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JOTOBOP j\é%ﬁ

Huec 03.09.2020 rox. B rp. JloOpuy, Ha ocHoBanue wi. 112 u ¢j1. oT 3akoHa 3a
OOIIECTBEHNUTE MOPBYUKH, CE CKIJIFOUH HACTOSIIUAT JOTOBOP MEMKIY:

"MHOT'OTTIPO®UIIHA BOJIHALIA 3A AKTHBIHO JIEHEHUE-JIOBPY" Al
rp. Hobpuy, che ceanuine U aapec Ha ympaeieHue: Tp. [Jo6puy, yi. “IlTanaitor Xuros" 24,
ten. 058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EUK 124141302, JI-p
Cserozap baitues [lerpoB — UsnsnauTenes J[upekTop Ha APYKECTBOTO, BIIMCAHA IIPOKypa HA
J-p I'eopru Mutkos Xenszkor, Hapugano BB3JIOXUTEJT

144

»KA-M MEJIMKAJI” EOO/, c¢be cenanmuiue B rp. Codus, obumaa CronnuHa,
pation Tpwamuna u agpec Ha ymnpaeleHue yii. ,.bpars Yakpun” 10, er 5, an. 19, EMK
130517990, mpeacrapinssano ot Karepuna EmunoBa BojkkoBa, onpesenes 3a H3IBIHATEN C
Pemrerne Ne 19 / 29.07.2020 rox. Ha M3OBAHUTENHUS JUPEKTOP HA BB3JIOKUTETS, CIE]
IpOBe/ICHA MPONEypa 3a Bb3jIaraHe Ha oOLIecTBEHa IOpbYKa TUHI "OTKpHUTA", C HpEIMET:
HocTraBka Ha MEIUITUHCKY u3aenus, Hapuiad V3IThJIHUTE]]

Crpanute ce ciopa3zymsixa 3a CJICTHOTO:

IPEAMET HA JIOT'OBOPA U IIEHU

Uner 1.(1). BeanoxuTensT Bbp3nara, a V3UbIHATEIAT OpHeMa Ja M3BLPLIBA
JOCTaBKa HA MEJMIMHCKA M3/ICNHs, 32 KOATO/KOUTO € y4acTBal B OTKPHUTATa IIPOLEAypa 3a
Bh3JIarane Ha oOuectsena nopbyka mo O6ocodena nosurmsa Ne 20 PesopbupyeM xeMocTaTHK
OT pereHeprpana OKCHAMpaHa LelyJIo3a THII Mpexa 7,5 X 5 ¢M, 110 IIEHM CBHIUIACHO LIEHOBOTO
IIPEIUIOKEHUE Ha M3ITBJIHUTEIIS.

(2). Odeprara Ha M3IbIHATENS ¢ HepasfeIHa YacT OT HACTOAIIMS JOTOBOD, KATO
YCIIOBHATA i CE CUHMTAT IO IIPABO yCJIOBUS Ha HACTOSIIUA JOTOBOP, JOKOJKOTO APYTO HE €
YTOBOPEHO B JOTOBODA.

(3). IlporHo3HuTe KonM4YeCcTBa, IIOCOYECHH B JOKYMEHTALHUATA 3a OOIICCTBEHA
IIOpBUKa HE OpaXKAaT 3aJbDKeHue 3a Bp3noxkuTens j1a ru 3aKynu B IOCOYCHH 00EM.

CPOKOBE U HAUVH HA TUTAIITAHE

Unen 2. CpokbT Ha HaCTOSIIHUS IOroBOp € 12 Mecena oT AaTara Ha MOMUCBAKETO
My. JIoroBOpBT IIPOABIKaBa NEHCTBHETO CH [0 CKIIOUBAHETO Ha JIOTOBOP ¢ APYT H3MBIHUTEN
ClIe/l IPOBEXKIaHe Ha 00IecTBEHA MOPHUKA.

