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IIHec.éig.‘.'.i.G...,.ZOIS roz. B rp. oOpuy, Ha ocHoBaHue 4. 112 u ci1. oT 3aKkoHa 3a
06HJ.CCTBCHI/ITG IMOPBYKH, C€ CKIIFOYH HACTOAIIHAT JOTOBOP MCHKIY !

"IBUME]] MHTEPHEIIAHDBII" EOO/, cke cenanume B rp. Codus 1164,
obwmna Cronuuna, pation Jlozenen, ajgpec Ha ympasnenwe: yi. "Buria" 48, er. 5, EMK
130928543, mpencrapnssano ot Kapen Hukonaac Hosedyc Mapus Ban bunnepbeex,
BIHcaHa npokypa 3a Kpacumup Jlumutpos [laves, onpenenen 3a usnsinuren ¢ Pemenne No
25/27.09.2018 rogx., cieJi mpoBeieHa POLeypa 3a Bb3jaraHe Ha oOlecTBeHa TOPhYKa THII
"orkpura" Ne 00083-2018-0009, ¢ npeamer: IlepuoauyHa nocTaBKa Ha KOHIEHTPATH 3a
XEeMOJMaNn3a, pasTBOPH 3a Ae3MH(QEKIHS Ha XEeMOIMAIW3HH anapaTtd H W MEIMIHHCKH
M3METHS 38 HYXAuTe Ha oTiesenue "Jnannsno neuenne" Ha ,,MBAJI-JloGpuu” AJl, napuyan
[TPOJJABAY

"

"MHOT OITPO®UIIHA BOJIHULIA 3A AKTUBHO JIEUEHUE-JIOBPUY" AJ]
rp. Jlobpuy, cbe ceanuine U aapec Ha yrnpaenenue: rp. JloOpuuy, yi. “Ilanaiior Xutos" 24,
ten. 058/600160, dakc: 058/600414, e-mail: oblb@bergon.net, EMK 124141302,
npeacrasnssado or JI-p Cserosap baituen Ilerpor — M3nmbiauTenen Jlupekrop Ha
IpyxectBoTO, Hapuuana KYITYBAY.

Crpanure ce criopasymsixa 3a CIeJHOTO:

[TPEIMET HA JIOI'TOBOPA U I11TEHHU

Ynen 1.(1) IlponaBaybT npojiapa Ha KynyBaua cTokuTe mo QO6ocobena mosHuus
Ne 2: MeunMHCKH U3AemHs 3a XeMoauanus3a: HoMeHknatypu Ne Ne 15, 18, 19, 20, 21 u 22, 3a
KOSATO/KOUTO € yJacTBall B OTKPUTATa IIPoLieypa 3a Bh3jIarane Ha o0ImecTBeHa IophuKa.

(2) llenoBuTe MpeaioKeHHUs Ha TPO/IaBaya ca:

Howm. HaumeHOBaHME Ha HOMEHK/IaTypaTa Ilena 6e3
Ne JJIC
15 | llenTpasieH BeHO3eH KateThp- AByaymeHeH F 12 (3a Bena demopaiuc) 30.00
18 | AV ducrynnu urmum 15 G/ 25 mm 0.60
19 | AV ducrynnu urau 16 G/ 25 mm 0.60
20 | AV ¢uctrynnu urmu 17 G 0.60
21 | Jlmanusau cucTeMH (XemoJMHMM) 3a anapatu @pesenuyc ¢ Topba M 3.74

JIOI'bJIHUTENIHM KJIAMIIM KbM apTepHaIHHs ¥ BEHO3HHs Kpai ()30
22 | Jlnanu3Hu CHUCTEMH (XeMmoyiMHMM) 3a anapatd @pesenuyc ¢ Topba u 3.44
JIOITBJIHUTENIHY KIIaMIIH KbM apTepHalHUs U BEHO3HUs Kpai (22

(3) Ilporno3znuTte KONMYECTBa, IMOCOYEHH B JAOKYMEHTAIUATa 3a oOlIecTBeHA
NOpBhYKa He MOpakJIaT 3a/Ib/DKEHHEe 3a KylyBaya Jla I'H 3aKyIH B IIOCOUEHHUS 00EM.

