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JOroBOP /Efg\_’

ﬂHecﬁi.i.ﬁ‘.{.ZQOl‘) ro. B rp. Jlobpuu, Ha ocHoBanue wi. 112 u ci. or 3akoHa 3a
00IIECTBEHUTE MOPHYKH, CE CKIIIOUM HACTOSIIHUAT JJOTOBOP MEKIY:

"MEJUEKJIUM" EOO/I, cbe cemamuine B rp. Codust 1517, agpec na ynpasnenue:
paifon Ilogysne, yn. "becapabus" 108B, er. 1, EMK 204844550, npeacrasisiBaHo 0T AHJa
Yyne u Mupua Hyne, 3ae/1H0 onpezeieH 3a usnbianuten ¢ Pemenne Ne 2/ 11.01.2019 rop. na
BB3JIOKHMTENS, CJIEJl MPOBEIeHa IpoLeaypa 3a Bb3jlaraHe Ha OOLIECTBEHA MOpPBYUKA THUII
"nmoroBapsine 6¢3 npeasBapuresnHo odseiaenue”" Ne 00083-2018-00021, ¢ nmpeamer: JlocraBka
Ha J1abopaTopHH KOHCYMAaTHBM, peakTHBHM M TecToBe 3a oTaeicHHe "KimHuuHa
mukpoduonorus", Hapudas [IPOJJABAY U1

"MHOT'OITPO®UIIHA BOJIHUIIA 3A AKTMBHO JIEUEHUE-IOBPUY" AJ]
rp. Jlobpuu, cbe cepanuie u aapec Ha ympasieHue: rp. JoOpuy, yu. “Ilanaiior Xutos" 24,
ten.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,
npejcrasigsado ot J-p Cserosap baituen IletpoB — M3nbiauurtened [lupektop Ha
npyxecteoto, HapuydaHa KYITYBAUY.

CrpanuTe ce criopazymsixa 3a CJIeIHOTO:

[MPEIMET HA JJOI'OBOPA U 1IEHU

1.(1). IlponaBausT nposasa Ha Kynysaya 1ad0paTOpHH KOHCYMaTHBH, PEaKTHBH H
TECTOBE (HApU4aHW I10-J10Jly MEAMLIMHCKH/TE H3JENUA), 34 KOUTO € y4acTBal B JOrOBapsiHe
0e3 npenBapuTenHo oOsABICHHE 3a BL3NAraHe Ha oOiecTBeHa MOphYKAa M0 000COoOEeHH
O3ULIUN:

Ne 16: Cucrema 3a OuoxumuuyHA HJEHTH(QHUKAIMS Ha KIHHHUYHO 3HAYMMHU
MHKpOOpraHu3MH, u3nojspama 10 20 OMOXMMHMYHM TecTa, B €AMH JIOT OT eaHa dupma
JOCTABYHK;

[lon HaumeHOBaHHE Ha MOJHOMEHKNATYPHUTE Mepna | [Ipor | Ilpoussoaut | Ilpeana [lena 3a

HoMe €IHHH | HO3H ) raHa npe/uiarat
HKJI1a ua 0 OMaKoB aTa
Typa KOJIH Ka OMaKoBKa
No qyecT (korato | 6e3 JIJIC
BO e
MPUI0XK
HMO)
1 2 3 4 5 6 7

16.1 | Cuctema 3a OMOXMMHYHA HAEHTH(UKALMA | OTAaKo 1 bioMerieux 10 179.4807

HA B3UCKATEJTHH MHKPOOpran3mi ( BKa Tecra

Neisseria, Haemophilus, Moraxella )
u3non3eauy 10 20 GHOXHMHYHH TecTa

16.2 | Cuctema 3a uaeHTH(GHUKALMA HA YPEBHU onako 2 | bioMerieux 25 171.1185
MHKPOOpraHu3mu, uznonseata ao 20 BKa TecTa
OMOXMMUYHHK TecTa