HUnen 3. Menununckure uznenus mie OBJAT AOCTABSHHE OT VI3IBIHUTENS Ha
Branoxurend B cpok 10 72 (cemeMAEceT 1 JiBa) Yaca OT MOMEHTA Ha 3agBABAHETO OT CTpaHa
Ha BB3JIOKHUTEIS,

Unen 4. JIbmxuMata Ha VI3nsHATE S CyMa 110 BCSKA OTACITHA JOCTABKA e ObJIe
nnaTeHa oT Br3noxurels mo GankosaTta cMeTKa Ha M3mbiHuTens B cpok g0 60 (mectaeceT)
KaJCHIAPHH UM cIe] u3igBaneTo Ha (aktypa ot Msnbiaurens.

baunka: _ 0 é{ +

[BAN: e,

Unen 5. CpoKbT Ha I'OAHOCT HA JOCTABIHUTE MCAWLMHCKHM H3ICTHS € He II0-
Masiko oT 60 % ot obIara rogHOCT B MOMEHTA Ha JOCTABKA.
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MACTO HA U3ITBJIHEHUE 1 TIPEMMHABAHE HA COBCTBEHOCTTA

Unen 6. 3a MACTO Ha JOCTABAHE HA MEIUIMHCKATC H3IEMHA CC OIPEIEIIA
“MBAIJI-ITo6pua” AJl rp. Jobpud, yiu. “Ilamaiior Xuros” Ne 24, 3BeHo ,,BonHnYHa anteka”.

Unen 7. CobCTBEHOCTTa BEPXY AOCTAaBAHUTC MECIULMHCKH HU3JCTAS U PHUCKBT OT
II'BJIHO WJIM YaCTHYHO MM IIOTHMBaHC IIPEMHHABA BBLPXY Br3noxurensd oT MOMEHTA Ha
IPUEMAHETO MM HA MSACTOTO Ha JOCTABAHE C LIPHEMO-NPENABATEICH IPOTOKOJ MM APYT
paBHO3HAYEH TOKYMEHT.

IIPABA U 3ABJDKEHMA HA U3ITBIIHUTEJIA

Yren 8. (1) V3smbaHUTENST € IUIBKEH Aa CKIIOYH JOTOBOP 3a HOAM3IBIHCHUE,
KOrato € oO0sBHJI B 3asBJICHHETO CH 3a y4acTHe II0JI3BaHETO Ha MOJU3NBJIHHATENI. B cpok 1o 3
JHH OT CKIIFOYBAHETO Ha JOTOBOP 3a MOJM3IIBIHEHHE WM Ha JOIBIHHTEIIHO CHOpasyMeHHE
3a 3aMsHa Ha [IOCOYEH B 3asBJICHHETO MOAU3IBIHUATEN U3IBIHUTENAT H3IIpalla KOIHE Ha
JOroBOpa WIK Ha JOIIBIHUTENHOTO CIIOPA3yMEHHE Ha BB3JIOXKHUTEIIL 3a€{HO ¢ TOKA3aTe/ICTBa,
4e ca U3NBJIHEHH YCJIOBUATA 1O 4. 66, an. 2 u 11 ot 30I1.

(2) logmsmpnuutenure HAMAT I[PaBO Jla IPEBH3JIAraT €Ha MM IIOBEYE OT
JEHHOCTHUTE, KOUTO Ca BKJIFOYEHH B [IpeMETa Ha JOTOBOPA 32 MOAU3IThIHEHNE.

(3) HezaBucumo oOT BB3MOXHOCTTA Jla CC H3MOJ3BAT IOJU3IIBIHUATEIY,
OTrOBOPHOCTTA 33 U3IILJIHEHUE HA IOTOBOPa 3a 00IIEeCTBEHA [TOpBYKa € Ha M3nbiHuTens

(4) DBe3noxuTendaT HAMa Ja M3BBPIIBA  AMPEKTHH  Da3IUIAllaHUS ¢
HMOAUBIBIHUTEITUTE

Unen 9. I3IBIHUTENAT € JUTBXKEH J1a JOCTABS METUITHHCKY U3ENHs, KOUTO!

1. oTromapsT Ha M3UCKBaHUATA Ha Wi, 82, an. 1 ot 3MU;

2. CBOTBETCTBAT Ha U3UCKBaHUATA Ha JlupekTrBa Ha EBpOMEHCKUS MapIaMeHT K
Criera Ha Espona 98/79 EC 3a MeunuaCcKHTE cpeficTBa 3a jiartoctuka (IVD) — camo 3a uH
BUTPO AMArHOCTHYHU MEIMIMHCKH U3enus o cMucebia Ha § 1, 1. 12 ot JIP ma 3MU.