CPOKOBE 1M HAUMH HA TUIAIIIAHE

Ynen 2. CpoksT Ha HacTOSILIMsL JOTOBOp € 12 Mecera OT 1aTara Ha IOITHCBAHETO
My. JIorOBOP®T IpoAbIKaBa JEHCTBUETO CH 10 CKIIOYBAHETO Ha JIOTOBOP C JIPYT M3IIbIHUTE
cliell IpoBeXKIaHe Ha 00LIecTBeHa TOPhYKa.
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Hnen 3. Crokure me ObIaT JOCTAaBSIHH OT pojaBaya Ha KymyBaya B cpok 10
(Zecer) KanmeHAAPHU JIHH, CJIE]] 3aABSIBAHETO UM.

Unen 4. JIpJpkuMaTa Ha NpojaBadya cyMa [0 BCSKa OTAENHA JOCTaBKa e Obae
mjaTeHa OT KylyBaya 110 OaHKoBara CMeTKa Ha mpojaBadya B cpok a0 60 (mectaecer)
KaJIeHJapHH JTHH CJIE]l M3aBaHeTo Ha (hakTypa OT Ipo/jaBaya.

Ynen 5. CpokbT Ha TOAHOCT Ha JOCTaBAHHUTE MEIUIMHCKH H3JEIHA € HEe I10-
KpaTbk 0T 60 % (LecTaeceT IpoIeHTa) OT 0OLIHs CPOK Ha FOAHOCT B MOMEHTA Ha JOCTABKA.

MACTO HA U3ITBJIHEHUE U ITPEMUHABAHE HA COBCTBEHOCTTA

Ynen 6. 3a MACTO Ha J0CTaBsIHE Ha CTOKHTE ce ompenens “MBAJI-Jlo6puu” AJl
rp. Hobpuy, yn. “Tlanaiior Xutos” No 24, 3Beno ,,boinHuuna anreka’”.

Hnen 7. CobcTBeHOCTTa BBPXY HOCTaBSHHTE CTOKH M PHCKBT OT IIBJIHO MJIH
HaCTHYHO ITOTHBaHE HA CTOKUTE [IPEMHMHABA BBPXY KyllyBada OT MOMEHTA Ha [IPHEMaHETO UM
Ha MACTOTO Ha [OCTaBsAHE C NPUEMO-TIpENaBaTeNIeH IPOTOKOJ HIIH APyl paBHO3HAYEH
JIOKYMEHT.

I[TPABA U 3AABIDKEHMS HA TTPOJIABAYA

Ynen 8. (1) IlpogaBaubT € [UIbXKEH Oa CKIIOYM JOTOBOP 3a IOAU3IIBIHEHME,
KOraro € 00ABMII B 3asIBJIEHMETO CH 3a YYacTHe IMOJI3BAHETO Ha HOJM3IIBIHUTENL B cpok 10 3
JAHH OT CKJIIOYBAHETO Ha JOTOBOP 34 IOJM3NBIHEHHE HIIH Ha JONBJIHHUTEIHO CIIOpa3yMeHHe
3a 3aMsHa Ha MOCOYEH B 3aSABICHHUETO NOJU3IIBIHHUTEN M3IIBJIHUTENAT H3Ipalla KOIMEe Ha
JIOrOBOpPa MJIM Ha JOIBIHUTEIHOTO CIIOPa3yMEHHE Ha BB3JIOXKHUTEIS 3a€/HO C JI0KA3aTeNICTBa,
4e Cca M3IIbJIHEHH YCIOBUATA 110 Wwi. 66, an. 2 u 11 ot 30IL

(2) IlogusnbaHMTENUTE HAMAT [PaBO Jd NPEBB3JIAraT €JHA HIH TOBEYE OT
JEWHOCTHTE, KOUTO ca BKJIIOYEHH B NpeJMeTa Ha J0r0BOPA 3a IO AU3ITIbIIHEHHE.