16.3 | Cucrema 3a uaeHTU(HKALHKS Ha onako 2 | bioMerieux 25 2999115
craunokoku, uinoJjseaua 1o 20 BKa TEecTa
OHOXHMHYHU TecTa

16.4 | Cuctema 3a uaeHTHUKALMA HA omaxko | | bioMerieux 14 2999115
CTPeNTOKOKH, u3nosssaiua ao 20 BKa TecTa
OMOXMMHYHH TecTa

16.5 | Cucrema 3a uaeHTudukains Ha onaxko 1 | bioMerieux 25 193.956
KOopHHedaKkTepuH, uanonssawa a0 20 BKa Tecra
OMOXHMMYHH TECTA

16.6 | Cucrema 3a uaeHTU(UKaLMA HA OIaKo 1 | bioMerieux 25 284.802
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He(epMEHTHPAILH [JII0K03aTa BKa TecTa
MHKPOOpraHu3MH, u3nonssaiua no 20
OHOXMMHWYHM TECTA

16.7 | Cucrema 3a OUOXUMHMYHA HASHTUUKALKA | ONAaKo 1 | bioMerieux 10 284.802
Ha MEJMLIHHCKH 3HAYMMHU rbOMUKH Ha Oa3a BKa TecTa
JUCUMUJIALIIS HA BBEITIEXHIPATH

16.8 | KonopumerpuueH Tect Ha 6a3a oTaKko 1 | bioMerieux 20 126.861
aCHMMJIALIMA Ha BBIVIEXHIPATH 3a BKa TecTa
HISHTHOHKALMA HA MEIHLIMHCKY 3a4UMH
rbOHYKH

No 18: T'otoru peakturu NIT 1, NIT 2, VP 1, VP 2, ZYM A, ZYM B, PYZ, PAL,

NIN:;

[Ton HanmeHoBaHue Ha Mepn | Ilpor | IlpousBoaut [Tpennarana Llena 3a

OMeH MOHOMEHKIATYPHTE a HO3H en onakoBKa (Korato | npejiara
Kiart eIUH 0 € MPUIOKHUMO) ata
ypa Mua | Koju OIMAKOBKa
Ne 4yecT oes IJ1C

BO
1 2 3 4 5 6 7

18.1 | NIT1+NIT2 Opoii 1 bioMerieux 4 ammn. 61.0575
18.2 | VP 1+VP2 Opoit 1 bioMerieux 4 amn. 61.0575
183 | ZIM A Opoit 1 bioMerieux 2 amm. 31.0695
184 | ZIMB Opoii ] bioMerieux 2 am1. 31.0695
18.5 | PYZ Opoii 1 bioMerieux 2 amn. 29.1375
18.6 | NIN Opoit 1 bioMerieux 2 amn. 34.7430

(2). LlenoBuTe mpemnoXkeHHs Ha MpOjaBaya, MOCOYCHH B IPHIIOKEHHETO IIO
IIpe/IX0/iHaTa aJIHHEs], Cca Hepas/leliHa YacT OT HACTOSIIMS I0TOBOP.

(3) IlporHo3HHTEe KOJIMYECTBA, I[TOCOUYEHH B MJOKYMEHTAllHATa 3a O0IlIecTBeHa
NOpBYKa HE NOPaXIaT 3ab/UKEHHE 3a KyITyBada J1a TH 3aKyIId B [IOCOYEHHs 00eM.

CPOKOBE U HAUYMH HA TUJIAIITAHE

2. CpoksT Ha HacTosAlMs joroeop e 10 Mecena or jgarara Ha NOANMCBAHETO MY.
JloroBopbsT mpoabKaBa AEHCTBHETO CH J0 CKIIOYBAHETO Ha JIOTOBOP C APYr H3ITBIHHTE
cleq] IpoBesKIaHe Ha 00IecTBeHa MOPHYKa.

