M HHAHERW
‘KHHeJRIILO HHhMHR1do BH oHedsHRd1010 BE Tedeuad]|

predene HHSHIFEHIOWIX BH BHIMA(QHHEIY e ndogice :€ s\’ BHIHEOH BHIQ02000)

...... EE) OLOMEHBraE0Todl 6H 1LBhall H JHLLO]]
’ greHWdD ] daa

0€'y IrDIMIAJA ow—mmomwn_e Ir 8°g BOAL v8°LE 0zce damir S (43

¥ kDI GHUESY BXOORHNUX BHOTALS vE Iedenad]|

TIRIALSIHNd
gHeHWdd T d1a)]

) . . EHIeXAQHDIEIST B OHRLLOUKOLI

ov's e Ir g BghL 00°cy 01 da.viir ‘sUmIoPUUEDY BXOORMNHX eHRINdOL e 1Rdeuad]| I¢
THALSOHLID
greHwda |

0S'L dasy] rINHITSIN It €' BOAL §T'TE 001 damir A 0¢

okuoead® TV LOHOMS OHEHELOMROII O¥OShHIWHUX OHIeNIre eE Tedenad]]

/raindogiced u
7 wodg |¥muneLr00AD BXAD/ RERHINIOd 4 O HMEAUMO HHRHIOIOUG 67

Amads WY 1 Lexwdou eH oHedrrdIes ve dogleed

. o, 0¢' 1 HMrHrodAe], o MY ¥
0s¢ UWE | ewwdou en oHearaires ve dosised HolrendaryeguiHY 8¢C

863V
P woilo Ledene e /xedn eH 1edrUXHE BHULOOM BHOHOWHIY/ iz

- eiederre en Jadd KUHTHALGD 10 IHBLA HEOHEOHTBW

¥ MgonNIey vH oHeakHed1o10 ve tedenadyy

86V

1edene ve /1edruxHe LeHogdeN gondien/ BEMIBHT BE
00§ wodg 9T



x
Highlight

x
Highlight


Hpunoxcernue Ne 1.2 — 3advnscumenen oopazey
IIpeocmasa ce no obocobena nosuyua Mo 2; Meduyuncku uszdenun 3a xemoouanuza

TEXHHUYECKO HNPEAJOXEHUE
o obocobena mo3umms Ne 2: Mennunnckn m3geus 3a XeMOIHAJIN3A

Honnucanuar Wnus Xpucros Wiues, ET H_ B Ka4eCTBOTO CH Ha YNpaBUTel Ha
Dpesenryc Memmksn Kebp Brirapus EOOJ, che cemanmme u afpec Ha ympasienue rp. ['abposo, yi. JTio6ex
Kapagenos 26, EMK 107516166,

1. IlpenacraBsam odepra 3a yJactre 1o o6ocobena mo3urms No 2: Meaunuucky u3ienus 3a XEMOTUAJIA3A;

Homenxnatypu Ne 10, 11, 12, 13, 14, 15, 24

3. Tlpeantaranute MEVIMHCKY H3LENAS CHOTBETCTBAT Ha HM3UCKBAaHUATA, MMOCOYeHU B TexHmMueckara
crenupuKanus.

4. IlexnapupaM Cpox Ha BATHIHOCT HA odeprara: 3 (Tpu) Mecena oT naTara, KOSTO € MOCOUEHA 32 Jata
Ha moJiaBase Ha odeprara.

5. [Ipremam cpoka Ha H3IThIHEHHE Ha noprukara: 12 (1BaHazeceT) Mecena OT CKIFOYBAHETO HA JIOTOBOPA.

6. Ilpemam cpoka 3a miarmane: 10 60 (lmecTzeceT) KalEHAPHHE JIHY OT M3BBPIIBAHETO HA IOCTABKATA U
H3JaBaHETO Ha (paKTypa OT U3IBIHHUTEIS.

Y [Ipuemam cpoka Ha mocTaBka: 10 10 (meceT) kaneHapHY HA OT MOMEHTA HA 32SBSBAHETO,

8. Ilpuemam cpoka Ha rogsocT: He IO-KpaThK 0T 60 % (urecTaeceT npomenTa) 0T 06 CPOK Ha FOJTHOCT
B MOMEHTA Ha TOCTABKA.

9. IlpueMaM Na M3MBIHABAM BCHYKH W3MCKBAHHS Ha BB3JIOKHUTENSI, TIOCOYEHN B  OOSBICHHETO H
AOKYMCHTAIUATA 32 YYaCTHeE.

10. Jlexiapupam ceriacuero cu ¢ KIIay3UTe Ha IIPHII0KCHNUS IIPOEKT Ha JOTOBOP.

11. lexnapupam, 9e He mpencTaBIM ONMCAHME H/YIH CHHUMKH Ha MEIUIUHCKUTE H3EIINS IO 060co6eHa
nosurus N 2, Thif Kato ¢BM 1OCTaBST B TIPEAXONHHA FOIHHYI METUIIMHCKHATE U3/ICITHS, 32 KOUTO YYacTBaM B
HaCTOSINaTa NPOeAypa U T€ Ca HANBIHO WICHTHYHH (mo Buz, mMoxen, mMapka, pasMmep, MPOU3BOAUTEN) C
mocrasiHUTE. 1Ipe3 NpeaXoqHy TOAMHEA CBM IOCTABSIT CIICAHATE MEIMINHCKY W3IEIIHS;