(3) HezaBucMMO OT BB3MOXHOCTTA [Ja CE€ M3MOJ3BAT MOAUIIBIHHUTENH,
OTTOBOPHOCTTA 3a W3II'bJIHEHHE Ha JI0roBopa 3a 00IIecTBeHa IOPhYKa € Ha Po/iaBaya.

(4) KynmyBausT HsiMa /1a M3BBPIIBA JHPEKTHH Pa3IlIAIIAHNS C [10 U3 BIHATEINTE

Unen 9. IlpomaBaubT € ANBAKEH Ja JOCTaBA CTOKH, KOHTO OTTOBApSAT Ha
M3HCKBAHHATA, T[IOCOYEHH B TEXHHMYECKHTE CIENH(QHKAIMH OT JOKYMEHTAlHMATa 3a
o01IecTBeHa NOPhYKA.

Unen 10. TIponasaysT B CpoKa Ha JOroBOpa € JUIBXKEH J1a HMa paspellieHue UM
YAOCTOBEPEHHE 3a THPrOBHSA HA €IpP0O C MEIHLUHCKH H3JIeIHs, H3AaJeH0 oT U3nbiHuTeHus
mupexrop Ha MAJI o pena va 3MU.

HUnen 11. IIpomaBaysT B ¢poKa Ha JIOroBOpa € ANTHXKEH [a IpHUIara U MoAIbpika
cucTema 3a ynpasinenue Ha KadectBoto EN ISO 9001 w/mmu EN ISO 13485/13488, u/wim
€KBHBAJIEHTHA, ¢ 00XBaT B 00slacTTa Ha MPOW3BOJCTBOTO H/WIIM THPrOBHATA ¢ MEIUIIMHCKH
HU3CIIHSA.

Ynen 12. [lponaBaubT € JurbKeH Ja u3aane B CPOK (pakTypa 3a IOCTaBEHHTE
CTOKH.

ITPABA U 3AIBJDKEHW S HA KYITYBAYA

Ynen 13.(1) KynyBausT MMa mpaBo Ja NpoBepsiBa KOJHUYECTBOTO HA BCSAKA
OT/IeJIHA JIOCTaBKa, Karo MpH YCTaHOBSBAHE HA HECHOTBETCTBHE € JUIBKEH [a YBEIOMH
[poJiaBaya B CpOK OT 24 yaca.

(2) Ilpu ycraHoBsBaHe Ha HECHOTBETCTBHE B KaYeCTBOTO HA JOCTABEHUTE CTOKH
KyITyBa4YbT € JUIbXKEH J1a YBEJAOMH MpojiaBaya B cpok oT 24 yaca.

(3) HecwoTBercTBHETO Ha KOMMYECTBOTO U KAYECTBOTO CE YCTAHOBSBA C
IIPpOTOKOJI, ChCTAaBEH OT KOMHCHA, CbCTABCHA OT JUIbKHOCTHHUTE JIMIIA Ha KyIlryBada.
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(4) B ciyuait, ye npomaBaubT B cpok 70 24 yaca ciel yBeIOMSBAHETO IO al. |
OCTIOpPH ITHCMEHO HECHOTBETCTBHETO Ha Ka4yeCTBOTO, TOH MOXKE Jla MCKa MPOBEpKaTta My OT
YI'BJIHOMOLIEHA JIADOPATOpHUs, Ype3 B3eMaHe Ha KOHTPOJIHH 00pa3iy (MOCTPH) OT J0CTAaBKATa
M CPaBHSABAHETO MM C MpPEACTaBEHMTE 00pa3uu (MOCTPH) MPH YYIaCTHETO B OOIIECTBEHATA
IOPBUKA.

Ynen 14. KymyBaubT € JIbiKeH Ja 3aIljiaTd yTOBOpEHATa lieHa B pasMepa, 110
Ha4YMHA U B CPOKa, OTNPE/ICTICHN B HACTOMIIHUS JOTOBOP.

HEYCTOWKHA

Ynen 15.(1) Ilpu 3abaBa Ha mocTaBKa OT cTpaHa HA NpojaBaya ¢ moBede oT 24
(mBazeceT M YEeTHpPH) Yaca, KyIyBauybT MMa IIPaBO Ja [OJy4Yd HeycTolika B pasmep Ha 0.1
(Hyna usgo, elHa jecera) Ha CTO OT CTOMHOCTTA Ha 3abaBeHaTa JOCTABKA 3a BCeKH 24 yaca
3a0aBa.