3. oTroBapsAT Ha H3HUCKBAHUITA, MOCOUCHH B JIOKYMEHTAIMATA 33 OOINECTBEHA
OpBUKa.

Unen 10. VI3smbaRUTENAT B CpOKa Ha JOIOBOPA € JUIBXKEH [a MMa pa3speliecHue MK
YOCTOBEPEHHE 32 THPrOBHA HA €[pO ¢ MEIUIMHCKH U3JIENN, U3AafeHo oT VU3nbaauTenus
qupextop Ha MAJI o pena na 3MU.

Unen 11. M3sneiHuTENAT B CPOKA HA JIOFOBOPA € JUIBKEH [ [IPHIara U IOAabpKa
cucTeMa 34 ynpanieHue Ha kadectBoTo EN ISO 9001:2015 u/miu EN ISO 13485/2016, w/unmu
EKBUBAJIECHTHA, ¢ 00XBaT B 00JjacTTa Ha MPOU3BOACTBOTO /WM THPLOBHATA ¢ MEIUIIMHCKH
U3JISIIHSL.

HYiren 12. VI3OBIHATENAT € ATBXCH Ja U3/aje B CPOK (axkTypa 3a MOCTABEHUTE
MEIUIMHCKE U3]IEHS.

[IPABA 1 3AIBJDKEHNV A HA BB3JIOXUTEJIS

Ynen 13.(1) Be3noxurenaT uMa mpaBo Ja IPOBEPSBA KOJIMYECTBOTO HA BCIKA
OTHeNHAa [0CTaBKa, KAaTO IIPM YCTAHOBABAHE HA HECBOTBETCTBHME € JUTBXKEH Jla YBEIOMHM
W3nenHATENST B CPOK OT 24 yaca.
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(2) Ilpm ycraHoBsiBaHE Ha HECHOTBETCTBME B KAYeCTBOTO HA JIOCTABEHUTE
MEJMIUMHCKE M3/ BB3I0XKATEIAT € ATBXKEH Jla yBeJOMH V3IBJIHHUTENS B CPOK OT 24
Jaca,

(3) HecboTBeTCTBHETO HA KOJMYSCTBOTO M KAYECTBOTO C€ YCTAHOBABA C
MPOTOKOJI, ChCTABEH OT KOMHCHsI, ChCTABCHA OT IHKHOCTHUTE JIMIIA Ha BBh3moKuTems.

(4) B cnyyait, ye MI3mbIHUATENAT B CPOK A0 24 waca ciie/l yBeAOMSIBAHETO 110 ai. |
OCIIOPH IHCMEHO HECHOTBETCTBHETO HA KadeCTBOTO, TOM MOXKE Jja MCKa IpOBEpKAaTra My OT
YI'BJTHOMOIIEHa J1a0opaTophs, Upe3 B3eMaHe Ha KOHTPOJIHH oGpasild OT J0CTaBKaTa, WIIH
4pe3 CPaBHABAHETO Ha JOCTABEHHTEC MEAUIMHCKH M3JENUsl C MPEACTaBCHUTE MOCTpH,
ONIMCAHMUE WM CHUMKHU IIPHU Y4acTHETO B O0IecTBeHAaTa TOPHUKA.

Unen 14. BB3I0XKATENAT € JUIBXKEH J1a 3aIlJIaTd YyTOBOPEHATA 1IeHa B pasMepa, I1o
Ha4MHa U B CPOKa, OIIPE/ICJICHH B HACTOSIIIUS JJOTOBOP.

HEYCTOMNKU

Unen 15.(1) 1lpum 3a6aBa Ha gocTaBKa OT ¢TpaHa Ha M3mbIHUTENS ¢ TIOBEYe OT 24
(OBazeceT M 4eTHpH) 4Yaca, BB3jiojkuTeNns HMa IpaBo JAa IONy4d HEyCToMKa B pasmep Ha 0.1
(HyJa 110, €HA JeceTa) Ha CTO OT CTOMHOCTTA Ha 3abaBeHaTa J0CTaBKa 3a BCeKH 24 daca
3a0aBa.