3. Ilocouenute B ui. 1 uzaenus e OBAaT JOCTABSIHM OT MPOJiaBaya Ha KyIlyBaya B
cpok 10 14 (yeTHpUHA/IeCET) KaJleHJapHH JIHH, CJIe]l 3asBABAHETO UM OT KyIyBaua.

4. JIsxuMara Ha mpojaBada cyMa 10 BCSIKA OTAENHA J0CTaBKa ie Oble niareHa
0T KyInyBaya 1o HaHkoBaTa CMETKa Ha [pojiaBada B cpok J10 60 (mecrtaeceT) KajleHIapHH IHH
clle/l u3/1aBaHeTo Ha (GakrTypa OT [po/iaBaya.

5. Cpok»T Ha roJHOCT Ha JOCTABEHMTE M3/enus TpsiOBa 1a € He Mo-KpaTbk oT 60
% (1ecTaeceT mporeHTa) OT OOIIMS CPOK Ha FOJIHOCT KbM MOMEHTA Ha J0CTaBKaTa.

MSICTO HA UBITBJIHEHUE Y ITPEMMHABAHE HA COBCTBEHOCTTA

6. 3a MACTO Ha JOoCTaBsHE Ha u3zenusara ce onpezens “MBAJI-IoGpuya" AJl, rp.
Hobpuuy, yiu. “Ilanaitor XuTtoB" 24.

7. CoOcTBeHOCTTa BBPXY JOCTABSIHUTE H3AEIUS M PHCKBT OT IIBJIHOTO HIIK
YACTHYHOTO MM IOrMBAHE IPEeMHHABa BBPXY KYIyBaya OT MOMEHTA Ha MpPHEMaHEeTO MM Ha
MSCTOTO Ha JJOCTaBsIHE C IPHEMO-IIPEIaBaTelIeH IPOTOKOJI M IPYT paBHO3HA4YEeH JOKYMEHT.

ITPABA U 3AJIBJDKEHUS HA TITPOJIABAYA
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Unen 8. (1) IlpogaBaubT € IBXKEH J1a CKIIOYH JOTOBOP 3a IOJU3IThbIHEHHE,
KOTraro ¢ 00SBWI B 3asBJICHHETO CU 3a yYacTHe [OJ3BAaHETO Ha NOMM3IBIHUTEN B cpok mo 3
JHH OT CKJIFOYBAHETO Ha JOrOBOP 3@ NOAM3IBIHEHHE MM Ha JONBJIHUTEIHO CIIOpa3yMEHHE
3a 3aMsHa Ha TOCOYEH B 3asBJIEHHETO MOAM3IIBJIHUTEN M3IBJIHHUTENAT H3Ipalia KOolMe Ha
JIOTOBOpA WJIM Ha JOIIBIHUTEIHOTO CIIOpa3yMEHHE HA Bb3JIOKUTEIS 3a€IHO C 10Ka3aTeICTBa,
4e ca M3IIBJIHEHH yCloBusATa 110 Wi, 66, aj. 2 1 11 ot 3011

(2) INoau3NBJIHUTENIUTE HAMAT IIPaBO Ja IIPEBb3jaraT €QHa HIM TOBeYe OT
JIEHHOCTHUTE, KOMTO Ca BKJIFOYEHH B IIPEMETA Ha J0T0BOPA 3a MOAU3IbIHCHHE.

(3) HezaBucumMO OT BBL3MOXKHOCTTA Ja C€ H3MOI3BAT  MOJH3IBIHUTENH,
OTrOBOPHOCTTA 3@ H3MI'BJIHEHUE Ha JOroBopa 3a 00IecTBeHa IIOpPLYKa € Ha IIpoiaBaya.