(2) Ilpu ycraHoBsBaHE Ha HECHLOTBETCTBHE B KOJIMYECTBOTO, IIPOJAABAYBT €
ATBXKEH Jja JOCTaBH JIMIICBAIIOTO KOJIHUYECTBO IIPH ClIE/BallaTa J0CTaBKa, a IPH IOMCKBAHE
OT CTpaHa Ha KylyBaya B CpoK OT 24 uaca. [lpym Heu3nbJIHEHHE HAa TOBAa 3a/b/DKEHHE
KymyBaybT HMa IIPaBO Jla 0JY4YH HEYCToiKa B pasmep Ha 5 (IeT) Ha CTO OT CTOHHOCTTA Ha
JIMIICBALOTO KOJIMYECTRO.

(3) Ilpu ycranoBsBaHe Ha HECHOTBETCTBHE B Ka4ECTBOTO, [IPOABAYBT € [THIKEH
Jia 0CTaBH CTOKH C YTOBOPEHOTO Ka4e€CTBO NPH CleBallaTa JO0CTaBKa, a [P MIOMCKBAHE OT
CTpaHa Ha KymyBa4a B Cpok oT 24 udaca. [Ipn Hen3nbiHeHHe Ha TOBA 3aBIKEHHE KYIIyBauybT
HMa IIpaBO Jila IOJIydd HEYCTOMKa B pasMep Ha S5 (mer) Ha CTO OT CTOHHOCTTA Ha
HeKauecTBEeHaTa JIOCTaBKa.

(4) B ciygauTe mo anuHed 2 H 3, aKo NPOJaBavYbT HE JOCTABH JIOFOBOPEHOTO,
KyyBaybT HMMa IPaBO Oa 3aKylnd HEOOXOJMMHTE MY CTOKH OT APYT JOCTaBYHMK, KaTo
pa3iuKaTa MEXKIy LeHaTa 10 JO0roBopa M ASUCTBUTETHO 3alllaTeHara IieHa € 3a CMeTKa Ha
IpoJaBaya.

Hnen 16.(1) IIpu oTka3 Ha npozaBaya Ja NOCTABH 3asBEHHTE MY CTOKM MM IIPH
3abaBa moBeye OT 48 (deTWpuaeceT M OcCeM) uyaca, KyIyBaybT HMa MpaBO Ja 3aKylu
HEOOXOIMMHMTE MY CTOKH OT JPYT JOCTaBYHK.

(2) B cyganTe 1o mpexojiHaTa alMHes pasMKaTa MeK/ly LieHaTa 110 J0roBopa 1
NEeHCTBUTEIHO 3alUIaTeHaTa LieHa € 3a CMeTKa Ha [pojiaBaya.

Ynen 17. KymysausT MMa mpaBo na ucka oOe3lleTeHHWe B IIbJIEH pasMep Ha
BpEJIUTE, KOUTO € IPETHPIIsA] B pe3yiTaT Ha 3a0aBeHaTa U/UIT HeKayecTBEHATa JOCTABKA.

Ynen 18. Ilpu 3abaBa Ha mnamane OT cTpaHa Ha KyIyBaya, HOCJIEIHUAT IbIDKH
Ha [IpoJlaBaya HeyCTOHKa, B pa3Mep Ha 3aKOHHATA JIMXBA.

Ynen 19. Heycrolikure, obe3meTeHnITa U IIEHOBUTE Pa3JIMKU Mo 4. 16, ain. 2
Morar Jaa OBJar yJbpKaHu OT BCAKO IBIDKHMO Ha IIpojiaBava IianiaHe.

[TPEKPATABAHE HA JIOT'OBOPA

Unesn 20. JloroBopsT ce npekparssa

1. ¢ u3TMYaHe Ha CPOKa, 3a KOHTO € CKIIIOYEH, OCBEH B CIyyauTe 10 4l 2, H3p.
BTODO.