(2) Ilpn ycranoBsiBaHe Ha HECHOTBETCTBHC B KOJHYECTBOTO, M3NBIHUTENAT e
JUTBXKEH Ja JOCTABH JIMIICBALIOTO KOJUYECTBO IIPH CIIEABAIIATA JIOCTABKa, 4 IPH ITOHUCKBAaHE
OT cTpana Ha Bw3noxurens B cpok oT 24 uaca. [lpyu HEM3IBIHEHHE HA TOBA 3aIBbIIKCHHE
Bp3noxkutenar uMa MpaBo Ja MOJydH HEYCTOMKA B pasMep Ha 5 (IeT) Ha CTO OT CTOMHOCTTA
Ha JIMIICBAIIOTO KOJIMYECTBO.

(3) Ilpm ycraHOBABaHE HA HECHOTBETCTBHE B KAUECTBOTO, M3ILIHHTENAT €
JUIBKEH Ja JOCTaBM MEAMIMHCKA H3JENHs ¢ YTOBOPEHOTO KAdeCTBO MpPH CIIEABAIINATA
JO0CTaBKa, a IpH IIOMCKBaHE OT CTpaHa Ha Bwb3noxurens B cpok oT 24 wvaca. Ilpu
HEH3IIBJIHCHHC Ha TOBA 3aJb/DKCHUE BDB3JIOKHTENAT MMa TpaBoO Aa MOJNYYHM HEYCTOMKa B
pasmep Ha 5 (1IeT) Ha CTO OT CTOMHOCTTA Ha HEKA4eCTBeHATa JOCTABKA.,

(4) B cityqante mo anuHeu 2 ¥ 3, ako M3IBIHUTENAT HE JOCTABH JIOTOBOPEHOTO,
BB3oxkuTeNnAT MMa IpaBo Aa 3aKyld HEOOXOMUMHTE MYy MEAHULMHCKA M3JIENUS OT APYT
JIOCTABYMK, KATO pa3jIMKaTa MEX/y LeHaTa 10 IOTOBOpa U JCHCTBUTEIIHO 3aIlIaTeHaTa [eHa e
3a cMeTKa Ha M3neianuTens.

Unen 16.(1) Ilpu oTka3 Ha M3mbnHutens ga JOCTaBU 3asBEHHTE MY MEIULMHCKH
u3fenus Wi npu 3abaBa moBeue oT 48 (deTHpugeceT H 0ceM) 4aca, BB3I0XKHUTENIT UMa
IPaBo Ja 3aKyIIl HeOOXOAUMUTE MY MEIUIIUHCKH U3ZEIHS OT APYT JOCTABYHK.

(2) B ciywaunTe 1o npeaxo/HaTa aluHes pa3jdKaTa MEeXy [eHaTa IO JOroBopa U
JEHCTBUTENHO 3aIllIaTeHaTa LieHa € 3a CMeTKa Ha V3IUbIHHTEN.

Unen 17. Bp3moxuTenar uMa npaso Aa HCKa oOe3IIeTeHNe B IBJIEH pa3Mep Ha
BpEJUTE, KOUTO € IIPETHPIISI B pe3ynTar Ha 3a0aBeHaTa W/WId HeKaueCTBEHATa JOCTABKA.

Ynen 18. Ilpu 3abaBa Ha mamane OT CTpaHa Ha BB3MOKHTENs, IIOCIEIHHST
IBJDKU Ha M3ITenHUTENS HeyCcTOMKa, B pa3Mep Ha 3aKOHHATA JINXBA.

Ynen 19. Ilpu npekparaBane Ha JOroBopa MOpaJd HEH3IBIHEHHE HA HAKOS OT
CTpaHUTe, BUHOBHATA CTpaHa ABLJIDKM HeycToilka B pasmep Ha 10 % (mecer Ha cTO) OT
IIPOrHO3HATa CTOMHOCT Ha J0roBopa.

Unen 20. Heycrolikute, 00e3meTeHUsITa U IEHOBUTE PA3IUKA 0 Wi 16, an. 2
Morar fa ObJaT yIbPKaHHU OT BCSIKO JIBKUMO Ha M3TBIIHUTENS ILIAIIaHe.
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ITPEKPATABAHE HA TOTOBOPA

Uren 21, JIoroBopsT ¢e npeKparasa

l. ¢ u3TM4aHe Ha CpoKa, 3a KOHTO € CKJIFOUEH, OCBEH B CIIy4awTe IO WI. 2, H3D.
BTODO.