(4) KynyBaubT HAMa J1a H3BLPIIBA AUPEKTHU Pa3IUIAIAHUS C IOAU3ITBIHATEIIUTE

Ynen 9. IlpogaBausT € 1bKeH Ja 10CTaBsI MEAULIMHCKH U3AEIHS, KOHTO:

1. umat HaneceHa "CE" MapkupoBKa B CHOTBETCTBHE C H3MCKBAaHUATA HA Wi. 15 ot
3akoHa 3a MeIUITHHCKHUTE u3aenus (3MH);

2. UIMaT HaHeCeH WACHTH(UKAIMOHEH HOMEpP Ha HOTU(UIIMPAHHs OpPraH 1o 4wi. 64,
ai. 2 or 3MMU, koraro npoueaypuTe, onpeneieHy B Hapeaoute no wi. 18 ot 3MMU, uzucksar
HAHACAHETO MY;

3. MMar HaHeceHM HAaMMEHOBaHHE M aJ[Pec Ha YIpPaBICHHE HAa IPOU3BOIMTEIIS
H/WIIH YITBJIHOMOLIEHUS [IPEICTABHUTEN U BHOCHTEJIS;

4. uMaT HHCTPYKLHKS 3a yroTpeda, ¢ H3KIIOUEHHEe Ha U3ICIUITA, 3a KOUTO TOBA He
e npeasuaeHo B 3MU;

5. ca mpHIPYKEHU OT BalUAEH cepTU(UKAT, YIOCTOBEPSBALL ChOTBETCTBHETO ChC
CBIIECTBEHHTE H3UCKBAHUS, IIPUIOXKHUMH 32 H3EIHETO, U3a/IeH OT HOTH(HIHPAII OpTaH.

6. ca Mpou3BeACHU OT IPOM3BOJMTEN, KOWTO NMpHJara W IOJUIbpiKa CHcTeMa 3a
yinpaeienue Ha xadectBoTo ISO 9001 w/wnm cucrema 3a ynpapiieHHE Ha KadecTBOTO Ha
meauuuHekuTe u3nenust [SO 13485 w/unu exBuBaneHTHa.

Ynen 10.(1) IlponaBausT B cpoka Ha Jorosopa TpsaOBa Ja OTroBapsi Ha CIEAHHUTE
HU3UCKBAHHUS

1. Jla uMa pa3pelieHue UM yIOCTOBEPEHHE 3a ThPrOBUS Ha €IPO C METUIIHHCKH
u3/1enus, u3gazeno ot Manwauurennus nupexrop Ha MAJI no pena na 3MU.

2. Jla mpuiara ¥ moAJbpikKa CHCTeMa 3a ympaslieHHe Ha xadectBoto ISO 9001 B
oOJlacTTa Ha [IPpOHU3BOACTBOTO H/AIHA THProBusaTa ¢ MEJUIHMHCKH H3ICTIHA H/HIH CHCTEMaA 3a
ynpasieHnue Ha kadectBoto [SO 13485/13488 u/nunu ekBUBaIeHTHA.

(2) IlponaBaubT e nnbiKeH He3adaBHO J1a YBEIOMH KyIlyBada IIPU OTHEMaHe Ha
CHOTBETHHUTE pa3pelileHHs WU o0e3cUiBaHe Ha YAOCTOBEPEHHUS.

Ynen 11. Besika otnenna nocrtaBka TpsOBa Ja € NpHApPYXKeHa OT JIOKYMEHTH,
YIOCTOBEPSIBAILIN NTPOU3BOJUTENS, NAPTUIHHUSA HOMED, CEPUHHUSA HOMEP, CPOKa HA TOJHOCT H
OT aHaNW3HH cepTH(OUKATH (OpUTHHAIHH, 3aBEPEHO KOIHE WIM NyOJHMYHO ONOBECTEHH),
JTOKYMEHTHpAIIH IPOU3X0/ia, ChCTaBa | TEKYIUs KOHTPOJI HA KAYECTBOTO HA H3JE/IUATA.

Unen 12. [lpopaBaybT e JUIbKEH Ja H3Jaje B Cpok (axkTypa 3a JIOCTABEHUTE
MEJIHUIAHCKH U3/IeTHS.