2. Ipd CHCTEMHO HEM3IbJIHEHHE Ha JOCTABKHTE 110 KOIMYECTBO M/MIM KAa4eCTBO
OT cTpaHa Ha Ipojasava. [log cHCTEMHO HeM3IBIHEHHE ce pa3dupa TAKOBA, H3BLPIIEHH JBA
WJIM TIOBEYE IIBTH B PAMKHTE Ha €IHH KaJeH/JapeH Mecell, HIH II0BeYe OT TPH [I'bTH B PAMKHTE
Ha CpOKa Ha J0TOBOpa;

3. IIpu CH3aBaHETO HA YCJIOBHA 3a JIOCTaBKA HA CTOKHTE, IPEJMET Ha J0roBopa
CJIC/I IPOBEXKJAHETO HA LIEHTPAIM3UPAHH €JIeKTPOHHH ThProBe.

/4 .~
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4. B ciyuvaif, ye ObJle NpoMEHeHa HOpPMaTHBHATA ypenba, B pe3yaTaT Ha KOETO
OTHaaHe HeOOXOMMOCTTA OT IOCTaBKaTa Ha CTOKHTE, KOMTO Ca MPEIMET Ha JIOr0BOpa;

5. IpH HEBB3MOKHOCT [a ce OCHI'YpH (HHAHCHPAHE 3a H3ILIHEHHETO HAa
NOpBYKATA 10 MIPUYMHHU, KOUTO KYIIYBAYBT HE € MOT'BII J1a IPEIBH/IH.

JPYTHU YCIJIOBUA

Ynen 21. Ctpandre 1o J0oropopa He MOraT Ja TO M3MEHAT, OCBEH B CIIydauTe,
npeasuaenu B wi. 116 ot 3011.

Ynen 22. CtpaHHTe 10 I0TOBOpA € PEIIABAT BH3HHKHAIHUTE MO M3ITBJIHEHUETO
CIIOPOBE 110 B3aMMHO CBITIACHE, 4 aKO TOBA € HEBB3MOKHO, 1o pena Ha I'TIK npex pomoso
KOMIIETEHTHHUAT CBI B rp. JIoOpu4, OCBEH B CllyyauTe, KOTaTO [IPETEHIHSTA € MPeasBeHa 110
pella Ha 3aIl10BE€IHOTO MTPOU3BOCTBO.

Ynen 23. 3a BCHYKH HEYPEJIEHH 110 HACTOALIHS J0TOBOP BBIPOCH IIIE CE MPUIaraT
pasnopendute Ha 3011, ITI130I1, 33/ u T3.

YUnen 24.(1) 3a BanuaHM agpecH 3a IOpHEMaHE Ha CHOOLIEHHMS, CBBP3AHU C
HACTOSIIKA IOTOBOP CE CMATAT aJIPECUTE, IIOCOYEHH B HAYAIOTO Ha JIOTOBOPA.

(2) Ilpu mpomsHa Ha AaHHUTE IO MPEIXOIHATA ANHHEs, ChOTBETHATA CTpaHa €
JUIbKHA J1a YBEIIOMH JpyTaTta B TPHIHEBEH CPOK OT MMPOMSHATA.

Ilpu chbcTaBAHEe Ha HACTOAIIMAT JOTOBOP C€ TPENCTABMXA OT H3ITBIHHUTENS
CIICAHUTE JTOKYMEHTH:

- 3a obcrostencteata o 4wi. 54, ain. 1, 1. 1 ot 3011 - cBHAETENICTBO 32 CHAUMOCT;

- 38 00CTOATENCTBOTO 110 Wi 54, an. 1, 1. 3 ot 30I1 - yaocToBEpEHHE OT OpraHuTe
10 IPHXOIUTE M YJAOCTOBEPEHHE OT OONIMHATA IO CEHANMINETO Ha BB3JIOXKHUTEIS H Ha
YYaCTHHKA,;

- 32 00CTOATENCTBOTO 1O 4. 54, ain. 1, T. 6 - yIOCTOBEpeHHE OT OPraHMTE Ha
Hsnbanutenna arennus "l aBHa WHCIIEKIKs 110 Tpyaa'.