2. IpH CUCTEMHO HEHW3IBJIHCHHE HA JOCTABKUTE II0 KOJMYECTBO M/HIIM Ka4eCTBO
orT crpana Ha Msnbaaurtens. [lon cucTeMHO HEM3IBIHEHHE ce pa3dupa TaKoBa, U3BHPIIEHU
JBa WM IIOBEYE IBTH B PaMKUTE Ha €WH KaJCHJApeH MECEIl, MM II0BEeYe OT TPH IBTH B
paMKHUTe Ha CpOKa Ha JJOTOBOPa;

3. IOpum CB3OABAHETO Ha YCJIOBHS 3a JOCTaBKa HAa MEIUIIMHCKHTE M3/,
IpeJIMET Ha JOrOBOpa Clie/l IPOBEKAAHETO Ha LIEHTPAIN3UPAHH €JIEKTPOHHH ThPIoBE.

4. B ciyvai, ye Oble IpOMEHEHa HOpMAaTHBHATa ypenba, B pe3yiTaT Ha KOETO
oTnaaHe HeoOXOAUMOCTTa OT JOCTaBKaTa HA MEIAWIIMHCKUTE M3/CTINs, KOUTO €4 IIPEAMET Ha
JIOrOBOPA;

5. mpu HEBB3MOXHOCT [a c€ OCHTYpH (UHAHCHpaHE 3a M3IBIHEHHCTO Ha
IIOPBYKATA IO NIPUYNHH, KOUTO BB3II0XKUTENSIT HE € MOT'BJI JIa IPEABUIH,

JAPYT YVCIIOBUA

UYen 22. Crpanure mo oropopa He MOTaT Aa I'O M3MEHST, OCBEH B CIIyYauTe,
npensugeny B un. 116 ot 3011,

UYnen 23. CrpanuTte 10 AOTOBOpA II€ PEIIaBaT BH3HUKHAIUTE II0 HU3IIBIHEHUETO
CITOpPOBE 110 B3aMMHO CBIJIACHE, @ aKO TOBAa € HEBB3MOXHO, o pena Ha ['TIK mpen pojoso
KOMIIETEHTHHAT ChJ B rp. JIoOpHuy, OCBEH B CllydauTe, KOraTo IPETEHIMATA € MPEAsBEeHa 110
pela Ha 3aI0BEJHOTO IIPOU3BOJCTBO.

Unen 24. 3a BCHYKH HEypeEHH 110 HACTOSIIMS JOTOBOP BBIIPOCH 1€ C& IPUIIATAT
pasnopenbure na 3011, TTII30I1, 33]] u T3.

Unen 25.(1) 3a BanupHM ajgpecw 3a HpPHEMaHE Ha CHOOIIEHMHA, CBLP3aHH C
HaCTOAIIKA IOTOBOP CE CMATAT apECUTE, IOCOUCHH B HAYAJIOTO Ha JOrOBOpA.

(2) Ilpu mpomsaHa Ha JaHHHUTE IO NpEeAXOJHATa AINHEs, ChOTBETHATA CTPAHA €
JUIBKHA J1a YBEAOMU JApyraTa B TPUJIHEBEH CPOK OT ITPOMSHATA.

Ilpu cbcraBsHE HA HACTOSIIMAT JOTOBOP C€ IIPEACTABHXA OT H3IIBJIHHUTEINS
CIIeIIHUTE JOKYMEHTH 3a JOKA3BaHE JIUIICATa HA OCHOBAHUSA 338 OTCTPAHABAHE U CLOTBETCTBHE
C KpUTepHHTE 3a o100p:

1. 3a o6crosrencrrara mo ui. 54, an. 1, T. 1 ot 3011 - CBUAETENCTBO 3a CHAUMOCT,

2. 3a obcrogrenctsoTo mo wi. 54, an. 1, T. 3 ot 30I1 — ynocrosepenue 3a Juica
Ha myONM4HH 3aJBIDKEHHS, H3JaJeHO OT OpraHWTe IO HPHXOJHTE; YIOCTOBEPEHHE OT
O6muna rpaz JJoOpuy 3a nuica Ha MyOIHYHYA 32IbDKEHA; YIOCTOBEPEHHE OT OOIMHATA 110
CeJlAJIMIIETO HA YYaCTHHKA 3a JIUIIca Ha ITyOTMYHY 3aIbJDKCHHS,

3. 3a of6croarencTBoTo Mo Wi 54, am. 1, T. 6 - yAocTOBEpEHHE OT OpPraHuTe Ha
Wsnenautenna areanus "['aBra HHCIIEKIMS 10 Tpyaa";