[TPABA U 3A/IBJDKEHMS HA KVIITVBAYA

Unen 13.(1) KymyBawbT mMa IpaBO Ja IPOBEPABA KOJMHYECTBOTO Ha BCAKA
OTIeJIHAa JI0CTaBKa, Karo MpH YCTAaHOBSBAHE HAa HECHLOTBETCTBHE € [UILIKEH Ja YBEJIOMH
rpoJiagaya B Cpok orT 24 yaca.

(2) Ilpu ycraHoBsBaHe Ha HECHOTBETCTBHE B Ka4eCTBOTO Ha [OCTABEHHTE
MEIULIMHCKH W3/eTIHs KyIlyBaubT € JUTBXKEH J1a yBeIOMH IIpojaBayda B Cpok oT 24 yaca.
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(3) HechoTBETCTBHETO HA KOJHMYECTBOTO H KAYECTBOTO CE€ YCTAHOBABA C IIPOTOKOJI,
CBCTABEH OT KOMHUCHSI, ChCTaBeHa OT JUTHKHOCTHHTE JIMIIA Ha KyIyBaya.

(4) B cnyuaii, ye mpoJaBaybT B CPOK 10 24 yaca Clie[l YBeJIOMABAHETO MO ai. |
OCIIOPH NMHUCMEHO HECHOTBETCTBHETO Ha KayeCTBOTO, TOH MOXKE Jia MCKa MpoBepKara My OT
YII'bJIHOMOILEH OPraH WK 1JabopaTopus.

Ynen 14. KynyBa4ybT € JIBKEH [a 3alljlaTH YrOBOpEHATa IIeHa B pa3Mepa, 110
HAa4YUHa U B CPOKA, OIPE/ICICHH B HACTOSIIUSA TOTOBOP.

HEVCTOMKHU

Ynen 15.(1) Ilpu 3abaBa Ha JocTaBKa OT CTpaHa Ha IpojaBada ¢ [oBede OT 24
(nBajieceT W YETHPH) yaca, KylyBaybT MMa IIPaBO Jia IOJIy4Yd HeycToika B pasmep Ha 0.1
(HyIa L0, elHa JIeceTa) Ha CTO OT CTOHHOCTTAa Ha 3abaBeHaTa JI0CTaBKa 3a BeekH 24 4yaca
3abaBa.

(2) Ilpm ycraHOBsiBaHE Ha HECBOTBETCTBHE B KOJIHYECTBOTO, NPOJABAYBT €
JUTHYKEH J1a JIOCTABH JIMIICBAIOTO KOJMYECTBO IPH CIIEIBallaTa AOCTABKa, a [IPU IIOMCKBAHE
OT CTpaHa Ha KynyBada B CpoK OT 24 uvaca. [IpM HeM3NBIHEHHE HA TOBA 34/ IBIKEHHE
KyIIyBaybT HMa IPABO Ja [I0JIY4YH HEYCTOHKa B pa3Mep Ha 5 (MET) Ha CTO OT CTOMHOCTTA Ha
JIMIICBAIIOTO KOJIUYECTBO.

(3) Ilpu ycraHoBsiBaHE HAa HECHOTBETCTBHE B KA4YECTBOTO, IPOJABAYBT € JTHIKEH
/2 I0CTABH MEIMI[HHCKH M3JIEIIHS C YTOBOPEHOTO Ka4eCTBO IIPH Clie/IBaIaTa 0CTABKA, a [Py
MOMCKBAHE OT CTpaHa Ha KylyBada B Cpok oT 24 wyaca. [lpu HeM3mbIHEeHHME Ha TOBA
3aIbJDKCHHE KYITyBaYybT MMa IIPaBO Jia IOJIyYd HEYCTOHKa B pa3Mmep Ha 5 (mer) Ha cTo oT
CTOHHOCTTa Ha HEKAYECTBEHATA JIOCTABKA.