- 3a JIOKa3BaHe Ha CBOTBETCTBHETO CH C H3HCKBAHETO 34 TEXHHYECKH H
npoecHOHATHH BBE3MOXKHOCTH, ocoueHo B Touka [11.1.3) or 00gBineHneTo 3a omoBecTsBane
Ha MpoIleaypaTa - cepTH(UKaAT 3a npuiaraie H NOANbpikaHe HA CHCTeMa 3a yIpaBJIeHHE Ha
kagecTBoro EN ISO 9001 w/mma EN ISO 13485/13488 w/uimm exBHBaneHTHA, ¢ 00XBaT B
obacTTa Ha NPOU3BOJICTBOTO H/WJIKM THPIOBHATA C MEAUIHHCKH H3IEIIHSL.

- nexnapaiist o 9. 10, T. 2 or 3akoHa 3a MEpPKHTE Cpelly H3MHpaHEe Ha Iapu —
110 3aabkuTesies obpazen [Ipunoskenue Ne 3.

[IpunoskeHus KbM JI0roBopa:
1. Texnudecko npeanokeHHe 3a U3MBIHEHHE Ha IOPhYKATA;
2. llenoBo npeioxeHue.

Hacrosmuar n0oroBop ce CbCTaBH B TPH €JHOOOpasHHM eK3eMIUIspa, €IHH 3a
[IpojilaBaya M JiBa 3a KyIyBaua.




\ Hpunosicenue N 1.2 - 3a0wnscumenen obpazey

Ilpeocmass ce no odocobena nosuyus No 2: Meouyuncku wsoenusn 3a
Xemoouanusa

TEXHHYECKO MNPEAJOXEHUE

no obocoGena mosunust Ne 2: MeanuuHCKH H31eJIHsl 34 XEMO/JHAJIH3a

o 92 ;/Q/
Hopnucannst Kapen Ban BunnepGeex, JIH™ |/ "a& / /% kanectsoro on wa
ynpasuren Ha ,,JIbumen Uuteprewansn® EOO/L, cue CeflaIuIe U azpec Ha ynpasJieHue Tp.
Codus, yn. ,,Burna“ Ne 48, er. 5, EMK 130928543,

1. Ilpencrasam odepra 3a yuyacthe no o6ocoGena nosuumsa Ne 2: MeauuuHcku
H3IENHA 38 XeMOAHaIHu3a;

Homenxnarypu Ne 10, 11, 12, 15, 16, 17, 18, 19, 20, 21, 22

(Mona  nocoueme Homepama na HOMERKIamypume, 34  KOSAMO/KOUMO
npedcmaeame ogepma)

3. TlpemnaraHuTe MeOMUMHCKH W3HENMS CHOTBETCTBAT Ha W3UCKBAHMATA,
nocoueHn B TexHudeckara crieuudurarms.

4. HexnapupaM CpOK Ha BalMIHOCT Ha odeprara: 3 (Tpu) Meceua or faTara,
KOATO € MOCOYEeHA 3a [aTa Ha MoJiaBaHe Ha odeprarTa.

5. IlpuemaM cpoka Ha M3MBIHEeHHe Ha nopbukara: 12 (aBaHazeceT) meceua oT
CKJIIOYBAHETO Ha IOroBOpa.

6. IlpuemaM cpoka 3a miamane: 10 60 (luecTheceT) KaneHaapHH IHM OT
M3BBPIIBAHETO HA I0CTABKATa W M3/1aBaHETO Ha (PAKTYpa OT U3IIbJIHUTE/IS.

7. Tlpuemam cpoka Ha noctaska: 10 10 (Tecer) yaca oT MOMeHTa Ha 3asBSBaHETO.

8. IIpuemam cpoka Ha rogsocT: He Tno-Kpatek 0T 60 % (wectaecer npouenta) ot
00ILMsl CPOK Ha FOJHOCT B MOMEHTA Ha IOCTARKA.

9. llpuemam J1a M3MBJIHABAM BCHMKM M3UCKBAHMA Ha BB3JIOXKHTENS, NOCOYEHH B
ODSIBIICHHETO M JOKYMEHTALMATA 33 yYacTHe.

10. Teknapupam CBIIACHETO CH C KJIay3HTE Ha TNIPUIIOXKEHHS IPOEKT Ha JI0TOBOP.

11. Jleknapupam, 4Ye He NpPeACTABAM ONHCAHWE W/WIM CHHMKH Ha 4acT oT
MEIHLMHCKATE U3fenus no oGocobena nosuwms Ne 2, Thif KaTo CbM JOCTABSI B MPEIXOAHH
TOMHMHY MEIHUMHCKHTE H3JeNMs, 33 KOMTO YYacTBAM B HACTOSIIATA npouenypa  Te ca
HAabJIHO HACHTHYHU (MO B, MOJIEJ, MapKa, pasMep, MPOU3BOIUTEN) ¢ OCTABSHUTE. [Ipe3
NpEAXONHH FOJMHHU CBM [OCTaBS CICAHHTE MEAUIIMHCKY H3IETH:

- Homenxmatypa Ne 10 c¢ Tbproecko Hammenosamme Leoceed 16N H
npoussonutel: Asahi /Snonus/

- Homenkmatypa Ne 11 ¢ TbproBcko HaumeHopanme Leoceed 18N wu
npoussoauTes: Asahi /Sronus/
- Homenkmatypa Ne 12 ¢ TbproBcko HammenoBanme Leoceed 2IN wu
npousBoauten: Asahi /Snonus/
u

- Homenknatypa Ne 21 ¢ TbproBeko HauMeHOBaHHE Al199/VT6TET
npousBoauten: Nipro /Snonus/ e
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12. B cnyqa%;-ae Obaa onpenenen 3a manbaHuTEN Ha NOpBUKaTa, ce 3alb/KaBaM,
TpH MOANMCBAHETO Ha OTOBOPA 3a OBLIECTBEeHA NOpPBYKa, 1a npecTaBs:

12.1. Aktyannu AOKYMCHTH YAOCTOBEPsABAlM HMNCATA Ha OCHOBaHHSA 3a
OTCTPAaHABAHE OT MPOLEAYPAaTa, KAKTO M CHLOTBETCTBHETO C MIOCTABEHUTE KPUTEPHH 34
nonbGop:

- 33 00CTOSITENCTBATA 10 YJI. 54, an. 1, 1.1 or 3071 - CBHIETENCTBO 3a ChAUMOCT,

- 33 O0CTOATEIICTBOTO 110 Y1, 54, an. 1, T. 3 ot 30I] - YAOCTOBEPEHHE OT OpraHuTe
10 NPUXOAHTE H YNOCTOBEPEHHE OT OBLIMHATA MO CCNANUINETO HA BB3JIONKUTENS W Ha
KaH[UJaTa UK y4acTHHKA,

- 32 06CTOATENCTBOTO MO uiI. 54, an. I, 1. 6 - ynocroeepenue or OpraHuTe Ha
Msnwbmantenna arenuns "I naBHa MHCIIEKIUS 110 Tpyza",

* Pa3pCLICHHE 3a TBPrOBHA Ha €IPO0 ¢ MEAULIHHCKH H3nenus, usgageno ot UAJI
WM Ipyr TOKYMEHT, yAOCTOBEpABALL NPABOTO Ha YHaCTHHKA 12 TbpryBa ¢ MeIMIMHCKH
M3NENA, H3MaNCH OT KOMIETEHTEH OpraH Ha CHOTBETHATA AbpikaBa. Paspemienne uan
YAOCTOBEPEHHE HE CH M3HMCKBA OT MPOM3BOAUTENIHTE Ha MEAHLUMHCKY H3/IeNHs, YCTAHOBEHH
Ha TepuTopHATa Ha PenyGnuka Buarapus;

- CePTH(HUKAT 3a NpHaraHe u TIOALbpKAHE HA CHCTEMa 3a YNpaBleHHE Ha
kagectBoTo EN ISO 9001 m/unu EN ISO 13485/13488 w/unu €KBHBAJIeHTHa, ¢ 00XBaT B
001acTTa Ha NPOM3BOACTBOTO W/HITH TBhProBUATA C MEAMLIMHCKH U3eIHsl,
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