4. Cepruduxat, y10CTOBEpABAIl BHEAPEHA CUCTEMA 32 YIIPABJIEHHE Ha KAYECTBOTO
EN ISO 9001:2015 w/mymm EN ISO 13485/2016 n/win eKBUBaJIEHTHA, C 00XBAT B 00JIACTTA HA
IPOU3BOJCTBOTO W/HIIM THPTOBHSTA C MEIUITHHCKA arapaTypa;
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5. Jexnmapanusa mo un 59, an 1, 7. 3 or SMUII no 3agemxutennus oGpasen
[Ipunoxenue Ne 3 or 0Opa3nuTe JOKYMEHTH Ha JOKYMEHTAIUATA 32 YYACTHE.

HpI/IJ][O)KeHHSI KBM JI0roBOpa.
1. IlenoBo nmpemioxKeHuE;
2. T€5XHI/I‘-IGCKO NPpEAJIOKCHNE 3a U3ITBJIHCHUEC Ha IIOPhYKATa.
PI'\
Hactosmusar ;.[(ﬁl'"-..cmop ce
VBITHJIIHUTEILA 1 Boggad -

IJT.CYETOBOSIUTE:

............. ;‘/““”“'“”“
Hanvena

Hapuna Konega
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Ilpunoosicenue No 2 — 3a0vadcumenen obpazey
IIpeocmasn ce no 6écaxa ob6ocodena no3uyUA, 3a KOAMO ce nodasa ogepma

TEXHHYECKO NINPEAJOXEHHE

Iomnucanusar/anara Karepuna Emmnosa boxkosa, EI'H B
Ka4eCTBOTO CHM Ha YmpaButTel (usnucéa ce OnwvocHocmma) Ha ,Ka-M Menmukwsn EOOJ]
(usnucea ce umemo na ywacmuuxa), csc cemanuime: rp.Cobus, yu.“Bpara Yaxpua® Ne 10,
axpec Ha ynpasienue rp.Codus, yn.“bpars Yaxpua® Ne 10, EMK 130517990,

1. IIpencraBsam odepra 3a yuactre o o6ocodera mosumus Ne 20

(Mons nocoueme nomepa Ha obocobenama no3uyus, 3a KOAMO NpedCcmassme
opepma)

2. JlexmapupaM CpoK Ha BaIMTHOCT Ha odeprarta: 3 (TpH) Mecena OT AaTara,
KOSITO € TI0OCOYCHA 3a JaTa Ha MoiaBaHe Ha odeprara.

3. IlpmemaM cpoka Ha M3IBJIHEHHE Ha Iopbhukara: 12 (1BaHameceTr) Mecema OT
CKIIFOYBAHETO Ha JIOrOBOpA.

4. Ilpmemam cpoka 3a mnamade: g0 60 (lmectaecer) KaleHJApHH IHH OT
M3BLPIIBAHETO HA JJOCTABKAaTa U U3J]ABAaHETO Ha (aKTypa OT UIIIBIHUTENL.

5. IIpuemam cpoka Ha pocrtaBka: Jlo 72 (cememueceT # JBa) yaca OT MOMEHTA HA
3asBSBAHETO OT CTPaHa Ha BB3JIOKHUTEIIS.

6. Ilpuemam cpoka Ha roxmoct: He mo-manko or 60 % or o6mara TOAHOCT B
MOMEHTA Ha JIOCTaBKa.

7. JlexkmapupaM, 4Ye¢ CBM HalpaBWI I[IEHOBH MPEUIOKEHHUS 110 BCHYKH
HOMEHKJIaTYpH, BKIIOUYeHH B 000coOeHaTa mo3unus (koraro 060co0eHaTa IO3UIMA BKIIOUBA
HOMEHKJIATYpH).