(4) B ciayyaure mo anmuHen 2 W 3, aKo IpoJaBaybT HE JOCTABH JIOTOBOPEHOTO,
KyllyBa4bT HMa NpPaBO Ja 3aKylH HEOOXOIMMHMTE MY MEIHLUUHCKH H3JIEIHs OT JPyr
JOCTAaBYHK, KaTO pa3jIHKaTa MeXx/y LeHaTa 10 J0roBopa u JIeHCTBUTEIHO 3alljlaTeHaTa [eHa €
3a CMETKa Ha [IpoJiaRaya.

Ynen 16.(1) Ilpu oTka3 Ha mpoAasaua Aa JOCTAaBH 3asBEHHUTE MY MeEIMIMHCKH
U3JIeNns Wi 11pH 3a0aBa noseue oT 48 (YeTHpHIECET U OCeM) Hyaca, KylnyBauybT HMa IIPaBo J1a
3aKyIH HEOOXOMMHUTE My MEMIIMHCKH M3IEIHs OT APYT JOCTABYHK.

(2) B ciyuauTe mo mpeixoJHarta anuHes pa3jHKaTa MeX/y LieHaTa 1o JI0roBopa u
JeHCTBUTEHO 3allaTeHaTa 1ieHa € 3a CMeTKa Ha [IpoJaBaya.

UYnen 17. KynyBaueT uma mpaBo Ja Hcka oOe3lleTeHHe B ITBJICH pasMep Ha
BpEJIUTE, KOUTO € NIPEThPIIsA B pe3yiTaT Ha 3adaBeHaTa /UM HEKayecTBeHATa JIOCTABKa.

Ynen 18. [Ipu 3abaBa Ha namtane OT cTpaHa Ha KylyBayda, NOCJIEHHAT IhIKHA Ha
npojiaBaya HEyCTOMKa, B pa3Mep Ha 3aKOHHATa JINXBA.

Ynen 19. [Ipu npexparsiBaHe Ha JOroBOpa MOpPajM HEHM3ITBIHEHHE HA HAKOS OT
CTpaHHTE, BHHOBHATa CTpaHa AbL/DKM HeycToHka B pasmep Ha 10 % (mecer Ha cTO) OT
IIPOTrHO3HATa CTOMHOCT Ha JOroBOpa.

Unen 20. Heycroiikure, obe3leTeHusaTa U IIEHOBUTE Pa3IUKH M0 4. 16, an. 2
Morar a ObJar yAbpiKaHi OT BCSIKO JB/DKMMO Ha Ipo/JaBaya IUiallaHe.

I[TPEKPATABAHE HA JJOT'OBOPA

Unen 21. JIoroBopsT ce npekparssa:

l. ¢ M3THYaHe Ha CpoKa, 32 KOHTO € CKJIOYeH, OCBEH B XHUIIOTe3aTa Ha 4iieH 2,
H3pEeYEHUE BTOPO;

2. OT uW3mpaBHATa CTpaHa NpPH CHCTEMHO HEHM3MBIHEHHE HA 3a](bJIKEHHATA I10
norosopa. ITox cucremHO HensmbiHEHHE ce pa3dupa TakoBa, H3BBPIICHO JIBa HIIH IIOBEYE
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'bTH B PAMKHMTE HA €IMH KaJICH/aPeH MECEIl, MJIM MOBEYE OT TPH II'bTH B PAMKHTE Ha CPOKa Ha
JI0roBOpa;

3. NpH Ch3[1aBAHETO HA YCIIOBHS 38 [OCTABKA HA MEJUIHMHCKH H3Je/Hs Clel
IIPOBEXKIAHETO HA [IEHTPAIM3HPaHU eJIEKTPOHHH THPIOBeE.

4. npu HEBB3MOXKHOCT Jla Ce OCHIYpH (HHAHCHpaHE 3a M3INBIHEHHETO Ha
MOPBYKaTa [0 PHYHHU, KOMTO KyITyBa4ybT HE € MOI'BJI J1a IPEABH/IH.