- Homenxnarypa Ne 14 ¢ Thproscko HamMenoBamme Auann3aTop FX8 u mpowmssoauten ®pezennyc
Menuxen Kesp Tepmanust

- Homenxmatypa Ne 15 ¢ Thproseko mammenoamme manusarop FX10 u npousBoauten Opezennyc
Menuksn Kebp Tepmanus

- Homenxnatypa Ne 24 ¢ TBPrOBCKO HAaMMEHOBAHWE aHTHOAKTepHaeH ¢Guntep Diasafe plus u
IponsBonuten Opesennyc Menuksn Kenp I epMaHus

~~  3anomenknarypu Ne 10, 11, 12, 13 npunarame onucanmue (eTukeT Ha U3AENHETO).

12. B ciyuaii, 4e 6612 OIPENCIICH 3a U3IIBIHATEI HA TOPHYKATA, Ce 3aIbIDKaBaM, IPH MOJMHCBAHETO HA
0roBopa 3a 00LIeCTBEHA MOPBYUKA, /14 IPESICTABS:

12.1. AkTyanau goxymenTu YAOCTOBEPSIBALIA JIMIICATa HA OCHOBAHHSA 32 OTCTPAHABAHE OT nponeaypara,
KaKTO H ChOTBETCTBHETO € MIOCTABEHUTE KPHTEPUH 34 nogoop:

- 32 o0cTostTeNCTRATA 10 WiI. 54, aj. 1, 7. 1 ot 3011 - cBumeTencTRO 32 CBhIUMOCT;

- 3a obcrosaTeNIcTBOTO 10 wit, 54, an. I, . 3 or 30I1 - YAOCTOBCPCHUE OT OPraHUTe MO MPUXOJUTE H
YAOCTOBEpEHUE OT OOLIMHATA 10 CEANMINETO HA BB3IOKHUTENS 1 Ha Kanauata WId Y9acTHHKA,

- 38 0BCTOATENCTBOTO MO wi. 54, arm. 1, 1. 6 - YAOCTOBCPCHHUE OT OpraHdTe Ha M3mbiHuTeIHA aremims
"I'maBHa MHCTIEKITHS 110 Tpyaa";

- PaspelliCHUE 33 THPIOBHS Ha €JPO ¢ MEIUIHHCKH usnemast, uspaneno or MAJI mim npyr poxymenr,
YAOCTOBEPARALL IIPABOTO HA YYACTHHKA /1A THPIYBa ¢ MEIHITHHCKY M3/ICITHSl, U3/1aJIeH OT KOMIIETEHTEH OpraH
Ha CLOTBCTHAaTA Abpxasa. Paspemenve mim YAOCTOBEPCHHC HE CH H3WCKBA OT IPOM3BOJUTENNTE HA
MCIUIMHCKH H3/ICIHS, YCTAaHOBEHH HA TEPHTOPUATA Ha PenyGimka Barapus:

- CEPTH(HKAT 3a IPHITAraHe U MOTbPIKAHE Ha CHCTEMA 34 YIpaBieHune Ha kadectBoto EN ISO 9001:2015
u/umi EN ISO 13485/2016 w/umm CKBUBAJICHTHA, C 00XBAT B 06JIACTTa HA IIPOM3BOICTBOTO H/HITH TBPTOBHATA
¢ MEIULMHCKH H3JCITH.

12.2. Hexnapamus mo wr. 59, am. 1, 1.3 or 3akoma 3a MCPKHATE CpEIlly H3NMHpaHe Ha mapu — 1o
3anbinkaTeNeH obpaser Ipunoxerne Ne 3.

Wins Viwes, Ypaeuren
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[Mpunoxcenue Ne 1.3 — 3a0vancumenen oopasey
IIpeocmaen ce no obocobena nosuyus Ne 3: Pazmeopu 3a Oe3uHpeKyua Ha XeMoOUanu3nu
anapamu

TEXHUYECKO NPEAJOXEHMUE

1o o6ocobena mo3mmus Ne 3: Pa3TBopH 3a Ie3uH(pexIUT HA XeMOHAIMIHA anapartu

Hoamucanuar WMnms Xpucros Wmmes, ETH _B KauecTBOTO CU Ha YIpPaBHTEN Ha
®pesennyc Menuxbin Kevp Benrapus EOOJI, cse cepanmmie u azpec Ha ympamienue rp. ['abpogo, yi.
JIroben Kapagenos 26, EMK 107516166,

1. TlpencraBam odepra 3a yyactme mo o6ocobena mosumms Ne 3: PastBopu 3a mesmHdexnus Ha
XEMOIMAIM3HY anapaTy:

Homenknarypu Ne 30, 31, 32

2. Tpennaranure PasTBOPU 3a JIE3MHQEKIHS CHOTBETCTBAT HA H3UCKBAHWATA, NOCOYCHH B
TexHudeckara crerudukanys.

— 3. Jlexnapupam cpok Ha BaIHAHOCT Ha odepTaTa: 3 (Tpr) Mecena ot JlaTara, KOATo € IOCOYeHa 3a 1aTa
Ha Io/1aBaHe Ha odeprara.

4. Ilpuemam cpoka Ha H3IBIHEHHE Ha HOphukara: 12 (aBaHazeceT) Mecela OT CKJIIOYBAHETO HA
JOroBopa.

5. Ilpuemam cpoxa 3a mnamase: 1o 60 (ectaecer) KaJICHAApHU JHH OT U3BBPITBAHETO HA TOCTABKATA
U M3[IaBAHETO HA (HaKTypa OT U3IIBIHATENS.

6. IIpuemam cpoxa Ha gocraBka: 1o 10 (zecer) KaJICHIApHU JHU OT MOMEHTA Ha 3asBsIBAHETO.

7. Tlpuemam cpoka Ha rogaoct: He mo-xparsk ot 12 (mBanaJsieceT) Mecela OT aTaTa Ha [OCTaBKATA.

8. IlpreMaM fa W3MBIHABAM BCHUKA W3MCKBAHUS Ha BB3JIOXKHUTENIS, [IOCOYEHN B OOSBICHHUETO U
JOKyMEHTalUsATa 33 Y4acTHe.

9. JleKnapupam CHIIACHETO CH C KJIay3UTe Ha IPUITOKEHHS IIPOEKT Ha JOTOBOP.

10. ‘B cnyuaii, 4e Obma ompemeneH 3a W3NBIHUTE]T HA IIOpBYKATa, C€ 3abDKaBaM, IIPH
OAIHCBAHETO Ha ZOroBOPa 3a OOIECTBEHA ITOPHYKA, 1A IIPEICTABSL:

10.1.| AkTyanHmM JOKYMEHTH yAOCTOBEpSBAINM JANCATA HA OCHOBAHHS 3a OTCTpaHsiBaHE OT
TIpOLeAypaTa, KakTo U CHOTBETCTBHETO C IOCTABEHNUTE KPHTEPHH 32 TIOAGOD:

-3a OGCTO;ITeJICTBaTa o wir. 54, an. 1, . 1 ot 3011 - cBUmETENCTBO 32 CBJIIMOCT;

- 33 00CTOSTENCTBOTO 10 UL, 54, ai. 1, T. 3 ot 3011 - YIOCTOBEPEHHE OT OPraHUTE IO IPUXOMUTE U

" yZocToBepaHUe 0T OGIIMHATA 10 CENANMIIETO HA BH3IOKUTENS i Ha KaHIMJaTa WK YYaCTHHKA,

- 32 00CTOATENCTBOTO 110 4yl 54, ai. 1, T. 6 - YIOCTOBEPEHHNE OT OPraHUTe Ha V3MBJIHUTENHA are s
"I'maBHa MHCIIEKIHS 110 TPy A",

- PA3PCIICHUE 32 THPrOBHs HA €APO C MEIMIMHCKYA U3AENHs, W3aneHo ot UAJI unu mpyr JOKYMEHT,
YAOCTOBEPS{BAIL| [IPABOTO HA YYACTHHKA 1A ThpryBa ¢ MCAULMHCKH H3IETHS, U3La/IEH OT KOMIICTEHTEH Opra
Ha CBOTBETHATA NbpXkaBa. Paspemmenue mim YAOCTOBECPCHHE HE CH M3MCKBA OT IPOM3BOAUTEIATE Ha
MEAHLMHCKH H3/EIIASI, YCTAHOBESHH Ha TepuTopusta Ha Pemy6mka Brirapus;

- CepTH(UKAT 3a NpUIAraHe W TMONTLPXKAHE HA CHCTEMA 3a ynpaBieHue Ha xadecTBoTo EN ISQO
9001:2015 s/mm EN ISO 13485/2016 w/wm CKBHBAIICHTHA, C 00XBAT B 0611aCTTa Ha IPOU3BOACTBOTO M/HIIH
THPTOBUATA! C METUITUHCKY H3]IEITHS,

10.2. Hexmapauus mo wi. 59, an.1, 1.3 or 3akoma 3a MCPKHTE Cpelly H3NMpaHe Ha Iapd — I0
3aABIDKUTENEH oOpasers [Ipmioxenue Ne 3.

/ Bcsiko 3annyaBaHe Ha
1aHHUN B TO3U D,OKyMeHT
IToanwc Ha MpencTapIABAIOTO IUIIE X [IEYAT: ... .. e 3BbPLIEHO Ha
| W Unues, Yopasure OCHOBaHWe 4n.37 ot
> 1P 31A30T7.
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Всяко заличаване на данни в този документ е извършено на основание чл.37 от ЗИДЗОП.