8. IIpremMam n1a M3NBIHIBAM BCHYKH M3HUCKBAHHS HA BBH3JIOKHTEIS, IOCOYCHH B
OOSIBIIEHHETO W IOKYMEHTAIIMATA 32 YIACTHE.

9. JlexnapupaM ChrIIACHETO CH C KIay3UTe Ha IPUIIOKEHHUS! IIPOEKT Ha I0TOBOP.

10. B ciyuaii, ue 6b1a OnpesesneH 3a U3MBIHUTEN Ha OPBHUKATA, CE 3a1bIDKABaM,
Ipy HOANMCBAHETO HA JOTOBOpa 3a OOINECTBEHA IOPBYKA, Ja IPEACTaBsd aKTyalHu
JOKYMEHTH yNOCTOBEpSABAINM JIMIICATa Ha OCHOBAaHHS 3a OTCTPaHABAHE OT MpPOLELYpaTa,
KaKTO ¥ ChOTBETCTBHETO C [IOCTABCHUTE KPUTEPHH 32 MOI00D:

10.1. 3a obcrogrencrara mo wr. 54, am. 1, T. 1 or 30Il - cBHEETENncTBO 34
CHAMMOCT, M3/Ia/IcHO B 6-MECCUHNSI CPOK Ha BATMAHOCT NIPE/IH TIPEICTABSIHETO;

10.2. 3a obcrogrenctsoro mo wi. 54, ar. 1, . 3 or 30II ~ ymocrosepenne 3a
JIMIICA HA MyOJIHYHA 3abIDKEHHUS, U3/[a€HO OT OPTaHHUTE 10 IPUXOINTE; YAOCTOBEPEHHE OT
OGmuna rpan Jlo6pud 3a aumca Ha TyOMH9HE 381bDKEHIES; YIOCTOBEPEHHE OT OOIIMHATA IO
CCIAMINETO Ha yYACTHUKA 3a JIMIICcA Ha TyOIMYHH 3815 DKEHHS,

10.3. 3a obcTosTencTBoro 1o Wil 54, an. 1, T. 6 - yAOCTOBEpEHHE OT OPTaHATE HA
Wsnennautenna areHuus "l 1aBHa WHCIIEKIMS 110 Tpy/aa";

10.4. Ceprudukar, yngocroBepsBall BHEIPEHA CHCTEMa 3a yIpPaBIcHHME HA
kagectBoTo EN ISO 9001:2015 w/mwmx EN ISO 13485/2016 w/unu exBuBaneHTHA, ¢ 00XBaT B
ofnacTTa Ha IIPOH3BOJCTBOTO M/HIIM THPTOBHATA C MEIUIMHCKA allaparypa;

10.5. Hexnapanus no wi. 59, anm. 1, 1. 3 or 3MUII no 3agpmxurennus obpasern
[Mpunoxenne Ne 3 or o6pasnuTe JOKYMEHTH HA JOKYMEHTAIIUATA 34 YYACTHE.
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3abenescka: Yoocmosepernusma no mouku 10.2 u 10.3 mpabea oa ca uzdadenu
clle0 0amama Ha OMKPUBAHEMO HA NPoyedypama.

Karepuna EmMunosa boxkosa - YipaButen
(ume, GamiuHO ¥ paMuITHs, JNTHXKHOCT)
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ogepma)

Ipunoocernue No 1 — 3a0vnicumenen oopazey
IIpeocmasa ce no ecaxa obocobena nozuyus, 3a Koamo ce nooasa odepma

IIEHOBO INIPEJJIOKEHHE 3A U3ITBbJIHEHUE HA MIOPBYKATA

ot ,,Ka-M Meauxken” EOOJ]
¢be cepanuie B rp. Copus , obmuna CronuaHa v aapec Ha

ynpasienre rp.Codus, yn.“bpars Uakpuu* Ne 10
EUK /BYJICTAT 130517990 / BG130517990

npenacrasiaasan ot Karepuna Emuoa Boxxkosa
ETH . & xaucctBoTO MY Ha YIpaBuTen

IIpencrassM neHOBO peaoKeHue M0 060co6ena mosummsa Ne 20
(Mons nocoueme Homepa na o060cobenamd NO3UYUs, 3a KOAMO npeocmassime

prmaraM MONBJIHEHA W MoJnucaHa H3Bagka or CHHcbka Ha 000co0cHUTE

IIO3UNNHU U HOMCHKJIATYPHUTE, 32 ChOTBCTHATA obocobeHara 3a KosITo IpeacTaBsaM o@epTa.

HOJI]'II/IC Ha OPpEACTaBIIABAIOTO JTHIC K IICHAT Memue

Karepuna Emunosa boxkosa - Yupasuten
(ume, Gamuno 1 GamMuITHs, TIIHEKHOCT)
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