JPYT'U YCJIOBUA

Ynen 22. CrpanuTe 1o Joropopa He MOTraT jJa o M3MEHST, OCBEH B CIIyYauTe,
npeasuaeHy B wi. 116 ot 30I1.

Ynen 23. CtpanuTe 1o [OroBopa mie pelnaBaT BB3HMKHAIHTE 10 M3MBIHEHHETO
CIIOPOBE 110 B3aHMHO CBITIACHE, & aKO TOBA € HEBB3MOXHO, o peaa Ha I'TIK, npex pomoso
KOMIIETEHTHHUAT Ch/1 B Ip. JJoOpuu.

Hien 24. 3a BcHYKM HeypeJIeHH 110 HACTOSIIHS JIOTOBOP BBIIPOCH IIe Ce TIPHIIaraT
pasnopenbure Ha 3011, ITI13011, 33/T u T3.

HYnen 25.(1) 3a Baamjuu anpecw 3a IpHeMaHe HAa CHOOLICHMS, CBBP3AHH C
HACTOSAIIHSA IOrOBOP C€ CMATAT aJipecuTe, IIOCOYEHH B HAYAIOTO Ha JIOr0BOpA.

(2) Ilpn npoMsiHa Ha JaHHUTE 1O NpPEIXOIHATA AlMHEs, ChOTBETHATA CTpaHA ¢
JUThKHA JTa YBEJAOMHM JIpyraTta B TPUIHEBEH CPOK OT IPOMSHATA.

Ilpn cheTaBsHe Ha HACTOSIIMAT HOTOBOP CE€ MNPEACTABHXA OT H3MBIHHTENS
AKTyalHH JOKYMEHTH YJIOCTOBEPABAIM JIMIICATA HA OCHOBAaHHS 33 OTCTPAHABAHE OT
IIponeypara, KakTo i CbOTBETCTBHETO € OCTABEHUTE KPHTEPHH 3a 1oafop:

1. 3a oGcroarencTpata mo wi. 54, an. 1, 1. 1 ot 3011 - CBHAETENCTRO 3a ChIMMOCT,
H3/18JIEHO B 6-MECEUHHUs CPOK HA BATMAHOCT IPEJIM ITPEICTABSIHETO;,

2. 3a obcrosrenctsoro mo uin. 54, an. 1, 1. 3 ot 3011 — yiocToBepeHus 3a juica
Ha yOIIMYHE 3abJDKEHHS OT OpPraHHuTe o npuxoute, oT O6muna Jo6puu u oT obuMHAaTA
IO CENAIMIIETO HA YYaCTHUKA, H3JIa/ICHH CJle]l PEIIEHHETO Ha BB3JIOKHTENS 32 OTKPUBAHEe HA
npoleaypara;

3. 3a ofcrosrencTtBoTo mo wi. 54, an. 1, 1. 6 or 30II - YIAOCTOBEPEHHE OT
opranuTe Ha MW3menamwrenna arenuus "['naBHa WHCTMEKIMs [0 Tpyaa", M3LALNEHO CIie
PEIICHUETO Ha Bh3JIOKUTENS 3a OTKPUBAHE HA IPOLEAypaTa;

4. Ceprudukar 3a mpuiaraHe M IOANBPIKAHE HA CHCTEMa 3a YIpPABICHHE Ha
kagectBoTo EN ISO 9001 w/mma EN ISO 13485/13488 w/unu exBuBajeHTHA, ¢ 00XBaT B
00J1aCTTa HA IPOU3BOACTBOTO H/HMIIH ThPrOBUATA C MEAHIIMHCKH H3IEIHSL.

5. Jleknapanus no un. 59, an. 1, 1. 3, BBB Bp. ¢ wi. 53, an. 2 or 3MUII mo
3alb/oKuTeHES 00pasen [Ipuioxkenue Ne 2 ot 06pasinTe 1OKYMEHTH Ha JOKYMEHTAIHATA 3a
yJacTHe.

[IpunosxeHust KbM AOrOBOpA:

HPOI[ABA{E"' KVIIYBAUY:




